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i) Effective date for all parts except those indicated in (ii)

1st day of the month

ii) Effective date for specific provisions in specified parts

N/A

iii) Date of publication

1st day of the month

TO: General Medical Practitioners, Pharmacy Contractors, Appliance Contractors

PREFACE
AMENDMENTS TO THE DRUG TARIFF
October 2023

In accordance with regulation 89(3) of the National Health Service (Pharmaceutical and Local Pharma-
ceutical Services) Regulations 2013 (“the 2013 Regulations”), the Secretary of State for Health as re-
spects England and in accordance with regulation 41(4) of the National Health Service (Pharmaceutical
Services) (Wales) Regulations 2013, the Welsh Ministers* as respects Wales have amended the Drug
Tariff and determinations made in respect of the amendments to the Drug Tariff shall have effect from 1
August 2015.

For England, by virtue of regulation 91(1) of the 2013 Regulations, the NHS Commissioning Board (“the
Board”) has been appointed as a determining authority in relation to the pharmaceutical remuneration
listed Schedule 8 to the 2013 Regulations (ie types of service remuneration) and remuneration for
advanced services. This means that both the Secretary of State and the Board are able to determine
remuneration in these areas, although if the Secretary of State determines remuneration in these
areas, he is required to notify the Board of his intention to do so before doing so. As part of a phased
transfer of responsibilities between the Secretary of State and the Board, the Board will be acting as
the lead determining authority in relation to the following Parts:

«  PartlllA
+ PartlliB
+  PartVIA
+ PartViB

» Part VIC (up to Pharmaceutical Services (Advanced and Enhanced Services)(England) Directions
2013)

By virtue of Part VIE, the Board is also a determining authority for England for the remuneration for
enhanced services and acts as the lead determining authority in that area.

The Secretary of State is the sole determining authority for all other Parts.
Part XI, XIVD, XVIIID and XXI are rescinded in this edition of the Drug Tariff.

Before the Secretary of State, NHS Commissioning Board and the Welsh Ministers make further
determinations they will consult with such organisations as appear to be representative of persons to
whose remuneration the determination would relate and such other persons as they consider
appropriate in respect of determinations which relate to persons providing pharmaceutical services, or
a category of such services in accordance with section 165 of the National Health Service Act 2006 and
section 89 of the National Health Service (Wales) Act 2006, regulations made under those sections and
under section 164 of the National Health Service Act 2006 and section 88 of the National Health Service
(Wales) Act 2006.




10/2023

PREFACE

2.

Each month, a new Drug Tariff will be made available online and will continue to incorporate any amend-
ments. All entries showing a change in price are not specifically included in this preface but are indicated
in the Drug Tariff by V for price reduction and A for price increase; changes to the text relating to code,
product description, or the inclusion of a new product are indicated by a vertical line in the margin.

While every effort is made to ensure that each monthly publication of the Drug Tariff includes all
amendments made by the Secretary of State and the Welsh Ministers to the price applicable to the rele-
vant period, the need to observe publishing deadlines sometimes defeats those efforts. Any omitted
amendments will be effective from the date on which they came into force, even if publication of the details
is unavoidably delayed.

* Functions of the National Assembly for Wales have transferred to Welsh Ministers in accordance with
section 162 of and paragraph 30 of Schedule 11 to the Government of Wales Act 2006.
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4. ADVANCE NOTICE
4.1 ADDITIONS TO NOVEMBER 2023 DRUG TARIFF

4.1.1 ADDITIONS TO PART VIIIA EFFECTIVE FROM 1 NOVEMBER 2023

Urofollitropin 75unit powder and solvent for solution for 10 Category C Fostimon
injection vials

4.2 DELETIONS FROM NOVEMBER 2023 DRUG TARIFF

4.2.1 DELETIONS FROM PART VIIIA EFFECTIVE FROM 1 NOVEMBER 2023

Benzydamine 3% cream 35g Category C Difflam

100g Category C Difflam
Coal tar extract 5% shampoo 250ml Category C Alposyl 2 in 1
Fluconazole 200mg/100ml solution for infusion vials 1 Category C Advanz Pharma
Liquid paraffin light 82.8% bath additive 500ml Category C Cetraben emollient

4.2.2 DELETIONS FROM PART IX EFFECTIVE FROM 1 NOVEMBER 2023

See page: 445, 446, 462, 481, 504, 518, 535, 567, 650, 678, 783, 791, 836, 849, 850, 854, 856, 857, 862, 939.
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CHANGES TO OCTOBER 2023 DRUG TARIFF

o
-

PART | - REQUIREMENTS FOR THE SUPPLY OF DRUGS, APPLIANCES AND CHEMICAL REA-
GENTS

Contractors should note:
changes made to Clause 5A Claims for Payments for Wales.
changes made to Clause 5B Calculation of Payments 2 ¢) Referred-back forms as regards England.

|.°'
o

PART Il - REQUIREMENTS ENABLING PAYMENTS TO BE MADE FOR THE SUPPLY OF DRUGS,
APPLIANCES AND CHEMICAL REAGENTS

Contractors should note changes made to Clause 10B.

5.3 PARTVIC - ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

Contractors should note
changes made to Community Pharmacy Seasonal Influenza Vaccination Advanced Service.
changes made to NHS Community Pharmacy Hypertension Case-Finding Advanced Service.
the addition of The Pharmaceutical Services (Advanced and Enhanced Services) (England) (Further
Amendments) Directions 2023.

54 PART VID - NATIONAL COMMUNITY PHARMACY AND APPLIANCE CONTRACTOR SERVICES
(WALES)

Contractors should note

changes made to The Discharge Medicines Review Service.
changes made to Pharmacist Prescribing Service.

5.5 PARTVIE - ENHANCED SERVICES (PHARMACY CONTRACTORS) (ENGLAND) AND ADDITIONAL
CLINICAL SERVICES (PHARMACY CONTRACTORS) (WALES)

Contractors should note changes made to Service Fees and Allowances.

5.6 PARTVIIB - COLLABORATIVE WORKING SCHEME (WALES)

Contractors should note changes made to this Part.

5.7 PARTVIIC - QUALITY AND SAFETY SCHEME (WALES
Contractors should note changes made to payment values.
5.8 PARTVIID - SUPPORT FOR WORKFORCE DEVELOPMENT (WALES)

Contractors should note changes made to Payments.
5.9 PART XIVA - REWARD SCHEME - FRAUDULENT PRESCRIPTION FORMS
Contractors should note changes made to contact details as regards England.

5.10 PART XIVD - DISPENSING COMPENSATION PAYMENT (WALES)

Contractors should note the addition of this Part.
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5.11 ADDITIONS TO OCTOBER 2023 DRUG TARIFF

5.11.1 PART Il - REQUIREMENTS ENABLING PAYMENTS TO BE MADE FOR THE SUPPLY OF DRUGS,
APPLIANCES AND CHEMICAL REAGENTS

PAGE 24 - DRUGS FOR WHICH DISCOUNT IS NOT DEDUCTED
Individual ltems
Calcipotriol 0.005% / Betamethasone dipropionate 0.05% cream

PAGE 26
Dimethyl fumarate 120mg gastro-resistant tablets

PAGE 32
Levomepromazine hydrochloride 25mg/5ml oral solution sugar free

PAGE 33

Macusan tablets

Mevalia PKU Motion 10 liquid
Mevalia PKU Motion 20 liquid

PAGE 37
Politid XL 150mg capsules

PAGE 39
Skilarence 120mg gastro-resistant tablets

PAGE 43
Wynzora 50micrograms/g / 0.5mg/g cream

5.11.2 PART VIIIA - BASIC PRICES OF DRUGS

*

This pack only (others already available)

PAGE 330

Levomepromazine hydrochloride 100 ml 17800 C Levorol
25mg/5ml oral solution sugar
free

PAGE 335
Mefenamic acid 250mg tablets 28 569 C Dawa Ltd

PAGE 388
* Vitamins capsules 84 143 C  AaBPC Vitamin

5.11.3 PART IXA - APPLIANCES

" These products must be dispensed with a supply of wipes and disposal bags
& These products receive a home delivery fee of 930p

PAGE 411 - ANAL IRRIGATION SYSTEM

each
«"Navina Mini Set 6930700 19900
(Contains 30 rectal cones, 1 water container)
«"Navina Mini Extension Set 6930800 19900
(Contains 30 rectal cones, 1 water container, 1 extension tube)
pack of 30
«"Navina Mini Refill Set 6930900 15000

(Contains 30 rectal cones)
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PAGE 413
Qufora Irrigation System (MacGregor Healthcare Ltd) each
«"IrriSedo Klick Catheter Set QKCATH30 27726

(Contains 30 catheters, 1 Klick tube, 1 water bag)

PAGE 433 - CATHETERS, URINARY, URETHRAL
(A)(ii) Nélaton Catheter (‘ordinary’ cylindrical Catheter) Single use

Teleflex
®Liquick X-treme pack of 30
(30cm) (851832-000100) 10 5278
PAGE 444
(E) Intermittent Catheter with lubricant, insertion aid and urine bag
Teleflex
®Liquick X-treme Plus pack of 30
(30cm) (852832-000100) 10 8923

PAGE 526 - EYE PRODUCTS
Eye Drops - Sodium Hyaluronate

Kent Pharma Sodium Hyaluronate 0.2% (10ml preservative free bottle) 350

PAGE 536 - HYPODERMIC EQUIPMENT
Lancets - Sterile, Single-Use

Apollo twist 0.3mm/30 gauge 200 380
(Apollo Medical Technologies Ltd)

PAGE 540
Accessories

Sharpak 12 litre 449

PAGE 578 - LYMPHOEDEMA GARMENTS

Juxta-Fit

Price per piece

Shelf Strap S, L 1899

PAGE 619 - OSCILLATING POSITIVE EXPIRATORY PRESSURE DEVICE

Shaker Deluxe 2666
Shaker Deluxe Kids 2666

PAGE 647 - SURGICAL SUTURES
Skin Adhesives, Sterile

Dermabond 0.5ml 1949
Dermabond Advanced 0.7ml 1949
Dermabond Mini 0.36ml 1139

5.11.4 PART IXC - STOMA APPLIANCES

PAGE 762 - BELTS
Dansac Ltd

Dansac Long Ostomy Belt White 100cm 09000-0000 1 841

Vi
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5.12 DELETIONS FROM OCTOBER 2023 DRUG TARIFF

5.12.1 PART |l - REQUIREMENTS ENABLING PAYMENTS TO BE MADE FOR THE SUPPLY OF DRUGS,
APPLIANCES AND CHEMICAL REAGENTS

PAGE 21 - DRUGS FOR WHICH DISCOUNT IS NOT DEDUCTED
Individual ltems
Alpro Organic Soya Original milk

PAGE 29
Glytactin Restore Lite 20 oral powder 38g sachets

PAGE 40
Stayveer 125mg tablets
Sulfinpyrazone 200mg tablets

5.12.2 PART VIIIA - BASIC PRICES OF DRUGS

B Special container
*  This pack only (others still available)

PAGE 261
Adefovir 10mg tablets | 30 25222 C Hepsera

PAGE 281

Chloroprocaine 400mg/20ml ] 1 1472 (¢} Ampres
solution for injection vials

PAGE 305

Felodipine 2.5mg modified-release 28 2455 C Triapin
/ Ramipril 2.5mg tablets

PAGE 309

Fluticasone 2mg/2ml nebuliser 10 3735 C Flixotide
liquid unit dose vials

PAGE 315

Glyceryl trinitrate 15mg/24hours 30 1419 C Minitran 15
transdermal patches

PAGE 389
* Vitamins capsules 1000 1549 A

5.12.3 PART IXA - APPLIANCES

PAGE 416 - BANDAGES

High Compression Bandage (Extensible)

Specification No. 52

V.E.C. High Compression Bandage

Syns: Viscose, Elastane, and Cotton Compression (High) Extensible Bandage; "VECCHE" Bandage

Tensopress 7.5cm x 3m unstretched 293
10cm x 3m unstretched 377

PAGE 520 - EMOLLIENT AND BARRIER PREPARATIONS
Preparations containing Urea

Dermatonics Once Callus Removing Balm 200ml 950

vii
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PAGE 539 - HYPODERMIC EQUIPMENT
Lancets - Sterile, Single-Use

Thin Lancets 0.36mm/28 gauge 200 788
(Abbott Labs Ltd)

PAGE 649 - SYNOVIAL FLUID
Synvisc (Hylan G-F20) Box containing 3 pre-filled 2ml syringes (1 treatment) 20500

5.12.4 PART IXC - STOMA APPLIANCES

PAGE 733 - BAG COVERS

Respond HIiLINE CoverSURE Custom Made Pouch Covers
Healthcare Ltd Appliance to be stated
White Res C1 1 1045
White/Lace Front Res C3 1 1045
HILINE CoverSURE LIGHT Custom Made Pouch Covers
Beige ResC7 3 2536
Black ResC8 3 2536
White ResC6 3 2536
HIiLINE CoverSURE PLUS Custom Made Pouch Covers
Beige ResC5 3 2591
White ResC4 3 2591
PAGE 762 - BELTS
Dansac Ltd Dansac Belt Pack
5 adjustable elasticated belts
50-63mm 09000-0000 5 4719
PAGE 774
Respond HIiLINE Activ Medium Level Hernia Support Belt
Healthcare Ltd Small, Medium, Large, X Large, XX Large
Left Side Stoma
Flange Diameter
57mm-70mm Res 9al 1 6066
70mm-82mm Res 9bl 1 6066
Bespoke Res 9cl 1 6617
Right Side Stoma
Flange Diameter
57mm-70mm Res 9ar 1 6066
70mm-82mm Res 9br 1 6066
Bespoke Res 9cr 1 6617

HIiLINE Breathable Stretch Unisex Ostomy Belt 21cm deep
Small, Medium, Large, Res 6 1 3414
X Large, XX Large
With hole over stoma if required

HILINE Breathable Stretch Unisex Ostomy Belt 18cm deep
Small, Medium, Large, X Large, XX Res 6a 1 3040
Large With hole over stoma if
required

HILINE Breathable Stretch Unisex Ostomy Belt 13.5cm deep
Small, Medium, Large, X Large, XX Res 6b 1 2767
Large
With hole over stoma if required

viii
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HIiLINE EZ-Wrap Unisex Hernia Support Belt
Small, Medium, Large, X Large, XX Large

15cm depth Res 11b 1 4921

20cm depth Res 11a 1 5249

26¢cm depth Res 11 1 5577
with customised hole

15cm depth Res 11bh 1 5468

20cm depth Res 11ah 1 5796

26cm depth Res 11h 1 6124

PAGE 775

HIiLINE Medium Support Belt 13cm wide
Small, Medium, Large, X Large, XX Large Res 3 1 3103
Velcro Fastening With hole over stoma

HIiLINE Medium Support Belt (long) 21cm wide
Small, Medium, Large, X Large, XX Large Res 4 1 3601
Velcro Fastening With hole over stoma

HIiLINE Medium control Ostomy Girdle/Pantie Brief including hole over stoma
Res 2 1 4840

HIiLINE Ostomy Girdle/Pantie Brief including hole over stoma
Res 1 1 4925

HIiLINE Seamless Two Way Stretch Unisex Colostomy Belt 26cm Deep
Small, Medium, Large, X Large, XX Large Res 7 1 2563

HILINE Seamless Two Way Stretch Unisex Colostomy Belt 27cm and above
Small, Medium, Large, X Large, XX Large Res 8 1 2868

PAGE 908 - SKIN FILLERS AND PROTECTIVES
Respond Healthcare Ltd
Cleanse No Rinse Skin Cleansing Gel

(sachets 2ml) LGS3 30 1317
5.12.5 PART IXR - CHEMICAL REAGENTS

PAGE 995 - DETECTION STRIPS, BLOOD FOR GLUCOSE
Biosensor Strips - to be read only with the appropriate meter

Medisense SoftSense 50 1505

5.12.6 PART XV - BORDERLINE SUBSTANCES

PAGE 1032 - LISTA
Forticare

For the dietary management of patients with pancreatic cancer and patients with lung cancer undergoing
chemotherapy.

PAGE 1033
Fortisip Compact Fibre Starter Pack
For the dietary management of short bowel syndrome, intractable malabsorption, pre-operative preparation

of undernourished patients, inflammatory bowel disease, total gastrectomy, bowel fistulae, disease-related
malnutrition.
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PAGE 1034

Fortisip Range Starter Pack
As a necessary nutritional supplement prescribed on medical grounds for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of patients who are
undernourished, patients with proven inflammatory bowel disease, following total gastrectomy, dysphagia,
bowel fistulae, disease-related malnutrition. Not to be prescribed for any child under one year; use with
caution for young children up to five years of age.

PAGE 1050
Nutilis Powder
Thickening of foods in dysphagia. Unsuitable for children under three years of age.

PAGE 1052

Nutrison MCT
As a necessary nutritional supplement prescribed on medical grounds for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of patients who are
undernourished, patients with proven inflammatory bowel disease, following total gastrectomy, dysphagia,
bowel fistulae, disease-related malnutrition. Not to be prescribed for any child under one year; use with
caution for young children up to five years of age.

5.13 OTHER CHANGES TO OCTOBER 2023 DRUG TARIFF

5.13.1 PART Il - REQUIREMENTS ENABLING PAYMENTS TO BE MADE FOR THE SUPPLY OF DRUGS,
APPLIANCES AND CHEMICAL REAGENTS

PAGE 28 - DRUGS FOR WHICH DISCOUNT IS NOT DEDUCTED
Individual ltems

Fostimon 150unit powder and solvent for solution for injection vials
Now Reads

Fostimon powder and solvent for solution for injection vials (ALL)

PAGE 29

Gilenya capsules (ALL)
Now Reads

Gilenya 0.5mg capsules

PAGE 37

Procyclidine 5mg/5ml oral solution sugar free
Now Reads

Procyclidine oral solution sugar free (ALL)

PAGE 42

Warfarin 1mg/ml oral suspension sugar free (Rosemont Pharmaceuticals Ltd)
Now Reads

Warfarin 1mg/ml oral suspension sugar free

5.13.2 PART VIIIA - BASIC PRICES OF DRUGS
B Special container

PAGE 271

Betamethasone valerate 0.1% | 30 g 172 A
cream

Now Reads

Betamethasone valerate 0.1% ] 30 g 171 M
cream
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Betamethasone valerate 0.1% 100 g 574
cream
Now Reads
Betamethasone valerate 0.1% 100 g 354
cream
PAGE 272
Bimatoprost 300micrograms/ml / 3 mi 1416 Ganfort
Timolol 5mg/ml eye drops
Now Reads
Bimatoprost 300micrograms/ml / 3 mi 408
Timolol 5mg/ml eye drops
Bimatoprost 300micrograms/ml 30 1929
eye drops 0.4ml unit dose (6xH5)
preservative free
Now Reads
Bimatoprost 300micrograms/ml 30 1375 Lumigan
eye drops 0.4ml unit dose (3xm10)
preservative free
PAGE 276
Cabergoline 500microgram tablets 8 3499 Teva UK Ltd
Now Reads
Cabergoline 500microgram tablets 8 1769
PAGE 281
Cholera vaccine oral suspension 2 dose 4320 Dukoral
and vehicle
Now Reads
Cholera vaccine (inactivated, oral) 2 dose 4320 Dukoral
effervescent powder and (2xH1)
suspension for oral
suspension
PAGE 285
Co-amilofruse 5mg/40mg tablets 28 1425
Now Reads
Co-amilofruse 5mg/40mg tablets 28 607
PAGE 293
Dexamfetamine 5mg tablets 28 3289
Now Reads
Dexamfetamine 5mg tablets 28 1480
PAGE 333
Lorazepam 500microgram tablets 28 3458
Now Reads
Lorazepam 500microgram tablets 28 1948

Xi
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PAGE 352
Olopatadine 1mg/ml eye drops | 5 mi 468 Opatanol
Now Reads
Olopatadine 1mg/ml eye drops | 5 mil 361
PAGE 363
Promethazine hydrochloride 10mg 56 3175
tablets
Now Reads
Promethazine hydrochloride 10mg 56 1355
tablets
Propylthiouracil 25mg tablets 28 3729
Now Reads
Propylthiouracil 25mg tablets 28 2765 Macleods Pharma
UK Ltd
PAGE 364
Purified water 5000 ml 354
Now Reads
Purified water 5000 ml 354 Alliance Healthcare
(Distribution) Ltd
Pyridostigmine bromide 60mg ] 200 4546
tablets
Now Reads
Pyridostigmine bromide 60mg | 200 2105
tablets
PAGE 369
Semaglutide 0.5mg/0.37ml | 1 7325 Ozempic
solution for injection 1.5ml
pre-filled disposable device
Now Reads
Semaglutide 0.5mg/0.37ml ] 1 7325
solution for injection 1.5ml
pre-filled disposable device
PAGE 370
Simple linctus 200 ml 140
Now Reads
Simple linctus 200 ml 134 Thornton & Ross Ltd
PAGE 373
Sodium valproate 100mg 30 3000 Epilim
modified-release granules Chronosphere
sachets sugar free
Now Reads
Sodium valproate 100mg | 30 3000 Epilim
modified-release granules Chronosphere

sachets sugar free

Xii
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Sodium valproate 100mg tablets

Now Reads
Sodium valproate 100mg tablets

Sodium valproate 1g modified-
release granules sachets
sugar free

Now Reads

Sodium valproate 1g modified-
release granules sachets
sugar free

Sodium valproate 200mg gastro-
resistant tablets

Now Reads

Sodium valproate 200mg gastro-
resistant tablets

Sodium valproate 200mg gastro-
resistant tablets

Now Reads

Sodium valproate 200mg gastro-
resistant tablets

PAGE 374

Sodium valproate 200mg
modified-release tablets

Now Reads

Sodium valproate 200mg
modified-release tablets

Sodium valproate 200mg/5ml oral
solution

Now Reads

Sodium valproate 200mg/5ml oral
solution

Sodium valproate 200mg/5ml oral
solution sugar free

Now Reads

Sodium valproate 200mg/5ml oral
solution sugar free

PREFACE

30 168
(3xm10)

30 168

30 3000

30 3000

30 227
(3xm10)

30 224

100 757
(10xm10)

100 746

30 350
(3xm10)

30 350

300 ml 933

300 ml 933

300 ml 755

300 ml 756

Epilim
Epilim
Epilim

Chronosphere

Epilim
Chronosphere

Epilim Chrono

Epilim Chrono

Epilim Syrup

Epilim Syrup

Xiii
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Sodium valproate 250mg
modified-release granules
sachets sugar free

Now Reads

Sodium valproate 250mg
modified-release granules
sachets sugar free

Sodium valproate 300mg
modified-release tablets

Now Reads

Sodium valproate 300mg
modified-release tablets

Sodium valproate 300mg/3ml
solution for injection
ampoules

Now Reads

Sodium valproate 300mg/3ml
solution for injection
ampoules

Sodium valproate 400mg/4ml
solution for injection
ampoules

Now Reads

Sodium valproate 400mg/4ml
solution for injection
ampoules

Sodium valproate 500mg gastro-

resistant tablets
Now Reads

Sodium valproate 500mg gastro-

resistant tablets

Sodium valproate 500mg gastro-

resistant tablets
Now Reads

Sodium valproate 500mg gastro-

resistant tablets

Sodium valproate 500mg
modified-release granules
sachets sugar free

Now Reads

Sodium valproate 500mg
modified-release granules
sachets sugar free

30

30

30
(3xm10)

30

30
(3xm10)

30
100
(10xm10)

100

30

30

3000

3000

524

524

3500

3500

5790

5790

551

546

1835

1820

3000

3000

Epilim
Chronosphere

Epilim
Chronosphere

Epilim Chrono

Epilim Chrono

Episenta

Episenta

Wockhardt UK Ltd

Wockhardt UK Ltd

Epilim
Chronosphere

Epilim
Chronosphere

Xiv
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Sodium valproate 500mg
modified-release tablets

Now Reads

Sodium valproate 500mg
modified-release tablets

Sodium valproate 50mg modified-
release granules sachets
sugar free

Now Reads

Sodium valproate 50mg modified-
release granules sachets
sugar free

Sodium valproate 750mg
modified-release granules
sachets sugar free

Now Reads

Sodium valproate 750mg
modified-release granules
sachets sugar free

PAGE 386

Valproic acid 250mg gastro-
resistant tablets

Now Reads

Valproic acid 250mg gastro-
resistant tablets

Valproic acid 500mg gastro-
resistant tablets

Now Reads

Valproic acid 500mg gastro-
resistant tablets

PAGE 388

Vitamins A and D capsules BPC
1973

Now Reads

Vitamins A and D capsules BPC
1973

Water for injections 20ml
ampoules

Now Reads

Water for injections 20ml
ampoules

30
(3xm10)
30

30

30

30

30

30

30

30

30

84

84

20

20

873

873

3000

3000

3000

3000

569

569

1137

1137

842

842

1443

1624

Epilim Chrono

Epilim Chrono

Epilim
Chronosphere

Epilim
Chronosphere

Epilim
Chronosphere

Epilim
Chronosphere

Alliance Healthcare
(Distribution) Ltd

Water for injections
Mini-Plasco

B.Braun Medical Ltd

XV
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5.13.3 PART IXA - APPLIANCES

PAGE 429 - CATHETERS, URINARY, URETHRAL
(A)(ii) Nélaton Catheter (‘ordinary' cylindrical Catheter) Single use
CliniSupplies Ltd

SensaCath Hydrophilic Intermittent Catheter (including products formerly listed as Prosys SensaCath
Hydrophilic Intermittent Catheter)

Now Reads

SensaCath Hydrophilic Intermittent Catheter

PAGE 545 - LOW FRICTION PRODUCTS

Parafricta
Undergarment Velcro Closure XS, S, M, L, XL 3655
Now Reads
Undergarment Velcro Closure XS, S, M, L, XL, XXL, XXXL 3655
Boxer Slip On XS, S, M, L, XL, XXL 3655
Now Reads
Boxer Slip On XS, S, M, L, XL, XXL, XXXL 3655

5.13.4 PART IXB - INCONTINENCE APPLIANCES

" These products must be dispensed with a supply of wipes and disposal bags
* This product code will change in the January 2024 Drug Tariff

PAGE 704 - SUSPENSORY SYSTEMS

GTA (UK) Ltd " LiteBag 600ml drainage bag 50070600 10 5667
Now Reads
GTA (UK) Ltd *u" LiteBag 600ml drainage bag 50070600 10 5667

5.13.5 PART IXC - STOMA APPLIANCES
* This product code will change in the January 2024 Drug Tariff

PAGE 726 - ADHESIVE DISCS/RINGS/PADS/PLASTERS

ConvaTec Ltd Ease Thin Curve 422164 60 2559
Now Reads
ConvaTec Ltd * Ease Thin Curve 422164 60 2559

PAGE 755 - BELTS

B. Braun B. Braun Stoma Care Belt 5028E 1 824
Medical Ltd
Now Reads
B. Braun Ally Belt (formerly B. Braun Stoma Care Belt) 5028E 1 824
Medical Ltd

Xvi
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5.13.6 PART XV - BORDERLINE SUBSTANCES

PAGE 1032 - LISTA

Fortijuce
As a necessary nutritional supplement prescribed on medical grounds for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of patients who are
undernourished, patients with proven inflammatory bowel disease, following total gastrectomy, bowel
fistulae, disease-related malnutrition. Not to be prescribed for any child under one year; use with caution
for young children up to five years of age.

Now Reads

Fortijuce (Apple, Lemon, Orange, Strawberry and Tropical Flavours)
As a necessary nutritional supplement prescribed on medical grounds for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of patients who are
undernourished, patients with proven inflammatory bowel disease, following total gastrectomy, bowel
fistulae, disease-related malnutrition. Not to be prescribed for any child under one year; use with caution
for young children up to five years of age.

PAGE 1033

Fortisip Bottle (Banana, Chocolate, Neutral, Strawberry, Tropical and Vanilla Flavours)
Approved for enteral use only, as a necessary nutritional supplement for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of undernourished patients,
inflammatory bowel disease, total gastrectomy, dysphagia, bowel fistulae, disease related malnutrition. Not
for intravenous use. Not suitable for children under 3 years of age. Not suitable for patients with
galactosaemia.

Now Reads

Fortisip Bottle (Banana, Chocolate, Neutral, Strawberry and Vanilla Flavours)
Approved for enteral use only, as a necessary nutritional supplement for:
Short bowel syndrome, intractable malabsorption, pre-operative preparation of undernourished patients,
inflammatory bowel disease, total gastrectomy, dysphagia, bowel fistulae, disease related malnutrition. Not
for intravenous use. Not suitable for children under 3 years of age. Not suitable for patients with
galactosaemia.

Fortisip Compact
For the dietary management of short bowel syndrome, intractable malabsorption, pre-operative preparation
of undernourished patients, inflammatory bowel disease, total gastrectomy, bowel fistulae, disease-related
malnutrition.

Now Reads

Fortisip Compact (Banana, Chocolate, Mocha, Neutral, Strawberry and Vanilla Flavours)
For the dietary management of short bowel syndrome, intractable malabsorption, pre-operative preparation
of undernourished patients, inflammatory bowel disease, total gastrectomy, bowel fistulae, disease-related
malnutrition.

PAGE 1036

Fresubin 3.2kcal Drink
For the dietary management of disease related malnutrition, short bowel syndrome, intractable
malabsorption, pre-operative preparation of patients who are undernourished, patients with proven
inflammatory bowel disease, following total gastrectomy, bowel fistulae, dysphagia. Not to be prescribed
for any child under three years; use with caution for young children up to six years of age.

Now Reads

Fresubin 3.2kcal Drink (Cappuccino, Hazelnut, Mango and Vanilla-Caramel Flavours)
For the dietary management of disease related malnutrition, short bowel syndrome, intractable
malabsorption, pre-operative preparation of patients who are undernourished, patients with proven
inflammatory bowel disease, following total gastrectomy, bowel fistulae, dysphagia. Not to be prescribed
for any child under three years; use with caution for young children up to six years of age.

Xvii
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10/2023 Definitions

DEFINITIONS

(c)

(k)

(U]

Except where the context otherwise requires, the terms to which a meaning is assigned by the Regulations
or the Terms of Service have the same meaning in this Tariff.

The term ‘contractor’ has for Wales the same meaning as ‘chemist’ as defined in the National Health Service
(Pharmaceutical Services) Regulations 1992 and for England the same meaning as ‘NHS chemist’ as
defined in the National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations
2013. LPS chemists will also need to be paid at least part of their remuneration (depending on the terms of
their scheme) in accordance with the Drug Tariff, and so at least some references to ‘contractor’ will apply
equally to them.

A pharmacy contractor is a person with whom the NHS Commissioning Board (NHSCB) for England and
Local Health Board (LHB) for Wales has made arrangements for the provision of pharmaceutical services
in respect of the supply of drugs, appliances and chemical reagents.

An appliance contractor is a person with whom the NHSCB for England and LHB for Wales has made
arrangements for the provision of pharmaceutical services so far as it relates to the supply of appliances
included within Part IXA/B/C of this Tariff.

The term persons includes a body of persons corporate or unincorporate.

The term Pricing Authority means, as the case may require, the NHS Business Services Authority
(NHSBSA) or the NHS Wales Shared Services Partnership (NWSSP).

The term appliances as used in this Tariff includes dressings.

The term prescription refers to an item on a prescription form or dispensed in accordance with a repeatable
prescription.

The term prescription form includes, where appropriate, a repeatable prescription.

The term pharmacy means any premises where drugs are provided by a pharmacist or pharmacy business
as part of pharmaceutical services under section 126 (arrangements for pharmaceutical services) for
England of the National Health Service Act 2006 and Section 80 of the National Health Service (Wales) Act
2006.

Specials are unlicensed medicinal products manufactured in the UK for human use which have been
specially prepared to meet a prescription ordered for individual patients without the need for the
manufacturer to hold a marketing authorisation for the medicinal product concerned.

Imported products are unlicensed medicinal products sourced from outside the UK under an importers
licence issued by the MHRA. These products have been specially sourced to meet a prescription ordered
for individual patients without the need for the importer to hold a marketing authorisation for the medicinal
product concerned.

In the preparation of this Tariff the Secretary of State for Health and the Welsh Ministers have consulted
Community Pharmacy England.
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CLAUSE 1 DRUGS

Any drug included in this Tariff or in the British National Formulary including the Nurse Prescribers' Formulary,
Dental Practitioner's Formulary, European Pharmacopoeia, British Pharmacopoeia or the British Pharmaceutical
Codex, supplied as part of pharmaceutical services, must comply with the standard or formula specified therein
unless the prescriber has indicated to the contrary. Any drug supplied which is not so included must be of a
grade or quality not lower than that ordinarily used for medicinal purposes.

CLAUSE 2 APPLIANCES

The only appliances which may be supplied as part of the pharmaceutical services are those listed in Part IXA/
B/C, and Part X (see Clause 4 below), of the Tariff and which comply with the specifications therein. The items
within Part IXA which are not prescribable on Forms FP10(CN) and FP10(PN) are annotated ®

CLAUSE 3 CHEMICAL REAGENTS

The only chemical reagents which may be supplied as part of the pharmaceutical services are those listed in
Part IXR of the Tariff. The items within Part IXR which are not prescribable on forms FP10(CN) and FP10(PN)
are annotated ®

CLAUSE 4 DOMICILIARY OXYGEN THERAPY SERVICE

The requirements for the supply of domiciliary oxygen and its associated appliances together with the
arrangements for reimbursement of those contractors included on the NHSE or ICB (where that responsibility
has been delegated) for England and LHB's for Wales lists of contractors authorised to provide this service, are
set out in Part X of the Tariff.

CLAUSE 5 PAYMENTS FOR PROVIDING PHARMACEUTICAL SERVICES
CLAUSE 5A CLAIMS FOR PAYMENTS

Claims for payment for England only

1. Paper prescriptions - contractors must:
(a) Endorse prescription forms? as required in Clause 9 (Endorsement Requirements) of this Tariff; and

(b) Dispatch the prescription forms to the relevant division of the NHS Business Service Authority: NHS
Prescription Services for England:
(i) sorted as appropriate;
(i) in a secure manner that enables tracking and tracing of the delivery; and

(iii) not later than the 5th day of the month following that in which the supply was made?.

(c) Populate the appropriate claim form on the Manage Your Service (MYS) platform to reflect claims for
paper prescription and submit it electronically by no later than the 5th day of the following month in
which the supply was made?. Contractors must also include the Account Identifier Document provided
to contractors by the NHSBSA and dispatch it alongside the paper prescriptions as per Clause 5A 1 (b).

2. Repeat dispensing services - contractors must:

(a) endorse batch issues as required in Clause 9 (Endorsement Requirements) of this Tariff. In addition,
batch issues relating to drugs, appliances or chemical reagents which have been dispensed must be
stamped with the contractor's stamp and dated with the date on which the items were dispensed.

(b) dispatch the batch issues relating to drugs, appliances or chemical reagents which have been
dispensed to the NHS Prescription Services for England:
(i) sorted as appropriate;
(i) in a secure manner that enables tracking and tracing of the delivery; and

(iii) by no later than the 5th day of the month following that in which the supply was made2.

1 For the purpose of Part | of the Drug Tariff, wherever prescriptions, prescription forms or batch issues are
mentioned, this includes prescription forms where supply was made in accordance with a Serious Shortage
Protocol (SSP).

2 Where one or more bank holiday occurs within the first five days of the month, dispatch must be secured by
the 6th of that month.

Note: The requirement to submit EREMs within the first 5 days remains unchanged.

Note: For May 2022 prescriptions, contractors must secure dispatch by 7 June 2022.

4
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(c) destroy any batch issues relating to drugs, appliances or chemical reagents which are not required, or
which should not be dispensed because the contractor has been notified to that effect by the doctor
who issued them or because the relevant repeatable prescription has expired; and

(d) populate the appropriate claim form on the Manage Your Service (MYS) platform to reflect repeat
dispensingzservices and submit it by no later than the 5th day of the following month in which the supply
was made“. Contractors must also include the Account Identifier Document provided to contractors by
the NHSBSA and submit it alongside paper prescriptions as per Clause 5A 1 and 2.

3. Prescriptions via the Electronic Prescription Service - contractors must:

(a) ensure that the Electronic Reimbursement Endorsement Messages (EREMs)® include the
endorsement requirements as required by Clause 9, Part I, and submit the EREMs via EPS to NHS
Prescription Services for England for receipt at the Pricing Authority by no later than the 5th day of the
month following that in which the supply was made?.

Contractors should note that any EREMs sent after the 5th of the following month in which supply was
made will be priced with next month’s claim. EREMs sent later than 180 days after the Dispense
Notification was sent, will not be subject to payment; and

(b) annotate the number of submitted EREMs on the appropriate claim form on the Manage Your Service
(MYS) platform as per Clause 5A 1 and 2% and

(c) all EPS tokens must be:

(i) sorted separately from FP10 paper prescription forms with the exception of age exempt and any
other tokens specified on the FP34C which must not be submitted (unless there is an exemption
under Part XVI;) and

(i) dispatched in the same parcel as per Clause 5A 1 and 2.

Contractors should note that EPS tokens may be checked against claims for payment for audit purposes and
possible enforcement action. The legal position is that payment will be made against the EREM, not the EPS
token, and so prescription charges will be deducted, even if there is a failure to properly record an exemption
that the patient can properly claim in the EREM, and if the EPS token correctly records this, unless contractors
request a recheck under Part XIVB.

It is a condition of entitlement to exemption from prescription charges that the patient or their representative
claiming exemption must make and duly complete a declaration of entitlement unless an automatic exemption
applies®. Where applicable, the contractor must ensure that the patient declaration is recorded on the system.

In the case of automatic exemptionse, electronic prescriptions and paper prescriptions are similar, in that
regardless of the exemption or charge information populated either by the patient/representative or the
contractor, it will be disregarded (i.e. even if there is an error on the EREM, or the paper prescription states that
a prescription charge was taken or if it is on a prescription with an additional chargeable item, the charge will not
be deducted).

3Pharmacy contractors should note that the Dispense Notification must be sent before the EREM.
4Pharmacy contractors are encouraged to submit EREMs throughout the month.

5Where one or more bank holiday occurs within the first five days of the month, dispatch must be secured by the
6th of that month.

Note: The requirement to submit EREMs within the first 5 days remains unchanged.

Note: For May 2022 prescriptions, contractors must secure dispatch by 7 June 2022.

This includes age exempt prescriptions, prescription forms with only free-of-charge sexual health medication
and/or contraceptives, where Real Time Exemption Checking (RTEC) confirms an exemption and where a
smaller quantity (in comparison with the prescription) of a drug is supplied in accordance with an SSP.

4. Claims in exceptional circumstances preventing the contractor from submitting the FP34C form as outlined
in Clause 5A 1, 2 and 3.

(@) In exceptional circumstances, where the contractor through no fault of their own, is unable to submit
the FP34C form through the MYS portal, contractors are advised to contact the NHSBSA either through
email mys@nhsbsa.nhs.uk or by contacting the MYS helpdesk number (0300 330 1368). Contractors
should note that this route is available only for emergencies, which are directly related to the contractor
(for example internet outage in the contractor’s area) and not related to the MYS platform itself (in case
of the MYS platform being down there will be instructions for contractors on the NHSBSA'’s website on
what to do);
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(b) Contractors, who will be using the email route, are advised that they must apply an advanced electronic
signature to the email to secure payment; and

(c) Contractors, who will be using the telephone route, are advised that the NHSBSA will contact the
contractor via a preferred email address for the contractor, which the contractor has shared with them
during the phone call conversation, for them to confirm that the claim the NHSBSA noted via the phone
call was correct, and the contractor must apply an advanced electronic signature to the confirmation
email to secure payment.

Claims for payment for Wales

5. Paper prescriptions - contractors must:
(a) Endorse prescription forms’ as required in Clause 9 (Endorsement Requirements) of this Tariff; and
(b) Dispatch the prescription forms to the relevant division of the Primary Care Services (PCS):
(i) with the appropriate claim form;
i) sorted® as appropriate;
i) in a secure manner that enables tracking and tracing of the delivery; and

i
v) for receipt by no later than the 8th working day of the month following that in which the supply was
made.

(i
(i
i

=

6. Repeat dispensing services - contractors must:

(a) endorse batch issues as required in Clause 9 (Endorsement Requirements) of this Tariff. In addition,
batch issues relating to drugs, appliances or chemical reagents which have been dispensed must be
stamped with the contractor's stamp and dated with the date on which the items were dispensed.

(b) dispatch the batch issues (in the same parcel as per Clause 5A 5) relating to drugs, appliances or
chemical reagents which have been dispensed to the PCS:
(i) with the appropriate claim form;
(i) sorted® as appropriate;
(i) in a secure manner that enables tracking and tracing of the delivery; and
(iii) for (rjeceipt by no later than the 8th working day of the month following that in which the supply was
made.

(c) destroy any batch issues relating to drugs, appliances or chemical reagents which are not required, or
which should not be dispensed because the contractor has been notified to that effect by the doctor
who issued them or because the relevant repeatable prescription has expired; and

(d) retain repeatable prescriptions until they have expired or are no longer required and then dispatch them
to the PCS for Wales:

(i) sorted® as appropriate separate from the batch issues;

(i) in a secure manner that enables tracking and tracing of the delivery; and

(iii) in the month following that in which they expired, or the contractor became aware that they were
no longer required.

7 For the purpose of Part | of the Drug Tariff, wherever prescriptions, prescription forms or batch issues are
mentioned, this includes prescription forms where supply was made in accordance with a Serious Shortage
protocol (SSP).

8 Minimum Standard for Submission of Monthly Account.

1. To ensure the accurate and timely payment of accounts each month prescriptions must meet minimum
submission standards. Details of minimum submission standards can be found on the Shared Services
Partnership website.

2. Contractors are responsible for training staff involved in the preparation of prescriptions for transit and
submission. Further supporting information and training material can be found on the Shared Services
Partnership website.

Failure to submit accounts in a timely manner may result in advance payments not being processed. In addition,
accounts that fail to meet the minimum standards set out at 1 above may be subject to financial penalty.
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7. Prescriptions via the Electronic Prescription Service - contractors must:

(a) ensure that the Electronic Reimbursement Endorsement Messages (EREMS)9 include the
endorsement requirements as required by Clause 9, Part I, and submit the EREMs via EPS to the
relevant division of the Primary Care Services (PCSJ for receipt by no later than the 5th day of the
month following that in which the supply was made'?. Contractors should note that any EREMs sent
after the 5th of the following month in which supply was made will be priced with next month’s claim.
EREMs sent later than 180 days after the Dispense Notification was sent, will not be subject to
payment; and

(b) annotate the number of submitted EREMs and paper claims on the appropriate claim form as per
Clause 5A 5 and 6; and

(c) Welsh Prescriber code EPS tokens must not be submitted to the relevant division of the Primary Care
Services (PCS)

(d) English Prescriber code EPS tokens must be:
(i) sorted as appropriate and kept separate from WP10 or FP10 paper prescription forms.
(i) dispatched in the same parcel as per Clause 5A 5 and 6.
NB: Exempt tokens'"! must not be submitted.

Contractors should note that EPS tokens may be checked against claims for payment for audit
purposes. The legal position is that payment will be made against the EREM, not the EPS token.

For English electronic prescription types, it is a condition of entitlement to exemption from prescription
charges that the patient or their representative claiming exemption must make and duly complete a
declaration of entitlement unless an automatic exemption applies”. Where applicable, the contractor
must ensure that the patient declaration is recorded on the system.

In the case of automatic exemptions”, electronic prescriptions and paper prescriptions are similar, in
that regardless of the exemption or charge information populated either by the patient/representative
or the contractor, it will be disregarded (i.e. even if there is an error on the EREM, or the paper
prescription states that a prescription charge was taken or if it is on a prescription with an additional
chargeable item, the charge will not be deducted).

9Pharmacy contractors should note that the Dispense Notification must be sent before the EREM.
10Pharmacy contractors are encouraged to submit EREMs throughout the month.

"This includes age exempt prescriptions, prescription forms with only free-of-charge sexual health medication
and/or contraceptives, where Real Time Exemption Checking (RTEC) confirms an exemption and where a
smaller quantity (in comparison with the prescription) of a drug is supplied in accordance with an SSP.

CLAUSE 5B **CALCULATION OF PAYMENTS

1. Pharmacy Contractors
Payment for services provided by pharmacy contractors in respect of the supply of drugs, appliances
and chemical reagents supplied against prescriptions at each separate place of business shall

comprise:-

(i) (a) The total of the prices of the drugs, appliances and chemical reagents so supplied
calculated in accordance with the requirements of this Tariff.
LESS

*(b) An amount, based on the total of the prices at (i)(a) above, calculated from the table at
Part V ("Deduction Scale").

AND
(i) The appropriate professional fee as set out in Part IlIA
AND
(iii) The allowance for consumables and containers as set out in Part IV.




10/2023 Part |
REQUIREMENTS FOR THE SUPPLY OF DRUGS, APPLIANCES AND CHEMICAL REAGENTS

*NOTE 1
No deduction will be made in respect of prescriptions for items listed in Part Il for which the contractor
has not been able to obtain a discount.

*NOTE 2
(Wales only) Payments in respect of October 1999 to March 2000.

Contractors in agreement with LHBs in Wales who have notified the LHB that they accept the revised
basis of calculation of payments for the period 1 October 1999 to 31 March 2000 set out in the National
Assembly's offer letters on 20 November 2000 and 3 April 2001 shall be paid in accordance with the
provisions of these letters.

**NOTE 3

(Wales only) Payments in respect of 1 October 2008 to 31 October 2008.

Contractors in agreements with LHBs in Wales will be paid in accordance with the provisions of:

Part VIA - Payment for Essential Services (Pharmacy Contractors),

Part VIC - Advanced Services (Pharmacy Contractors), Medicines Use Review and Prescription
Intervention Service, and

Part XIII - Payments in respect of Pre Registration Trainees

of the October 2008 edition of this Tariff as they apply in relation to England.

2. England only - Pharmacy Contractors - calculation of payments in exceptional circumstances

(a) Calculation of payment for pharmacy contractors which submit FP34C and submit paper
prescriptions after the 5th of the following month in which supply was made but before the date
outlined in the following link — Pharmacy payment timetable | NHSBSA

(i) Payment will be calculated as per Clause 5B1;

(if) From April 2022 (March 2022 prescriptions), the contractor will be contacted by the NHS
Prescription Services for England, and unless the contractor provides evidence that the
appropriate claim form was submitted as per Clause 5A 1, 2 and 3 and that the paper
prescriptions were dispatched in line with Clause 5A 6, an administrative deduction of
£25 will be made. This deduction reflects the administrative costs involved in NHSBSA
calculating and making these payments.

(iii) To prevent the administrative deduction mentioned above being made, the contractor
must provide evidence, as outlined in Clause 5A 1, 2 and 3, of compliance with the
submission requirements. Where evidence is submitted, no administrative deduction will
be made. If no evidence is provided within this time, then the administrative deduction
will be made from the next Schedule of Payment.

(iv

In instances where the contractor does not provide the evidence, but the claiming
process was followed as outlined in Clause 5A 1, 2 and 3, the contractor will have the
opportunity to apply to have NHSBSA’s decision to make the administrative deduction
mentioned in sub-paragraph (ii) above, overturned, by providing evidence and submitting
it alongside an appropriate form available on NHSBSA’s website (Pharmacy payment
timetable | NHSBSA). The contractor will need to submit the evidence and the
appropriate form no later than one month after the month in which the administrative
deduction was made.

(b) Payment timetable for pharmacy contractors that submitted FP34C and paper prescriptions
after the date outlined in the following link — Pharmacy payment timetable | NHSBSA.

(i) Payment will be calculated as per Clause 5B1; and

(i) Where submitted, any paper prescriptions which do not arrive before the date outlined in
the following link Pharmacy payment timetable | NHSBSA , will be priced using the Drug
Tariff for the month that is currently being processed at the time they arrive, and will be
paid to the contractor at the earliest possibility.

(c) Referred-back forms

(i) Referred-back forms that have been submitted for payment will be priced using the Drug
Tariff for the month that is currently being processed in the month in which they are
submitted.
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(i) From 1 February 2024 all prescriptions that have been referred back must be completed
and returned to the NHSBSA no later than 18 months from the date they are first sent to
the pharmacy. This includes:

*  Prescription returns via MYS; if contractors have not completed and returned any
outstanding referred back prescriptions, they will be deleted from the system after
the 18-month deadline has passed.

*  All paper referred-back forms ceased in July 2022. Therefore, any paper referred-
back forms sent prior to July 2022 will not be accepted by the NHSBSA if they are
submitted after the prescription submission deadline for the dispensing month of
January 2024.

3. Appliance Contractors
Payment for services provided by appliance contractors in respect of the supply of appliances so
supplied against prescriptions at each separate place of business, shall comprise:-

U

(ii)

The total of the prices of the appliances, calculated in accordance with Part IXA/B/C
PLUS

The appropriate professional fee as set out in Part I1I1B

PROVIDED THAT

(a) Where prescription forms are received by the Pricing Authority from two or more
contractors whose names are separately entered on the pharmaceutical list for the supply
of appliances only in respect of the provision of services at the same place of business,
all such prescription forms shall be aggregated for the purpose of the calculation as at (ii)
above and the professional fees so calculated shall be applied to the total number of
appliances supplied by each of those persons.

(b) A contractor's name shall not be entered on the Pharmaceutical List separately for the
same place of business in respect of (1) the supply of appliances, (2) the supply of drugs
and appliances, or (3) the supply of drugs, except in the case of a contractor for whom
separate entries on the Pharmaceutical List relating to the same place of business were
allowed prior to the first day of November 1961.

(c) Where a contractor's name is entered on the Pharmaceutical List in respect of the
provision of services at more than one place of business, the calculation as at (ii) above
shall be made separately in respect of prescriptions received in respect of the services
provided at each place of business.

PLUS
(iii) The appropriate fees as set out in Part |1I1B
PLUS
(iv) An infrastructure payment as set out in Part VIB.
CLAUSE 5C TIMETABLE FOR PAYMENTS FOR ENGLAND
1. Pharmacy Contractors
England only-

Pharmacy Contractors will be paid monthly via NHSBSA. Payments will be detailed in the FP34
Schedule of Payment, which pharmacy contractors will receive approximately 5 working days before
payment.

(a) Payment timetable for pharmacy contractors that submit their batches and where the FP34C

declaration is submitted via MYS by no later than the 5th of the month* following that in which the
supply was made.

Pharmacy contractors will receive:
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(i)

(ii)

Advance Payment — 100% advance payment for prescriptions dispensed one month
earlier paid from day 8 of the month the prescriptions and the appropriate claim form are
submitted for pricing as per Clause 5A 1, 2 and 3 (see Table 3 below).

This payment is based on the total items declared on the FP34C submission document
and the latest available average Net Ingredient Cost (NIC) for that pharmacy, less the
value of prescription charges collected and declared on the FP34C submission
document.

Formula for calculating estimated advance payment:

Average Net Ingredient Cost of the prescriptions * x number of items declared on the
submission document less the value of prescription charges declared as collected at the
rate payable on the date of dispensing.

Reconciliation Payment —

* Positive reconciliation — pharmacy contractors will be paid the reconciliation
payment on the 1st working day of the month two months after they have submitted
the appropriate claim form and prescriptions for pricing.

*  Negative reconciliation — NHSBSA will recover the value of the overestimate from
the 100% advance payment paid circa 6 working days later than the positive
reconciliation (for exact dates see Table 3 below).

Table 3 Payment timetable - From April 2023 (March 2023 prescriptions) for submissions made via MYS

IAdvance for
dispensed
prescriptions

Mar Apr May Jun Jul Aug Sep Oct Nov

lanned advance
lpayment date (4
working days after the
submission/dispatch
deadline*)

13
Apr 23

12 9
May 23 | Jun 23

1
Jul 23

10
Aug 23

1
Sep 23

11 9
Oct 23 | Nov 23

1
Dec 23

Reconciliation month
for dispensed
prescriptions

Feb Apr May Jun Jul Aug Sep Oct

* Pay date for
reconciled
lprescriptions -
Payment due

28 1
Apr 23

30 1 1
Jun 23 | Aug 23 | Sep 23

29 1 1
Sep 23 | Nov 23 | Dec 23

29
Dec 23

*Note - Where one or more bank holiday occurs within the first five days of the month, dispatch / submission
must be secured by the 6th of that month. As a consequence, this will have an impact on the payment date i.e.
it will be 4 working days from the submission/dispatch date deadline.

**Negative reconciliation will be recovered from the next advance payment due.

(b) Payment timetable in exceptional circumstances

@

Payment timetable for pharmacy contractors that submit their batches after the 5th of the
following month* in which supply was made but before the date outlined in the following
link — Pharmacy payment timetable | NHSBSA:

Payments will be made monthly and comprise of the following elements:

1. An estimated 100% advance payment for prescriptions submitted one month earlier
(dispensed two months earlier). This payment is based on the total items declared
on the FP34C submission document and the latest available average Net Ingredient
Cost (NIC) for that pharmacy, less the value of prescription charges collected and
declared on the FP34C submission document;

Formula for calculating estimated advance payment

Average Net Ingredient Cost of the prescriptions * x number of items declared on
submission document less the value of prescription charges declared as collected at
the rate payable on the date of dispensing

2. plus the full value of the priced prescriptions submitted two months earlier
(dispensed three months earlier);
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3. minus the recovery of the estimated 100% advance payment paid the previous
month related to the prescriptions submitted two months earlier (dispensed three
months earlier).

For example, August's payment will comprise the 100% advance payment for prescriptions
submitted in July (dispensed in June) with the full value of the priced prescriptions less the
recovery of the estimated 100% advance payment for prescriptions submitted in June (dispensed

in May).

Table 4 Payment timetable in exceptional circumstances - From November 2021 (October 2021 prescriptions)

Payment due

[Advance for Oct [Nov [Dec| Jan [Feb [ Mar| Apr [May[ Jun | Jul TAug[Sep] Oct [Nov[Dec| Jan [Feb
dispensed

prescriptions

lanned T 13T 1 1 T 1291 1 ] ] T 131 T 13 1 1 3
ladvance Dec | Dec | Feb | Mar | Apr | Apr | Jun | Jul |Aug|Sep |Sep | Nov | Dec | Dec | Feb | Mar | Apr
paymentdate | 21 | 21 |22 | 22 | 22 |22 |22 |22 |22 |22 |22 |22 |22 |22|23 |23 |23
econciliation [Sep | Oct [Nov [Dec | Jan [Feb|[Mar | Apr [May| Jun | Jul [Aug|Sep| Oct [ Nov|Dec| Jan
imonth for

dispensed

prescriptions

ay date for T 1311 1 T 1291 1 1 1 T 130 1 T 130 1 1 3
reconciled Dec | Dec | Feb | Mar | Apr | Apr | Jun | Jul |Aug|Sep |Sep | Nov | Dec | Dec | Feb | Mar | Apr
prescriptions - | 21 | 21 | 22 | 22 | 22 | 22 |22 |22 |22 |22 |22 |22 | 22|22 |23 |23 |23

(ii)

Payment timetable for pharmacy contractors that submitted their batches after the date
outlined in the following link — Pharmacy payment timetable | NHSBSA:

Pharmacy contractors will receive payment with the next reconciliation payment (i.e.
there will be no advance payment). For example:

Example 1 - for prescriptions dispensed in November if the FP34C was submitted on 29
December, the pharmacy contractor would not receive the advance payment for
November’s prescriptions on 1 January, instead they would receive the reconciliation
payment for November’s prescriptions on 1 February.

Example 2 - for prescriptions dispensed in November if the paper prescriptions arrive at
the NHSBSA on 29 December the pharmacy contractor would receive payment for these
paper prescriptions according to the payment timetable for the reconciliation payment for
December’s prescriptions i.e. on 1 March.

Note - Where one or more bank holiday occurs within the first five days of the month, dispatch /
submission must be secured by the 6th of that month. As a consequence only batches submitted after
the 6th will be processed in line with exceptional circumstances timetable.

Note: For May 2022 prescriptions, contractors must secure dispatch by 7 June 2022, only batches
submitted after 7 June will be processed in line with exceptional circumstances timetable.

Wales only

Pharmacy contractors will be paid monthly via NHSBSA. Payments will be detailed in the FP34
Schedule of Payment, which pharmacy contractors will receive approximately 5 working days before
payment.

(c) Payments will be made monthly and comprise of the following elements:

1. An estimated 100% advance payment for prescriptions submitted one month earlier
(dispensed two months earlier). This payment is based on the total items declared
on the paper FP34C submission document (note - FP34C submitted via MYS
applies to this payment timetable up to and including October 2021 claims) and the
latest available average Net Ingredient Cost (NIC) for that pharmacy, less the value
of prescription charges collected and declared on the FP34C submission document;

Formula for calculating estimated advance payment

Average Net Ingredient Cost of the prescriptions * x number of items declared on
submission document less the value of prescription charges declared as collected at
the rate payable on the date of dispensing
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2. plus the full value of the priced prescriptions submitted two months earlier
(dispensed three months earlier);

3. minus the recovery of the estimated 100% advance payment paid the previous
month related to the prescriptions submitted two months earlier (dispensed three
months earlier).

For example, August's payment will comprise the 100% advance payment for prescriptions
submitted in July (dispensed in June) with the full value of the priced prescriptions less the
recovery of the estimated 100% advance payment for prescriptions submitted in June (dispensed

in May).

NOTE: for the purposes of explanation, part 1 of the payment will be called ‘the advance payment’
and parts 2 and 3 together will be called ‘the reconciliation’.

(d) From April 2013, contractors will be paid according to either of two payment timetables available.
All pharmacy contractors will be paid to timetable outlined in Table 1 unless they have enrolled in
the Pharmacy Earlier Payment Scheme.

Timetable A:

Pharmacy contractors will be paid a single payment, which will comprise of all the elements outlined

above.

Table 1 Payment timetable for July 2021 to April 2022

Payment month July | Aug | Sept | Oct | Nov | Dec | Jan Feb | Mar | Apr
2021 | 2021 | 2021 | 2021 | 2021 | 2021 | 2022 | 2022 | 2022 | 2022

Planned payment date 1 30 1 1 1 1 31 1 1 1
July | July | Sept | Oct | Nov | Dec | Dec | Feb | Mar | Apr

Advance for May [ June | July | Aug | Sept [ Oct | Nov | Dec | Jan | Feb

dispensed

prescriptions

Quantum of estimated | 100% [ 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100%

advance

Reconciliation for April | May [ June | July | Aug | Sept [ Oct | Nov | Dec | Jan

dispensed

prescriptions

(e) Pharmacy Earlier Payment Scheme (PEPS)

(i)

(i

(iii)

Pharmacy contractors, that are signed up to the Pharmacy Earlier Payment Scheme (the
‘Scheme’), should note that the Scheme will be terminated on 1 November 2021. Their
last PEPS payment as outlined in Clause 5C1(c)(iii) will be paid on 1 October 2021.

On 1 November 2021 a period of a 12-month transition arrangement will start for
pharmacy contractors, who are signed up to PEPS, to bring them over to the timetable
outlined in Clause 5C (d) or (e). As part of the transition arrangement pharmacy
contractors, who are signed up to the Scheme, will receive on 1 November 2021 a one-
off payment to bridge the gap between the current PEPS payment timetable and the
timetable outlined in Clause 5C (d) or (e). The one-off payment will be set at 92% of the
PEPS pharmacy contractor’s payment which the contractor will have received on 1
October 2021. This one-off payment will be recovered in equal parts over 11 months, i.e.
the last recovery will be on 30 September 2022.

Pharmacy contractors, who are enrolled on the Scheme will receive the following
payment up until October 2021:

*  The NHSBSA will calculate a 100% advance payment to be paid to pharmacy
contractors on the 1st of the month in respect of the items they expect to
dispense in that month. This calculation will be based on the average number
of items over the latest available 5 months, the average item value over the
latest available 12 months and the prescription charge proportion from the latest
available month (i.e. the percentage amount by which that month’s payment is
reduced due to prescription charges).

For example, April's advance notice will be calculated using the average
number of items from September 2020 to January 2021; the average item value
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from February 2020 to January 2021 and the prescription charge proportion
from January 2021.

+  Batches must be received by the 5th day of the following month after dispensing
as outlined in Clause 5A 1. For example, April's batch must be sent to the
NHSBSA by the 5th May. Failure to send a batch as described above may result
in the contractor being removed from the PEPS Scheme and being therefore
transferred to Timetable A.

*  Pharmacy contractors must immediately notify the NHSBSA of any adverse or
anticipated changes pertaining to the pharmacy business.

* Reconciliation payment — Pharmacy contractors will be paid the reconciliation
payment according to Timetable A outlined above.

Table 2 This table provides an overview of payment and reconciliation that will apply for the PEPS

Scheme from July 2021.

Dispensing month July Aug Sept Oct
2021 2021 2021 2021

Advance payment* 1 July 2 Aug 1Sept | 10ct

Reconciliation for 1 Oct 1 Nov 1Dec | 31Dec

dispensed prescriptions

* If days referred to above fall on a weekend or bank holiday, the next available working day will be
applied.

2. Appliance Contractors

Appliance contractors will be paid as outlined in Clause 5B(ii) on the first day of every month unless the
payment date falls on a weekend or bank holiday. In these instances, the payment date is brought
forward to the nearest working day except when 1 April falls on a weekend or bank holiday. In this
instance, the payment date is moved to be the first working day of April.

3. Uplift to Advance Payment between 1 April 2020 and 1 July 2020

(i) On 1 April 2020 pharmacy contractors received an uplift of 30.1% to their February’s advance
payment which across all pharmacy contractors amounted to a figure in excess of £200 million.
Pharmacies, which submitted their February’s batches late, might have had their uplift calculated
based on January’s batch. Pharmacies, which closed in March, did not receive the payment on 1
April. Pharmacies, which opened in March, but did not receive the uplift in subsequent months in
line with Table 1, should contact the NHSBSA by using the following form: https:/
www.nhsbsa.nhs.uk/sites/default/files/2020-07/Uplift%20to%20advance%20claim%20form.docx,
to make representations as to why they think they should have received the payment, or as to why
they think the payment which they have received, has not been sufficient (for example mergers,
i.e. F-code of a pharmacy with a lower dispensing volume was retained). This appeal process will
be open until 5 November 2020. Forms put forward by contractors will be considered by the
Secretary of State on a monthly basis to the following schedule: if a form is submitted by 5 August
it will be considered during the month of August for payment to be made on 1 September, if
appropriate. Any missing information on the form may cause delay to the process / payment by a
month.

(i) On 1 May 2020 pharmacy contractors received an uplift of 13.2% to their March’s advance
payment, which across all pharmacy contractors amounted to a figure in excess of £100 million.
Pharmacies, which submitted their March’s batches late, might have had their uplift calculated
based on February’s batch. Pharmacies, which closed in April, did not receive the payment.
Pharmacies, which opened in April, but did not receive the uplift in subsequent months in line with
Table 1, should contact the NHSBSA by using the following form: https://www.nhsbsa.nhs.uk/sites/
default/files/2020-07/Uplift%20to%20advance%20claim%20form.docx, to make representations
as to why they think they should have received the payment, or as to why they think the payment
which they have received, has not been sufficient (for example mergers, i.e. F-code of a pharmacy
with a lower dispensing volume was retained). This appeal process will be open until 5 November
2020. Forms put forward by contractors will be considered by the Secretary of State on a monthly
basis to the following schedule: if a form is submitted by 5 August it will be considered during the
month of August for payment to be made on 1 September, if appropriate. Any missing information
on the form may cause delay to the process / payment by a month.
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(iii)

(iv

On 1 June 2020 pharmacy contractors received an uplift of 6.71% to their April’s advance payment
which across all pharmacy contractors amounted to a figure in excess of £50 million. Pharmacies,
which submitted their April's batches late, might have had their uplift calculated based on March’s
batch. Pharmacies, which closed in May, did not receive the payment. Pharmacies, which opened
in May, but did not receive the uplift in subsequent months in line with Table 2, should contact the
NHSBSA by using the following form: https://www.nhsbsa.nhs.uk/sites/default/files/2020-07/
Uplift%20to%20advance %20claim%20form.docx, to make representations as to why they think
they should have received the payment, or as to why they think the payment which they have
received, has not been sufficient (for example mergers, i.e. F-code of a pharmacy with a lower
dispensing volume was retained). This appeal process will be open until 5 November 2020. Forms
put forward by contractors will be considered by the Secretary of State on a monthly basis to the
following schedule, if a form is submitted by 5 August it will be considered during the month of
August for payment to be made on 1 September, if appropriate. Any missing information on the
form may cause delay to the process / payment by a month.

On 1 July 2020 pharmacy contractors received an uplift of 2.82% to their May’s advance payment
which across all pharmacy contractors amounted in excess of £20 million. Pharmacies, which
submitted their May’s batches late might have had their uplift calculated based on April's batch.
Pharmacies, which closed in June, did not receive the payment. Pharmacies, which opened in
June, but did not receive the uplift in subsequent months in line with Table 3, should contact the
NHSBSA by using the following form: https://www.nhsbsa.nhs.uk/sites/default/files/2020-07/
Uplift%20to%20advance%20claim%20form.docx, to make representations as to why they think
they should have received the payment or as to why they think the payment which they have
received, has not been sufficient (for example mergers, i.e. F-code of a pharmacy with a lower
dispensing volume was retained). This appeal process will be open until 5 November 2020. Forms
put forward by contractors will be considered by the Secretary of State on a monthly basis to the
following schedule: if a form is submitted by 5 August it will be considered during the month of
August for payment to be made on 1 September, if appropriate. Any missing information on the
form may cause delay to the process / payment by a month.

The £370 million uplift will not be reconciled out until further notice.

The payments have not been separately itemised on the FP34 Schedule of Payments. However,
the NHSBSA has sent out letters to pharmacy contractors to inform them of the payment made to
them.
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Table 1
Pharmacy Pharmacy Pharmacy Pharmacy Pharmacy
opened in March |opened in March |opened in March |opened in April opened in April
and submitted and did not and did not and submitted and did not
FP34C for March |submit FP34C for |submit FP34C for | FP34C for April submit FP34C for
March but did so |March and April, April but did so in
in April but did so in May May
How the Must get the Must get the No uplift. Must get the No uplift.
uplift should |average each average each However, the average each However, the
be prescription got | prescription got | pharmacy prescription got | pharmacy
calculated from £300 million |from the £100 contractor can from the £100 contractor can
for the for each million for each demonstrate million for each demonstrate
pharmacy? |prescription they |prescription they |whether they prescription they |whether they
dispensed in dispensed in provided NHS dispensed in provided NHS
March April. However, pharmaceutical | April. pharmaceutical
the pharmacy services in March services in April
contractor can and / or April but but failed to
demonstrate failed to submit submit the batch
whether they the batch so it so it could be
provided NHS could be considered
pharmaceutical | considered whether they
services in March |whether they should access the
but failed to should access the uplift based on
submit the batch | uplift either based £100 million (see
so it could be on £300 million or the reference to
considered £100 million (see the appropriate
whether they the reference to form above).
should access the |the appropriate
uplift based on form above).
£300 million (see
the reference to
the appropriate
form above).
Table 2
Pharmacy opened in May and Pharmacy opened in May and did
submitted FP34C for May not submit FP34C for May but did
so in June
How the Must get the average each No uplift. However, the pharmacy
uplift should | prescription got from £50 million contractor can demonstrate
be for each prescription they whether they provided NHS
calculated |dispensed in May. pharmaceutical services in May
for the but failed to submit the batch so it
pharmacy? could be considered whether they
should access the uplift based on
£50 million (see the reference to
the appropriate form above).
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Table 3
Pharmacy opened in June and Pharmacy opened in June and did
submitted FP34C for June not submit FP34C for June but did
S0 in July
How the Must get the average each No uplift. However, the pharmacy
uplift should | prescription got from £20 million | contractor can demonstrate
be for each prescription they whether they provided NHS
calculated dispensed in June. pharmaceutical services in June
for the but failed to submit the batch so it
pharmacy? could be considered whether they

should access the uplift based on
£20 million (see the reference to
the appropriate form above).
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CLAUSE 6 INFORMATION RELATING TO THE IDENTIFICATION OF THE PRESCRIBER

Where a contractor provides the drugs or appliances ordered on any NHS prescription form, except
forms issued by a Dental Practitioner, the Pricing Authority may return the prescription form to the
contractor (as a referred back) if there is no prescriber code(s) present on the prescription form and
request that the contractor seek the appropriate code(s).

Where the contractor is able to identify the appropriate code(s), they shall endorse the prescription with
the code and return it to the Pricing Authority. Where the contractor is unable to identify the appropriate
code(s), they shall endorse the prescription to indicate that they have been unable to locate the code
and return it to the Pricing Authority to be paid. Returned prescriptions shall be priced using the Drug
Tariff relevant to the month in which the prescription is returned to the Pricing Authority.

CLAUSE 7 PAYMENTS FOR DRUGS, APPLIANCES AND CHEMICAL REAGENTS

A

B

The price on which payment is based for a quantity of a drug, appliance or chemical reagent supplied
is calculated proportionately from the basic price (see Clause 8 - Basic Price).

Subject to the provisions of Clause 10 (Quantity to be supplied) payment will be calculated on the basis
that the exact quantity ordered by the prescriber has been supplied, apart from any supply made under
a Serious Shortage Protocol (SSP) for a reduced or increased quantity.

Where a prescription form has been returned to the contractor for endorsement or elucidation and it is
returned to the Pricing Authority unendorsed, or incompletely endorsed, or without further explanation,
then the price for the drug, appliance or chemical reagent which it orders shall be determined by the
Secretary of State for Health and Social Care and the Welsh Ministers.

CLAUSE 8 BASIC PRICE

A

D

The basic price for those drugs, appliances and chemical reagents ordered by a name, or a synonym
of that name, included in Parts VIII or IX shall be the price listed in the Drug Tariff.

In exceptional circumstances, where, in the opinion of the Secretary of State for Health and Social Care
and the Welsh Ministers, there is no product available to contractors, at the price in Part VIII, claims for
reimbursement for a product with a higher price than that listed may be accepted. Such claims shall
be made by endorsement as set out in Clause 9C but only in the circumstances described in that
Clause. If the Secretary of State for Health and Social Care and the Welsh Ministers are satisfied that
the contractor was not able reasonably to obtain the product at a lower price, the basic price shall be
the list price, for supplying to contractors, of the product and pack size so used, or such other price as
the Secretary of State for Health and Social Care and the Welsh Ministers shall determine.

The Secretary of State for Health and Social Care and the Welsh Ministers will publish details of any
preparations to which this applies and the month(s) in which it applies. The Secretary of State for
Health and Social Care and the Welsh Ministers may in addition specify the products for which
endorsement will be accepted.

The basic price for a drug which is not listed in Part VIII of the Tariff shall be the list price, for supplying
to contractors, of the pack size to be used for a prescription for that quantity, published by the
manufacturer, wholesaler or supplier. In default of any such list price, the price shall be determined by
the Secretary of State for Health and Social Care and the Welsh Ministers.

For SSP reimbursement and remuneration, refer to Clause 14.

CLAUSE 9 ENDORSEMENT REQUIREMENTS

A

Contractors shall endorse prescription forms for drugs, appliances and chemical reagents listed in this
Tariff as required by this Clause and when so required by the provisions of Part Il Clauses 10 (Quantity
to be Supplied) and 11 (Broken Bulk), Part lll (Fees), Notes to Part VIIIB, Notes to Part VIIID and Note
2 to Part IXA/B/C (Appliances).

Prescriptions for drugs not listed in Part VIII of the Tariff shall be endorsed by the contractor with the
pack size from which the order was supplied and, if the order is in pharmacopoeial or 'generic' form,
with the brand name or the name of the manufacturer or wholesaler from whom the supply was
purchased. Where the preparation is in Part VIIIA of the Tariff, endorsement of pack size is not
necessary except for products in Category C that have more than one pack size listed. Where
additional specific endorsement is necessary, contractors shall endorse prescription forms when so
required by the provisions of Part Il Clauses 10 (Quantity to be Supplied) and 11 (Broken Bulk), Part IlI
(Fees) and Notes to Part VIIIB and Part VIIID.
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Where the preparation is in Part VIII of the Tariff and, as described in Clause 8B, in the opinion of the
Secretary of State for Health and Social Care and the Welsh Ministers there is no product available to
contractors at the appropriate price, endorsements of brand name or of manufacturer or wholesaler of
the product and pack size so used may be accepted. Contractors shall not so endorse unless they have
made all reasonable efforts to obtain the product at the appropriate price but have not succeeded. The
endorsement shall be initialled and dated by or on behalf of the contractor, and shall be further
endorsed "no cheaper stock obtainable" or "NCSQ" to indicate that the contractor has taken all such
responsible steps.

Where a contractor supplies a quantity at variance with that ordered. i.e. under the provisions set out
in Clause 10 (Quantity to be Supplied), the prescription shall be endorsed with the quantity supplied.

From February 2022 (i.e. for February’s prescriptions claimed by 5 March), where a contractor supplies
a product in accordance with a single dispensed product SSP (where a prescribed product is replaced
by one product), the contractor must, in respect of -

a non - electronic prescription forms - endorse the prescription form with “SSP” and the three-
digit reference number of the specific SSP to indicate that a supply was made in accordance
with a SSP, in addition to any other information required under Clause 9 (apart from Clause
9C); and

b electronic prescription forms - pharmacy contractors must indicate that a supply was made in
accordance with a SSP on the Electronic Reimbursement Endorsement Message (EREM) by
selecting “SSP”, entering the three-digit reference number of the specific SSP and endorsing
the appropriate dispensed product and quantity, in addition to any other information required
under Clause 9 (apart from Clause 9C).

From February 2022, where a contractor supplies a product in accordance with a multiple dispensed
product SSP (where a prescribed product is replaced by two or more products), the contractor must, in
respect of -

c non - electronic prescription forms - endorse the prescription form with “SSP” and the three-
digit reference number of the specific SSP to indicate that a supply was made in accordance
with a SSP, in addition to any other information required under Clause 9 (apart from Clause
9C) for all products supplied under the SSP; and

d electronic prescription forms - pharmacy contractors must indicate that a supply was made in
accordance with a SSP on the EREM by selecting “SSP”, entering the three-digit reference
number of the specific SSP endorsing the appropriate dispensed products and quantities, in
addition to any other information required under Clause 9 (apart from Clause 9C), for each of
the products dispensed under that SSP. Where the endorsement functionality does not allow
for all replacement products to be endorsed, contractors should endorse by selecting “SSP”
and entering the three-digit reference number of the specific SSP, in addition to any other
information as required under Clause 9 (apart from Clause 9C), for only one product (in the
event that a non-Part VIII product is one of the replacement SSP products, this product must
be the one endorsed in accordance with Clause 9 - apart from Clause 9C). The Pricing
Authority for England will reimburse pharmacy contractors for the remaining products in the
SSP.

Where insufficient information is available to enable the Pricing Authority to process the prescription,
including where it was submitted for a SSP payment, the form (or a copy of the original form) shall be
returned to the contractor who shall endorse the prescription form (or copy) with the information
requested. Returned prescriptions shall be priced using the Drug Tariff relevant to the month in which
the prescription form (or copy) is returned to the Pricing Authority.

CLAUSE 10 QUANTITY TO BE SUPPLIED

A

Subject to the requirements of the Weights and Measures (Equivalents for Dealing with Drugs)
Regulations, 1970, with regard to the supply in metric quantities of orders expressed in imperial
quantities, payment will normally be calculated on the basis that the exact quantity ordered by the
prescriber has been supplied, except only in the case of a SSP, and of those preparations referred to
in B below:
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Drugs and Chemical Reagents in Special Containers.

Where the quantity ordered by the prescriber does not coincide with that of an original pack and the
drug or chemical reagent is:

(i) Sterile
(ii) Effervescent or hygroscopic, or
(iii) (a) Liquid preparations for addition to bath water

(b) Coal Tar preparations
(c) Viscous external preparations

(iv) Packed in a castor, collapsible tube, drop-bottle, pressurised aerosol, puffer pack, roll-on
bottle, sachet, shaker, spray, squeeze pack, container with an integral means of applications,
or any other container from which it is not practicable to dispense the exact quantity:

(v) Semisodium Valproate, Sodium Valproate, Valproic Acid **:

the contractor shall supply in the special container or containers the quantity nearest to that ordered
and endorse the prescription form with the number and size of those containers. Although payment will
normally be based on the quantity nearest to that ordered, some items are available in a larger size
pack or container than that normally required pursuant to orders on prescription forms. Where the
amount ordered on a prescription form, or the frequency of supply, justifies supply from such larger size
pack or container, payment will be based on the cost of that larger size in the absence of endorsement.
However, for valproate/valproic acid prescriptions, the “quantity nearest” rule will always apply.

If the ordered quantity lies exactly halfway between two different pack sizes, payment will be based on
the smaller pack size. The exception to this are products that require reconstitution where the payment
will be based on the nearest pack or number of packs necessary to cover the quantity ordered.

* Products included in Clause 10B(iii) are listed on page 44 and page 45.

** The Human Medicines (Amendment Relating to Original Pack Dispensing) (England and Wales and
Scotland) Regulations 2023 mandating whole pack dispensing of semisodium valproate, sodium
valproate, valproic acid will come into effect on 11 October 2023.

CLAUSE 11 BROKEN BULK

A

This clause applies to drugs (including ingredients used when preparing a special under the
manufacturing part of the Section 10 exemption from the Medicines Act 1968 on the pharmacy
premises), incontinence and stoma appliances in Part IXB and IXC, chemical reagents, with the
following exceptions: items supplied in special containers covered by Clause 10B, drugs listed in
Category A and M whose smallest pack size has a price of less than £50 and specials and imported
products covered by Part VIIIB.

When the quantity ordered on a prescription form is other than the minimum quantity the manufacturer,
wholesaler or supplier is prepared to supply and the contractor, having purchased such minimum
quantity as may be necessary to supply the quantity ordered cannot readily dispose of the remainder,
payment will be made for the whole of the quantity purchased. Subsequent prescriptions, received
during the next six months, will be deemed to have been supplied from the remainder and no further
payment will be made to drug costs other than fees and consumables and container allowances until
that remainder has been or is deemed to have been used up. Thereafter, contractors must endorse
prescription forms to indicate when a claim for payment is being made. The prescription form must be
endorsed ‘BB’ and with the pack size supplied to claim payment.

For products listed in Part VIIID, when the quantity ordered on a prescription form is other than the
minimal pack size listed in the Drug Tariff and the contractor, having purchased such minimum quantity
as may be necessary to supply the quantity ordered cannot readily dispose of the remainder, where the
contractor endorses the prescription form ‘BB’, payment will be made for the nearest pack size or
multiple of the pack size(s) listed in the Drug Tariff sufficient to supply the quantity prescribed.
Subsequent prescriptions, received during the next six months, will be deemed to have been supplied
from the remainder and no further payment will be made to drug costs other than fees and consumables
and container allowances until that remainder has been or is deemed to have been used up. In
exceptional circumstances, where, in the opinion of the Secretary of State for Health and Social Care,
the pack size(s) listed in Part VIIID are not available to contractors for Broken Bulk claims, the Secretary
of State for Health and Social Care will publish details of any pack sizes which will be accepted for
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Broken Bulk claims and preparations to which this applies and the month(s) in which it applies. This will
not affect the basic price.

CLAUSE 12 OUT OF POCKET EXPENSES

Where, in exceptional circumstances, out-of-pocket expenses have been incurred in obtaining a drug,
appliance or chemical reagent other than those priced in Part VIIIA Category A and M, Part VIIIB, Part
VIIID, Part IXA, Part IXR of the Tariff and all other specials and imported products not listed and not
required to be frequently supplied by the contractor, or where out-of-pocket expenses have been
incurred in obtaining oxygen from a manufacturer, wholesaler or supplier specially for supply against a
prescription, where such expenses on any occasion exceed 50p payment of the full amount may be
made where the contractor sends a claim giving particulars to the Pricing Authority on the appropriate
prescription form. The endorsement shall be XP’ or ‘OOP’ to indicate the contractor has taken all
reasonable steps to avoid claiming.

CLAUSE 13 RECONSTITUTION OF CERTAIN ORAL LIQUIDS

A

This clause applies to antibacterial, antiviral or antifungal preparations listed in 5.1, 5.2 and 5.3 (except
5.3.1) of the British National Formulary (BNF), which are for oral administration and requires
reconstitution from granules or powder.

When the quantity reconstituted from an original pack or packs is unavoidably greater than the quantity
ordered and it has not been possible for the contractor to use the remainder for or towards supplying
against another prescription, payment will be calculated from the Basic Price of the preparation and will
be based on the nearest pack or number of packs necessary to cover the quantity ordered.

CLAUSE 14 SERIOUS SHORTAGE PROTOCOL - REIMBURSEMENT AND REMUNERATION

A

Any drugs, appliances or chemical reagents, which are supplied in line with a Serious Shortage
Protocol (SSP), are to be reimbursed and remunerated as if they were dispensed in line with a
prescription with the exception that items supplied in line with a SSP will attract an additional fee as per
Part IlIA. To that end where a prescription or a prescription item is referred to in the Drug Tariff in the
context of reimbursement or remuneration for dispensed drugs, appliances or chemical reagents, this
is to be treated as applying to supply in line with a SSP.

Up until end of May 2023, a VAT allowance was also paid for the reimbursement price of the product
supplied in accordance with a SSP. From June 2023, this VAT allowance will no longer be paid as
products supplied in accordance with a SSP is to be considered VAT zero-rated. Further guidance will
be issued by HMRC in due course.

If, as a consequence of supplying in accordance with a Serious Shortage Protocol (SSP), there is a
requirement for an additional drug or Part IX appliance to be provided to a patient, any drugs or Part IX
appliances which are supplied in line with a SSP are to be reimbursed and remunerated as if they were
dispensed in line with a prescription.
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Contractors who have not received discount in respect of the following products need not endorse the
prescription. The prescription price reimbursement will have no discount deduction applied.

GROUP ITEMS

Cold Chain Storage (ALL)

Concessionary Price products (applicable only for the dispensing month(s) for which the product is on
concession)

Controlled Drugs in schedules 1, 2 and 3 of the Misuse of Drugs Regulations 2001

Cytotoxic or Cytostatic items (ALL)

Immunoglobulins (ALL)

Insulins for Injection (ALL)

Vaccines and Antisera (ALL)

Unlicensed medicines not listed in Part VIIIB where the product has been sourced from a supplier holding a
MHRA specials or importers licence (prescriptions must be endorsed with invoice price less discount/rebate)

INDIVIDUAL ITEMS

Abilify Maintena 400mg powder and solvent for prolonged-release suspension for injection pre-filled syringes
Abilify Maintena 400mg powder and solvent for prolonged-release suspension for injection vials
Acarizax 12 SQ-HDM oral lyophilisates

Acetic acid 33% liquid

Acetic acid dilute 420microlitres/5ml oral solution sugar free

Acetic acid glacial

Acetone liquid

Acetylcysteine 200mg oral powder sachets

Acetylcysteine 2g/10ml solution for infusion ampoules

Acetylsalicylic acid (Aspirin powder) powder

Aciclovir 200mg/5ml oral suspension sugar free

Aciclovir 400mg/5ml oral suspension sugar free

Acitretin 25mg capsules

Aclasta 5mg/100ml infusion bottles

Acumor XL 16mg capsules

Acumor XL 24mg capsules

A-CYS 600mg capsules

A-CYS 600mg effervescent tablets

A-CYS 600mg tablets

Adartrel 2mg tablets

Adcirca 20mg tablets

Adefovir 10mg tablets

Adempas tablets (ALL)

Adoport capsules (ALL)

Adrenaline (base) (1 in 10,000) dilute solution for injections ampoules (ALL)
Adrenaline (base) 10mg/10ml (1 in 1,000) solution for injection ampoules
Adrenaline (base) 500micrograms/0.5ml (1 in 1,000) solution for injection ampoules
Adrenaline (base) 5mg/5ml (1 in 1,000) solution for injection ampoules
Adrenaline (base) solution for injection pre-filled disposable devices (ALL)
Advagraf 1mg modified-release capsules

Advagraf 3mg modified-release capsules

Advagraf 5mg modified-release capsules

Aldara 5% cream 250mg sachets

Alimemazine 10mg tablets

Alimemazine 30mg/5ml oral solution

Alimemazine 30mg/5ml oral solution sugar free

Alimemazine 7.5mg/5ml oral solution

Alimemazine 7.5mg/5ml oral solution sugar free

Alimentum powder

Alitretinoin capsules (ALL)

Alkindi granules in capsules for opening (ALL)

Almuriva 4.6mg/24hours transdermal patches

Alprostadil 20microgram powder and solvent for solution for injection cartridges
Alprostadil 40microgram powder and solvent for solution for injection cartridges
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Alprostadil 20microgram powder and solvent for solution for injection vials
Altraplen Compact Starter Pack liquid

Altraplen Protein liquid

Altraplen Protein Starter Pack liquid

Altrashot 120ml bottles

Altrashot Starter Pack liquid

Alzest 13.3mg/24hours transdermal patches

Amantadine 50mg/5ml oral solution sugar free

Ambrisentan tablets (ALL)

Amiloride 5mg/5ml oral solution sugar free

Amiloride 5mg / Bumetanide 1mg tablets

Aminophylline 250mg/10ml solution for injection ampoules
Amisulpride 100mg/ml oral solution sugar free

Amlodipine 5mg/5ml oral suspension sugar free

Ammonaps 500mg tablets

Ammonia solution strong

Ammonium bicarbonate powder

Ammonium chloride powder

Ampicillin 250mg capsules

Ampicillin 500mg powder for solution for injection vials
Anagrelide 500microgram capsules

Anise water concentrated

Anquil 250microgram tablets

APO-go PEN 30mg/3ml solution for injection

APO-go PFS 50mg/10ml solution for infusion pre-filled syringes
APO-go 50mg/5ml solution for injection ampoules
Apomorphine 100mg/20ml solution for infusion vials
Apomorphine 30mg/3ml solution for injection cartridges
Apomorphine 30mg/3ml solution for injection pre-filled disposable devices
Apomorphine 50mg/10ml solution for infusion pre-filled syringes
Apomorphine 50mg/5ml solution for injection ampoules
Apraclonidine 1% eye drops 0.25ml unit dose preservative free
Apremilast 30mg tablets

Aprepitant 125mg capsules

Aprepitant 125mg capsules and Aprepitant 80mg capsules
Aptamil Pepti 1 powder

Aptamil Pepti 2 powder

Aptamil Pepti-Junior powder

Arachis oil 130ml enema

Arava 10mg tablets

Arava 20mg tablets

Arimidex 1mg tablets

Avripiprazole 1mg/1ml oral solution sugar free

Aripiprazole 400mg powder and solvent for suspension for injection pre-filled syringes
Aripiprazole 400mg powder and solvent for suspension for injection vials
Arixtra solution for injection pre-filled syringes (ALL)

Arnica tincture

Aromasin 25mg tablets

Arpoya 10mg tablets

Arpoya 5mg tablets

Aspirin suppositories (ALL)

Atomoxetine 4mg/ml oral solution sugar free

Atomoxetine capsules (ALL)

Atorvastatin 20mg/5ml oral suspension sugar free

Atovaquone 750mg/5ml oral suspension sugar free

Atripla 600mg/200mg/245mg tablets

Atropine 1% eye drops

Atropine 1mg/1ml solution for injection ampoules

Atropine 3mg/10ml solution for injection pre-filled syringes
Aubagio 14mg tablets

Aymes ActaSolve High Energy powder 85g sachets
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Aymes ActaSolve High Energy Starter Pack powder
Azilect 1mg tablets

Baraclude tablets (ALL)

Baraclude 0.05mg/ml oral solution

Baricitinib tablets (ALL)

Basecal200 oral powder 43g sachets

Beclometasone 0.025% cream

Beclometasone 0.025% ointment

Beclometasone 5mg gastro-resistant modified-release tablets
Benperidol 250microgram tablets

Benzocaine powder

Benzoic acid powder

Benzoin compound tincture

Benzoin tincture

Benzyl benzoate 25% application

Benzyl benzoate crystals

Berinert 500unit powder and solvent for solution for injection vials
Betaferon 300microgram powder and solvent for solution for injection vials
Betaine oral powder

Betaloc 1.V. 5mg/5ml solution for injection ampoules
Betamethasone valerate 0.1% / Clioquinol 3% cream
Betamethasone valerate 0.1% / Clioquinol 3% ointment
Betamethasone valerate 0.1% / Neomycin 0.5% cream
Betamethasone valerate 0.1% / Neomycin 0.5% ointment
Biktarvy 50mg/200mg/25mg tablets

Bismuth subnitrate powder

Borax powder

Boric Acid powder

Bramox 10mg tablets

Bramox 5mg tablets

Branched-Chain Amino Acid Module powder

Bricanyl 2.5mg/5ml solution for injection ampoules
Brilique 90mg orodispersible tablets

Brilique tablets (ALL)

Brivaracetam 100mg tablets

Brivaracetam 25mg tablets

Brivaracetam 50mg tablets

Brivaracetam 50mg/5ml oral solution sugar free
Brivaracetam 75mg tablets

Briviact 100mg tablets

Briviact 10mg/ml oral solution

Briviact 25mg tablets

Briviact 50mg tablets

Briviact 75mg tablets

Bromocriptine 2.5mg tablets

Bronchitol 40mg inhalation powder capsules with two devices
Budenofalk 3mg gastro-resistant capsules

Budenofalk 9mg gastro-resistant granules sachets
Budesonide 1mg orodispersible tablets sugar free
Budesonide 1mg/2ml nebuliser liquid unit dose vials
Budesonide 2mg/100ml enema

Budesonide 3mg gastro-resistant capsules

Budesonide 500micrograms/2ml nebuliser liquid unit dose vials
Budesonide 9mg gastro-resistant granules sachets
Budesonide 9mg modified-release tablets

Bumetanide 1mg/5ml oral solution sugar free

Buserelin 150micrograms/dose nasal spray

Byannli prolonged-release suspension for injection pre-filled syringes (ALL)
Cabaser 1mg tablets

Cabaser 2mg tablets

Cabergoline 1mg tablets
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Cabergoline 2mg tablets

Caffeine citrate powder

Calamine and coal tar ointment

Calcipotriol 0.005% / Betamethasone dipropionate 0.05% cream
Calcipotriol 50micrograms/ml scalp solution
Calcium polystyrene sulfonate powder sugar free
Calcium Resonium powder

Calogen emulsion

Calogen Extra emulsion

Calogen Extra Shots emulsion

Camellia sinensis extract 10% ointment
Camphor racemic powder

Camphor water concentrated

Capexion 0.5mg capsules

Capimune 100mg capsules

Capimune 50mg capsules

Capsaicin 179mg cutaneous patches

Capsicum tincture

Capsorin 100mg capsules

Captopril oral solution sugar free (ALL)
Carbamazepine suppositories (ALL)
Carbimazole 15mg tablets

Cardamom compound tincture

Carnitor 1g chewable tablets

Casodex tablets (ALL)

Catephen 10% ointment

Caverject 20microgram powder and solvent for solution for injection vials
Ceftriaxone 2g powder for solution for injection vials
CellCept 1g/5ml oral suspension

CellCept 250mg capsules

CellCept 500mg tablets

Celsentri 150mg tablets

Celsentri 300mg tablets

Cenobamate tablets (ALL)

Ceptava gastro-resistant tablets (ALL)

Cetrimide powder

Champix 0.5mg/1mg 4 week treatment initiation pack
Chenodeoxycholic acid 250mg capsules

Chloral hydrate 143.3mg/5ml oral solution BP
Chloral hydrate 500mg/5ml oral solution

Chloral hydrate crystals

Chloramphenicol 250mg capsules

ChloraPrep solution 26ml applicators
ChloraPrep with Tint solution 26ml applicators
Chlorhexidine gluconate 0.5% solution
Chlorhexidine gluconate 4% solution
Chlorhexidine gluconate 2% / Isopropyl alcohol 70% solution 26ml applicators
Chlorocresol powder

Chloroform and morphine tincture

Chloroform liquid

Chloroform spirit

Chloroform water concentrated

Chloroquine phosphate 80mg/5ml oral solution
Chlortalidone 50mg tablets

Cholestagel 625mg tablets

Cialis 2.5mg tablets

Cialis 5mg tablets

Cialis 10mg tablets

Ciclosporin 0.1% eye drops 0.3ml unit dose
Cimzia 200mg/1ml solution for injection pre-filled syringes
Cinacalcet tablets (ALL)
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Ciprofibrate 100mg tablets

Citric acid monohydrate powder

Citronella oil liquid

Clarithromycin 500mg powder for solution for infusion vials

Clexane 300mg/3ml solution for injection multidose vials

Clexane Forte solution for injection pre-filled syringes (ALL)

Clexane 40mg/0.4ml solution for injection pre-filled syringes

Clexane 60mg/0.6ml solution for injection pre-filled syringes

Clexane 80mg/0.8ml solution for injection pre-filled syringes

Clexane 100mg/1ml solution for injection pre-filled syringes

Clindamycin 300mg capsules

Clipper 5mg gastro-resistant modified-release tablets

Clobazam 10mg/5ml oral suspension sugar free

Clobazam 5mg/5ml oral suspension sugar free

Clobetasol 500microgram / Neomycin 5mg / Nystatin 100,000units/g cream
Clonazepam oral solution sugar free (ALL)

Clonidine 50micrograms/5ml oral solution sugar free

Clove oil liquid

Clozaril 100mg tablets

Coal tar solution

Coal tar solution strong

Co-danthramer oral suspension sugar free (ALL)

Co-danthrusate 50mg/60mg/5ml oral suspension sugar free

Colesevelam 625mg tablets

Colistimethate 1,662,500unit inhalation powder capsules

Colistimethate 1million unit powder for solution for injection vials
Colistimethate 2million unit powder for solution for injection vials
Colobreathe 1,662,500unit inhalation powder capsules

Colomycin 2million unit powder for solution for injection vials

Combivir 150mg/300mg tablets

Compleat paediatric

Complete Amino Acid Mix Powder

Copper sulfate pentahydrate powder

Cortiment 9mg modified-release tablets

CosmoFer 500mg/10ml solution for injection ampoules

Creon 25000 gastro-resistant capsules

Creon Micro Pancreatin 60.12mg gastro-resistant granules

Cresemba 100mg capsules

Crystal violet powder BP 1980

Cystadane oral powder

Cystagon capsules (ALL)

Cystine500 oral powder sachets

Dabigatran etexilate 150mg capsules

Dabigatran etexilate 75mg capsules

Dacepton 100mg/20ml solution for infusion vials

Dacepton 30mg/3ml solution for injection cartridges

Dalteparin sodium 10,000units/0.4ml solution for injection pre-filled syringes
Dalteparin sodium 10,000units/1ml solution for injection pre-filled syringes
Dalteparin sodium 100,000units/4ml solution for injection vials

Dalteparin sodium 12,500units/0.5ml solution for injection pre-filled syringes
Dalteparin sodium 15,000units/0.6ml solution for injection pre-filled syringes
Dalteparin sodium 18,000units/0.72ml solution for injection pre-filled syringes
Dalteparin sodium 5,000units/0.2ml solution for injection pre-filled syringes
Dalteparin sodium 7,500units/0.3ml solution for injection pre-filled syringes
Dalteparin sodium solution for injection ampoules (ALL)

Dapsone tablets (ALL)

Darunavir 800mg tablets

DDAVP 0.1mg tablets

Decapeptyl SR powder and solvent for suspension for injection vials (ALL)
Deferasirox tablets (ALL)

Deferiprone 100mg/ml oral solution sugar free
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Deferiprone 1g tablets

Degarelix powder and solvent for solution for injection vials (ALL)
Demeclocycline 150mg capsules

Descovy tablets (ALL)

Denzapine 100mg tablets

Desferal 500mg powder for solution for injection vials
Desitrend 1000mg granules sachets

Desitrend 500mg granules sachets

Desitrend 500mg/5ml concentrate for solution for infusion ampoules
Desizon 20mg/ml oral suspension

Desmopressin 100microgram tablets
Desmopressin 150micrograms/dose nasal spray
Desmospray 10micrograms/dose nasal spray
Dexamethasone 10mg/5ml oral solution sugar free
Dexamethasone 20mg/5ml oral solution sugar free
Dexamethasone 4mg tablets

Dexcom One CGM System

Dexcom One Sensor

Dexcom One Transmitter

Deximune 100mg capsules

Deximune 50mg capsules

Diacomit capsules (ALL)

Diacomit oral powder sachets (ALL)

Dialamine powder

Diazepam 2mg/5ml oral solution sugar free
Diazepam 2mg/5ml oral suspension

Diazoxide 50mg tablets

Dicycloverine tablets (ALL)

Dicycloverine 10mg/5ml oral solution
Diethylstilbestrol 1mg tablets

Dificlir 200mg tablets

Dificlir 40mg/ml oral suspension

Diflucan 200mg capsules

Diflucan 200mg/5ml oral suspension

Dimethyl fumarate 120mg gastro-resistant tablets
Dipyridamole oral suspension sugar free (ALL)
Dithranol powder

DocOmega oral powder 4g sachets

Docusate 120mg/10g enema

Dolutegravir tablets (ALL)

Domperidone 1mg/ml oral suspension sugar free
Donepezil 1mg/ml oral solution sugar free
Donepezil orodispersible tablets (ALL)

Dovato 50mg/300mg tablets

Doxepin 10mg capsules

Doxepin 25mg capsules

Doxepin 50mg capsules

Doxylamine 10mg / Pyridoxine 10mg gastro-resistant tablets
Dronedarone 400mg tablets

Duocal Super Soluble powder

Dynastat 40mg powder and solvent for solution for injection vials
Dynastat 40mg powder for solution for injection vials
EAA Supplement oral powder 12.5g sachets
Easiphen liquid

E-Caps 200unit capsules

E-Caps 400unit capsules

Edurant 25mg tablets

Efmody modified-release capsules (ALL)

EleCare powder

Elemental 028 Extra liquid

Elemental 028 Extra powder
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Elive Cod Liver Oil 1000mg capsules

Elmino XL 16mg capsules

Elmiron 100mg capsules

Eltrombopag tablets (ALL)

Emend 125mg and 80mg capsules

Emend 125mg oral powder sachets

Emerade (1 in 1,000) solution for injection auto-injectors (ALL)
Emeside 250mg/5ml syrup

Emsogen powder

Emtricitabine / Tenofovir alafenamide tablets (ALL)

Energivit powder

Enoxaparin sodium 40mg/0.4ml solution for injection pre-filled syringes
Enoxaparin sodium 60mg/0.6ml solution for injection pre-filled syringes
Enoxaparin sodium 80mg/0.8ml solution for injection pre-filled syringes
Enoxaparin sodium 100mg/1ml solution for injection pre-filled syringes
Enoxaparin sodium 120mg/0.8ml solution for injection pre-filled syringes
Enoxaparin sodium 150mg/1ml solution for injection pre-filled syringes
Enoxaparin sodium 300mg/3ml solution for injection vials
EN-Selenium 200microgram tablets

Enshake oral powder 96.5g sachets

Ensure Compact liquid

Ensure liquid

Ensure Plus Advance liquid

Ensure Plus Commence liquid

Ensure Plus Creme

Ensure Plus Fibre liquid

Ensure Plus Juce liquid

Ensure TwoCal liquid

EN-Taurine 500mg capsules

Entecavir 50micrograms/ml oral solution sugar free

Entocort 2mg/100ml enema

Entresto tablets (ALL)

Epclusa 400mg/100mg tablets

Ephedrine hydrochloride tablets (ALL)

Epilim Chronosphere MR 100mg granules sachets

Epilim Chronosphere MR 250mg granules sachets

Epilim Chronosphere MR 500mg granules sachets

Epilim Chronosphere MR 50mg granules sachets

Epilim Intravenous 400mg powder and solvent for solution for injection vials
EpiPen 300micrograms/0.3ml (1 in 1,000) solution for injection auto-injectors
EpiPen Jr. 150micrograms/0.3ml (1 in 2,000) solution for injection auto-injectors
Episenta 300mg/3ml solution for injection ampoules

Epivir tablets (ALL)

Erastig 13.3mg/24hours transdermal patches

Esbriet 801mg tablets

Esmya 5mg tablets

Essential Amino Acid Mix powder

Ethanol 70% duty paid

Ethanol 90% including duty

Ethanol Absolute Duty Paid

Ethosuximide 250mg capsules

Ethosuximide 250mg/5ml oral solution

Ethosuximide 250mg/5ml oral solution sugar free

Ether solvent

Etonogestrel 68mg implant

Eucalyptus oil liquid

Eudemine 50mg tablets

Eviplera 200mg/25mg/245mg tablets

Exjade tablets (ALL)

Extavia 300microgram powder and solvent for solution for injection vials
Famciclovir 250mg tablets
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Famciclovir 500mg tablets

Fampyra 10mg modified-release tablets

Famvir 125mg tablets

Fareston 60mg tablets

Femara 2.5mg tablets

Feraccru 30mg capsules

Ferinject solution for injection vials (ALL)

Ferric chloride solution

Ferric maltol (iron 30mg) capsules

Ferriprox 1000mg tablets

Ferriprox 100mg/ml oral solution

Ferrous sulfate heptahydrate powder

Fidaxomicin 200mg tablets

Fingolimod 500microgram capsules

Firdapse 10mg tablets

Firmagon powder and solvent for solution for injection vials (ALL)
Flexible collodion methylated

Fidaxomicin 40mg/ml oral suspension sugar free

Flixotide Nebules (ALL)

Flixotide 500micrograms/dose Accuhaler

Flucloxacillin 1g powder for solution for injection vials
Flucloxacillin 500mg powder for solution for injection vials
Fluconazole 200mg/5ml oral suspension

Fluconazole 200mg/100ml solution for infusion vials

Fluoxetine 10mg capsules

Flutamide 250mg tablets

Fluticasone 250micrograms/dose / Formoterol 10micrograms/dose inhaler CFC free
Fluticasone nebuliser liquid unit dose vials (ALL)

Fluticasone propionate 500micrograms/dose dry powder inhaler
Flutiform 250micrograms/dose / 10micrograms/dose inhaler

Folic acid 5mg/5ml oral solution sugar free

Follitropin alfa 75unit powder and solvent for solution for injection vials
Follitropin alfa 450unit powder and solvent for solution for injection vials
Fondaparinux sodium solution for injection pre-filled syringes (ALL)
Formaldehyde solution

Forticare liquid

Forticreme Complete dessert

Fortijuce liquid

Fortini 1.0 Multi Fibre liquid

Fortini Compact Multi Fibre liquid

Fortini Creamy Fruit Multi Fibre

Fortini liquid

Fortini Multi Fibre liquid

Fortini Smoothie Multi Fibre liquid

Fortisip 2kcal liquid

Fortisip Compact Fibre liquid

Fortisip Compact Fibre Starter Pack liquid

Fortisip Compact Protein liquid

Fortisip Compact Protein Starter Pack liquid

Fortisip Compact Starter Pack liquid

Fortisip Extra liquid

Fortisip Yogurt Style liquid

Fortum 1g powder for solution for injection vials

Fortum 2g powder for solution for injection vials

Fosrenol chewable tablets (ALL)

Fosrenol oral powder sachets (ALL)

Fostimon powder and solvent for solution for injection vials (ALL)
Fragmin 10,000units/0.4ml solution for injection pre-filled syringes
Fragmin 100,000units/4ml solution for injection vials

Fragmin 12,500units/0.5ml solution for injection pre-filled syringes
Fragmin 15,000units/0.6ml solution for injection pre-filled syringes
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Fragmin 18,000units/0.72ml solution for injection pre-filled syringes
Fragmin 5,000units/0.2ml solution for injection pre-filled syringes
Fragmin 7,500units/0.3ml solution for injection pre-filled syringes
Fragmin Graduated Syringe 10,000units/1ml solution for injection pre-filled syringes
Fragmin solution for injection ampoules (ALL)

Frebini Energy Drink

Frebini Energy Fibre liquid

Frebini Energy Fibre tube feed liquid unflavoured

Frebini Energy liquid

Frebini Original Fibre liquid

Frebini Original liquid

FreeStyle Libre 2 Sensor

Fresubin 1000 Complete liquid

Fresubin 1200 Complete liquid

Fresubin 1500 Complete liquid

Fresubin 1800 Complete liquid

Fresubin 2250 Complete liquid

Fresubin 2kcal Fibre drink

Fresubin 5kcal shot drink

Fresubin Energy Fibre liquid

Fresubin Energy Fibre tube feed liquid unflavoured

Fresubin Energy liquid unflavoured

Fresubin Energy tube feed liquid unflavoured

Fresubin HP Energy liquid

Fresubin Original Fibre liquid

Fresubin Original liquid unflavoured

Fresubin Soya Fibre liquid

Fresubin Thickened Level 2

Fresubin Thickened Level 3

FruitiVits oral powder 6g sachets

Furosemide 250mg/25ml solution for injection ampoules

GA amino5 oral powder 6g sachets

GA explore5 oral powder 12.5g sachets

GA gel oral powder 249 sachets

GA1 Anamix Infant powder

GA1 Anamix Junior oral powder 18g sachets

GA1 Maxamum powder

Galactomin 19 powder

Galsya XL capsules (ALL)

Gamolenic acid capsules (ALL)

Gastrografin oral solution

Genvoya 150mg/150mg/200mg/10mg tablets

Gilenya 0.5mg capsules

Ginger tincture strong

Glecaprevir 100mg / Pibrentasvir 40mg tablets

Glucagon solution for injection pre-filled disposable devices (ALL)
Gluchon-S Glucosamine sulfate 400mg / Chondroitin 100mg capsules
Gluchon-S Glucosamine sulfate 500mg / Chondroitin 400mg tablets
GlucoRx AIDEX Sensor

Glycopyrronium bromide powder for solution for iontophoresis
Glycopyrronium bromide tablets (ALL)

Glycopyrronium bromide 1mg/5ml oral solution sugar free
Glycopyrronium bromide 400micrograms/ml oral solution sugar free
Glycosade oral powder 60g sachets

Glytactin BetterMilk 15 oral powder sachets

Glytactin Build 10 oral powder 16g sachets

Glytactin Build 20/20 oral powder sachets

Glytactin Complete 15 819 bars

Glytactin RTD 15 liquid

Gonal-f 75unit powder and solvent for solution for injection vials
Gonal-f 450unit powder and solvent for solution for injection vials
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Gosachew 1500mg chewable tablets

Gosachew 500mg/400mg chewable tablets

Gosa-S 500mg capsules

Goserelin 10.8mg implant pre-filled syringes

Goserelin 3.6mg implant pre-filled syringes

Granisetron 3.1mg/24hours transdermal patches

Granisetron 3mg/3ml solution for injection ampoules

Granocyte powder and solvent for solution for injection pre-filled syringes (ALL)
Grazax 75,000 SQ-T oral lyophilisates

Griseofulvin 125mg tablets

Guaifenesin powder

Haloperidol 200micrograms/ml oral solution sugar free
Haloperidol 500microgram tablets

Halkid 200micrograms/ml oral solution

HealthAid Mega CO-Q-10 120mg capsules

HCU Anamix Infant powder

HCU Anamix Junior LQ liquid

HCU Anamix Junior oral powder 36g sachets

HCU cooler liquid

HCU explore5 oral powder 12.5g sachets

HCU express15 oral powder 25g sachets

HCU express20 oral powder 34g sachets

HCU gel oral powder 24g sachets

HCU Lophlex LQ 20 liquid

HCU-LV oral powder 27.8g sachets

Heparin sodium 10,000units/10ml solution for injection ampoules
Heparin sodium 20,000units/20ml solution for injection ampoules
Heparin sodium 25,000units/1ml solution for injection ampoules
Heparin sodium 5,000units/0.2ml solution for injection ampoules
Heparin sodium 5,000units/1ml solution for injection ampoules
Heparin sodium 5,000units/5ml solution for injection ampoules
Heparon Junior powder

Hepsera 10mg tablets

Hydrocortisone 0.5% ointment

Hydrocortisone 10mg soluble tablets sugar free

Hydrocortisone 2.5% cream

Hydrocortisone 2.5% ointment

Hydrocortisone 2.5mg tablets

Hydrocortisone modified-release tablets (ALL)

Hydrocortisone acetate 25mg/1ml suspension for injection ampoules
Hydrocortisone granules in capsules for opening (ALL)
Hydrocortisone modified-release capsules (ALL)

Hydrocortisone powder

Hydrocortistab 25mg/1ml suspension for injection ampoules
Hydrogen peroxide 35% solution

Hydrogen peroxide 6% solution

Hydrogen peroxide 9% solution

Hyoscine 1mg/72hours transdermal patches

lasibon 50mg tablets

Ibandronic acid 3mg/3ml solution for injection pre-filled syringes
Ichthammol liquid

Icosapent 998mg capsules

Idebenone 150mg tablets

Ikervis 0.1% eye drops emulsion 0.3ml unit dose

Imigran tablets (ALL)

Imigran 20mg nasal spray

Imigran Radis 100mg tablets

Imigran Subject 6mg/0.5ml solution for injection pre-filled syringes with device
Imigran Subject 6mg/0.5ml solution for injection syringe refill pack
Imipramine 25mg/5ml oral solution sugar free

Imiquimod cream 250mg sachets (ALL)
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Inclisiran 284mg/1.5ml solution for injection pre-filled syringes
Indoramin 25mg tablets

Industrial methylated spirit 70%

Industrial methylated spirit 70%/Glycerol 1% gel

Industrial methylated spirit 95%

Industrial methylated spirit 99%

Infatrini liquid

Infatrini Peptisorb liquid

Infatrini tube feed liquid

Innohep 10,000units/0.5ml solution for injection pre-filled syringes
Innohep 12,000units/0.6ml solution for injection pre-filled syringes
Innohep 14,000units/0.7ml solution for injection pre-filled syringes
Innohep 16,000units/0.8ml solution for injection pre-filled syringes
Innohep 18,000units/0.9ml solution for injection pre-filled syringes
Innohep 8,000units/0.4ml solution for injection pre-filled syringes
Innohep solution for injection vials (ALL)

lodine alcoholic solution

lodine aqueous oral solution

lodine solution strong

lodoform compound paint BPC 1954

lodoform powder BPC 1954

lopidine 1% eye drops 0.25ml unit dose

Ipecacuanha liquid extract

Iron dextran 500mg/10ml solution for injection ampoules
Isentress tablets (ALL)

Isocarboxazid 10mg tablets

Isoleucine50 oral powder 4g sachets

Isoniazid 100mg tablets

Isopropyl alcohol 70% / Hydrogen peroxide 0.125% liquid
Isopropyl alcohol 70% / Hydrogen peroxide 0.125% spray
Isopropyl alcohol 70% / Triclosan 0.5% topical solution
Isopropyl alcohol (ALL)

Isosorbide mononitrate 40mg modified-release tablets
Ivabradine 2.5mg tablets

Jaydess 13.5mg intrauterine device

Jevity 1.5kcal liquid

Jevity liquid

Jevity Plus liquid

Jevity Plus HP gluten free liquid

Jevity Promote liquid

Jext solution for injection auto-injectors (ALL)

Jorveza orodispersible tablets (ALL)

Jyseleca tablets (ALL)

Kalydeco 150mg tablets

Keppra 100mg/ml oral solution

Keppra 500mg/5ml concentrate for solution for infusion vials
Keppra 1g tablets

Keppra 500mg tablets

Keppra 750mg tablets

KetoCal 2.5:1LQ liquid

KetoCal 3:1 powder

KetoCal 4:1 powder

KetoCal 4:1 LQ liquid

KetoClassic 3:1 Breakfast porridge

KetoClassic 3:1 Meal

KetoClassic 3:1 Savoury meal

Ketoconazole 200mg tablets

KetoVie 4:1 liquid

KeyOmega oral powder 4g sachets

K.Quik liquid

K.Yo semi-solid food 100g pots
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Kyleena 19.5mg intrauterine device

Kigabeq soluble tablets (ALL)

Kindergen powder

Kivexa 600mg/300mg tablets

Klaricid IV 500mg powder for solution for infusion vials
L-Arginine powder (Nutricia Ltd)

Lacosamide 100mg tablets

Lacosamide 150mg tablets

Lacosamide 200mg tablets

Lactic acid liquid

Lamictal dispersible tablets (ALL)

Lamictal 100mg tablets

Lamictal 200mg tablets

Lamivudine tablets (ALL)

Lamotrigine 2mg dispersible tablets sugar free
Lanthanum carbonate chewable tablets (ALL)
Lanthanum carbonate oral powder sachets (ALL)

Larve

Lavender oil liquid

Leflunomide 15mg tablets

Lemon spirit

Lenalidomide 10mg capsules

Lenalidomide 15mg capsules

Lenalidomide 25mg capsules

Lenalidomide 5mg capsules

Lenalidomide 7.5mg capsules

Lenograstim powder and solvent for solution for injection pre-filled syringes (ALL)
Leucine100 oral powder sachets

Leuprorelin 11.25mg powder and solvent for suspension for injection pre-filled syringes
Levetiracetam 1g granules sachets sugar free
Levetiracetam 100mg/ml oral solution sugar free
Levetiracetam 500mg granules sachets sugar free
Levetiracetam 500mg/5ml solution for infusion ampoules
Levetiracetam 500mg/5ml solution for infusion vials
Levocarnitine 1g chewable tablets

Levocarnitine 1.5g/5ml oral solution paediatric
Levocarnitine 1.5g/5ml oral solution paediatric sugar free
Levomepromazine 6mg tablets

Levomepromazine hydrochloride 25mg/5ml oral solution sugar free
Levonorgestrel 13.5mg intrauterine device
Levonorgestrel 19.5mg intrauterine device
Levonorgestrel 20micrograms/24hours intrauterine device
Levorol 5mg/ml oral solution

Levosert 20micrograms/24hours intrauterine device
Levothyroxine sodium 100micrograms/5ml oral solution sugar free
Levothyroxine sodium 125micrograms/5ml oral solution sugar free
Linezolid 100mg/5ml oral suspension

Linezolid 600mg tablets

Liothyronine 10microgram capsules

Liothyronine 10microgram tablets

Liothyronine 20microgram capsules

Liothyronine 20microgram tablets

Liothyronine 5microgram capsules

Liothyronine 5microgram tablets

Lipistart powder

Liquigen emulsion

Lisinopril 5mg/5ml oral solution sugar free

Lithium carbonate 250mg tablets

Locasol powder

Lofepramine 70mg/5ml oral suspension sugar free
Lokelma oral powder sachets (ALL)
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Lophlex powder 27.8g sachets

Loprofin SNO-PRO drink

Lorenzo’s oil

Lotprosin XL capsules (ALL)

Macusan tablets

Mag-4 (magnesium 97.2mg (4mmol)) capsules

Magenta powder

Magnesium sulfate 10% (magnesium 0.4mmol/ml) solution for injection 10ml ampoules
Malarivon 80mg/5ml syrup

Malarone 250mg/100mg tablets

Mannitol 40mg inhalation powder capsules with two devices
Maraviroc 150mg tablets

Maraviroc 300mg tablets

Mastic compound paste

Maviret 100mg/40mg tablets

MCTprocal oral powder 16g sachets

Mebeverine 50mg/5ml oral suspension sugar free

Medrone 100mg tablets

Medroxyprogesterone 400mg tablets

Mefenamic acid 50mg/5ml oral suspension

Meglumine amidotrizoate 3.3g/5ml / Sodium amidotrizoate 500mg/5ml oral solution sugar free
Melatonin 1mg modified-release tablets

Melatonin 1mg/ml oral solution sugar free

Melatonin 2mg capsules

Melatonin 3mg capsules

Melatonin 5mg capsules

Melatonin 5mg modified-release tablets

Memantine 10mg/ml oral solution sugar free

Menadiol 10mg tablets

Menopur 75unit powder and solvent for solution for injection vials
Menopur 150unit powder and solvent for solution for injection vials
Menthol crystals

Merional powder and solvent for solution for injection vials (ALL)
Mercaptamine 150mg capsules

Mercaptamine 50mg capsules

Meronem powder for solution for injection vials (ALL)
Mesalazine 1g/application foam enema

Mesalazine 1g gastro-resistant tablets

Mesalazine 1.6mg gastro-resistant tablets

Mesalazine 400mg gastro-resistant tablets

Mesalazine 800mg gastro-resistant tablets

Metformin oral solution sugar free (ALL)

Methyl salicylate 25% liniment

Methyl salicylate 50% ointment

Methyldopa 125mg tablets

Methylnaltrexone bromide 12mg/0.6ml solution for injection vials
Methylprednisolone 100mg tablets

Methylprednisolone sodium succinate 1g powder and solvent for solution for injection vials
Metoclopramide 5mg/5ml oral solution sugar free

Metolazone 5mg tablets

Metopirone 250mg capsules

Metronidazole 200mg/5ml oral suspension

Metyrapone 250mg capsules

Mevalia PKU Motion 10 liquid

Mevalia PKU Motion 20 liquid

Mexiletine 100mg capsules

Mexiletine 50mg capsules

Mexiletine hydrochloride 200mg (Mexiletine 167mg) capsules
Mianserin 30mg tablets

Midodrine 10mg tablets

Midodrine 5mg tablets

Milrinone 10mg/10ml solution for infusion ampoules
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Mimpara tablets (ALL)

Mineralised methylated spirit

Mirena 20micrograms/24hours intrauterine device
Mirtazapine 15mg/ml oral solution sugar free
Misoprostol 400microgram tablets

MMA / PA Anamix Junior oral powder 18g sachets
MMA / PA amino5 oral powder 6g sachets
Modafinil tablets (ALL)

Modigraf granules sachets (ALL)

Modisal XL 40mg tablets

Modulen IBD powder

Monogen powder

MSUD Aid 111 powder

MSUD amino5 oral powder 6g sachets

MSUD Anamix Infant powder

MSUD Anamix Junior LQ liquid

MSUD Anamix Junior oral powder sachets
MSUD cooler liquid

MSUD explore5 oral powder 12.5g sachets
MSUD express15 oral powder 25g sachets
MSUD express20 oral powder 34g sachets
MSUD gel 24g sachets

MSUD Lophlex LQ 20 liquid

MSUD Maxamum powder

Multaq 400mg tablets

Mycobutin 150mg capsules

Mycophenolate mofetil 1g/5ml oral suspension sugar free
Mycophenolic acid gastro-resistant tablets (ALL)
Myfenax 250mg capsules

Myfenax 500mg tablets

Myfortic gastro-resistant tablets (ALL)

Nafarelin 200micrograms/dose nasal spray
Nalcrom 100mg capsules

Namuscla 167mg capsules

Naproxen 125mg/5ml oral suspension sugar free
Naproxen 250mg effervescent tablets sugar free
Nebido 1000mg/4ml solution for injection vials
Nebivolol 2.5mg tablets

Nemdatine 20mg tablets

Neocate Advance powder

Neocate Junior powder

Neocate LCP powder

Neocate Spoon powder

Neocate Syneo powder

Neotigason 25mg capsules

Nepro HP liquid

Nepro HP tube feed liquid vanilla

Neupro transdermal patches (ALL)

Nexplanon 68mg implant

Nifedipine 10mg capsules

Nitrazepam 2.5mg/5ml oral suspension
Nitrofurantoin 25mg/5ml oral suspension sugar free
Nizatidine 300mg capsules

Norgalax 120mg/10g enema

Nortriptyline 50mg tablets

Nortriptyline oral solution sugar free (ALL)
Noxafil 40mg/ml oral suspension

Noxafil 100mg gastro-resistant tablets

Noyada oral solution (ALL)

Nutilis Complete Creme Level 3 custard

Nutilis Complete Drink Level 3 liquid
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Nutilis Fruit Dessert Level 4

Nutramigen 1 with LGG powder

Nutramigen 2 with LGG powder

Nutramigen 3 with LGG powder

Nutramigen PurAmino powder

Nutricia Flavour Modjul powder

Nutricrem dessert

Nutricrem Starter Pack dessert

Nutrini Energy liquid

Nutrini Energy Multifibre liquid

Nutrini liquid

Nutrini Low Energy Multifibre liquid

Nutrini Multifibre liquid

Nutrini Peptisorb Energy liquid

Nutrini Peptisorb liquid

Nutriprem 2 liquid

Nutrison 800 Complete Multi Fibre liquid
Nutrison 1000 Complete Multi Fibre liquid
Nutrison 1200 Complete Multi Fibre liquid
Nutrison Concentrated liquid

Nutrison Energy liquid

Nutrison Energy Multi Fibre liquid

Nutrison liquid

Nutrison Low Sodium liquid

Nutrison MCT liquid

Nutrison Multi Fibre liquid

Nutrison Protein Intense liquid

Nutrison Protein Plus liquid

Nutrison Protein Plus Energy liquid

Nutrison Protein Plus Multifibre liquid

Nutrison Soya liquid

Nutrison Soya Multi Fibre liquid

Ocaliva 10mg tablets

Octasa 1600mg MR gastro-resistant tablets
Octim 150micrograms/dose nasal spray
Odefsey 200mg/25mg/25mg tablets

Ofloxacin 400mg tablets

Ogluo solution for injection pre-filled pens (ALL)
Olanzapine 20mg orodispersible tablets
Olanzapine embonate 210mg powder and solvent for suspension for injection vials
Olanzapine oral lyophilisates sugar free (ALL)
Olsalazine 250mg capsules

Olsalazine 500mg tablets

Olumiant tablets (ALL)

Omeprazole oral suspension sugar free (ALL)
Ondansetron oral solution sugar free (ALL)
Ondansetron orodispersible films sugar free (ALL)
Ondansetron orodispersible tablets (ALL)
Ondansetron 4mg oral lyophilisates sugar free
Ondansetron 8mg oral lyophilisates sugar free
Ondansetron 8mg tablets

Ongentys 50mg capsules

Ontozry tablets (ALL)

Ontozry 12.5mg/25mg tablets treatment initiation pack
Opicapone 50mg capsules

Opsumit 10mg tablets

Optifast shake oral powder sachets

Orange tincture BP 2001

Orphenadrine 50mg/5ml oral solution sugar free
Osmolite 1.5kcal tube feed liquid

Osmolite HP liquid
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Osmolite liquid

Osmolite Plus liquid

Otezla 30mg tablets

Otezla tablets treatment initiation pack

Oxcarbazepine 600mg tablets

Oxybutynin 2.5mg/5ml oral solution sugar free
PaediaSure Compact liquid

PaediaSure fibre liquid

PaediaSure liquid

PaediaSure Peptide liquid

PaediaSure Peptide tube feed liquid

PaediaSure Plus liquid

PaediaSure Plus fibre liquid

PaediaSure Plus fibre tube feed liquid vanilla
PaediaSure Plus Juce liquid

Paliperidone prolonged-release suspension for injection pre-filled syringes (ALL)
Pamidronate disodium 90mg/6ml solution for infusion ampoules
Pancrex V oral powder

Pantoprazole 40mg powder for solution for injection vials
Paracetamol 240mg suppositories

Parecoxib 40mg powder and solvent for solution for injection vials
Parecoxib 40mg powder for solution for injection vials
Paricalcitol 1microgram capsules

Paricalcitol 2microgram capsules

Parvolex 2g/10ml concentrate for solution for infusion ampoules
Passio disposable collection kit - PAS-10

Penicillamine 125mg tablets

Pentacarinat 300mg powder for solution for injection vials
Pentamidine 300mg powder for solution for injection vials
Pentosan polysulfate sodium 100mg capsules
Peppermint oil liquid

Peppermint water concentrated

Peptamen AF liquid

Peptamen HN liquid

Peptamen Junior Advance liquid

Peptamen Junior liquid

Peptamen Junior powder

Peptamen liquid

Peptamen liquid unflavoured

Peptamen tube feed liquid unflavoured

Peptisorb liquid

Perative liquid

Perfalgan 1g/100ml solution for infusion vials

Pericyazine 10mg/5ml oral solution

Phenindione tablets 10mg

Phenindione tablets 25mg

Phenol crystals

Phenol liquefied

Phenoxybenzamine 10mg capsules

Phenoxyethanol BP

Phenylalanine50 oral powder sachets

Phenylbutazone 100mg tablets

Phenytoin sodium 250mg/5ml solution for injection ampoules
Phenytoin sodium 300mg capsules

Phlexy-10 drink mix

Phlexy-10 tablets

Phlexy-Vits powder

Phlexy-Vits tablets

Phosphates enema (Formula B) 128ml long tube
Phosphates enema (Formula B) 128ml standard tube
Piperacillin / Tazobactam powder for solution for infusion vials (ALL)
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Pitolisant tablets (ALL)

PK Aid 4 powder

PKU Air15 liquid

PKU Air20 liquid

PKU Anamix First Spoon oral powder 12.5g sachets
PKU Anamix Infant powder

PKU Anamix Junior LQ liquid

PKU Anamix Junior Powder

PKU cooler10 liquid

PKU cooler15 liquid

PKU cooler20 liquid

PKU Easy microtabs

PKU Easy Shake & Go oral powder 34g sachets
PKU explore10 oral powder 25g sachets

PKU explore5 oral powder 12.5g sachets

PKU express plus15 powder

PKU express plus20 powder

PKU gel powder

PKU GMPro oral powder 33.3g sachets

PKU Lophlex powder 28g sachets

PKU Lophlex LQ 10 liquid

PKU Lophlex LQ 20 liquid

PKU Lophlex Sensation 20

PKU Maxamum oral powder sachets

PKU Maxamum powder

PKU sphere15 oral powder

PKU sphere20 oral powder 35g sachets

PKU squeezie liquid 85g pouches

PKU start powder

PKU Synergy oral powder 33g sachets

Plenadren modified-release tablets (ALL)
Podophyllum resin powder

Politid XL 150mg capsules

Polyfusor W water for injection bottles (ALL)
Posaconazole 100mg gastro-resistant tablets
Posaconazole 40mg/ml oral suspension

Potassium chloride 15% (potassium 20mmol/10ml) solution for infusion 10ml ampoules
Potassium dihydrogen phosphate 13.6% (potassium 10mmol/10ml) solution for infusion 10ml ampoules
Potassium iodide powder

Potassium permanganate 400mg tablets for cutaneous solution
Potassium permanganate powder

Pradaxa 150mg capsules

Pradaxa 75mg capsules

Pramipexole 350microgram tablets

Prednisolone 20mg/application foam enema
Prednsiolone sodium phosphate 5mg suppositories
Pregestimil LIPIL powder

Prezista 100mg/ml oral suspension

Prezista 800mg tablets

Primacor 10mg/10ml solution for injection ampoules
Primidone tablets (ALL)

Pro-Cal shot

Pro-Cal shot starter pack

Procyclidine 10mg/2ml solution for injection ampoules
Procyclidine oral solution sugar free (ALL)
Proflavine hemisulfate powder

Prograf capsules (ALL)

Proguanil 100mg / Atovaquone 250mg tablets
Promazine 25mg/5ml oral solution

Promazine 50mg/5ml oral solution

Prometax 4.6mg/24hours transdermal patches

37



Part Il 10/2023
REQUIREMENTS ENABLING PAYMENTS TO BE MADE FOR THE SUPPLY OF DRUGS,
APPLIANCES AND CHEMICAL REAGENTS

Drugs for which discount is not deducted

Propiverine 15mg tablets

Propranolol oral solution sugar free (ALL)
Propylthiouracil 50mg tablets

ProSource liquid 30ml sachets

ProSource jelly

ProSource Plus liquid 30ml sachets
Prostap 3 DCS 11.25mg powder and solvent for suspension for injection pre-filled syringes
ProSure liquid

Provera 400mg tablets

ProZero liquid

Psytixol 200mg/1ml solution for injection ampoules
Pulmocare liquid

Pyrazinamide 500mg tablets

Pyrid-10 tablets

Pyrid-20 tablets

Pyridostigmine bromide 12mg/1ml oral solution sugar free
Qtern 5mg/10mg tablets

Quetiapine 300mg modified-release tablets
Quetiapine 400mg modified-release tablets
Quinagolide 50microgram tablets and Quinagolide 25microgram tablets
Quinagolide 75microgram tablets

Qutenza 179mg cutaneous patches
Ralnea XL 4mg tablets

Ralnea XL 8mg tablets

Raltegravir tablets (ALL)

Rapamune tablets (ALL)

Raponer XL 8mg tablets

Raxone 150mg tablets

Relistor 12mg/0.6ml solution for injection vials
Renagel 800mg tablets

Renapro powder

Renapro Shot 60ml bottles

Renastart powder

Renastep liquid

Renilon 7.5 liquid

Renvela 800mg tablets

Renvela oral powder sachets (ALL)
ReQuip 1mg tablets

ReQuip 2mg tablets

ReQuip 5mg tablets

ReQuip XL 8mg tablets

Resonium A powder

Resource Energy liquid

Resource Fibre 2.0 liquid

Resource Junior complete sip feed
Respifor milkshake style liquid

Revatio 10mg/ml oral suspension

Revatio 20mg tablets

Revlimid 10mg capsules

Revlimid 15mg capsules

Revlimid 25mg capsules

Revlimid 5mg capsules

Revlimid 7.5mg capsules

Revolade tablets (ALL)

Rezolsta 800mg/150mg tablets

Rifabutin 150mg capsules

Rifampicin 150mg capsules

Rifaximin tablets (ALL)

Rilutek 50mg tablets

Riluzole 25mg/5ml oral suspension sugar free
Rinvoq 15mg modified-release tablets
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Riociguat tablets (ALL)

Risedronate sodium 30mg tablets

Risperidone 1mg/ml oral solution sugar free

Risperidone 4mg orodispersible tablets sugar free
Rivaroxaban 10mg tablets

Rivaroxaban 15mg tablets and Rivaroxaban 20mg tablets
Rivaroxaban 2.5mg tablets

Rivastigmine 2mg/ml oral solution

Rivastigmine 2mg/ml oral solution sugar free
Roaccutane 20mg capsules

Rocephin 2g powder for solution for injection vials
Ropinirole 2mg tablets

Ropinirole 5mg tablets

Ropiqual XL 4mg tablets

Rose water liquid

Rotigotine transdermal patches (ALL)

Rupatadine 10mg tablets

Rybelsus tablets (ALL)

Sabril 500mg oral powder sachets

Sacubitril/Valsartan tablets (ALL)

Salbutamol 2mg tablets

Salbutamol 4mg tablets

Salbutamol 5mg/5ml solution for infusion ampoules
Salicylic acid 12% collodion

Sallicylic acid powder

Saline 0.9% nebuliser liquid 2.5ml Steri-Neb unit dose ampoules
Salofalk 1g gastro-resistant tablets

Salofalk 1g/application foam enema

Salvacyl 11.25mg powder and solvent for suspension for injection vials
Samsca tablets (ALL)

Sancuso 3.1mg/24hours transdermal patches
Sandimmun 100mg/ml oral solution

Sandimmun capsules (ALL)

Saxagliptin 5mg / Dapagliflozin 10mg tablets
Scandishake Mix oral powder 85g sachets

Scopoderm 1.5mg patches

Selenase 100micrograms/2ml oral solution 2ml unit dose ampoules
Selenase 500micrograms/10ml oral solution unit dose vials
Selenase 500micrograms/10ml solution for injection vials
Selenium 100micrograms/2ml oral solution unit dose ampoules
Seroquel 100mg tablets

Seroquel 200mg tablets

Seroquel 300mg tablets

Seroquel XL 150mg tablets

Seroquel XL 300mg tablets

Seroquel XL 400mg tablets

Setofilm orodispersible films (ALL)

Sevelamer 2.4g oral powder sachets sugar free
Sevelamer 800mg oral powder sachets sugar free
Sevelamer 800mg tablets

Sialanar 320micrograms/ml oral solution

Sildenafil 10mg/ml oral suspension sugar free

Sildenafil 20mg tablets

Silver nitrate powder

Similac High Energy liquid

Simple eye ointment

Simvastatin oral suspension sugar free (ALL)

Sirolimus tablets (ALL)

Sitagliptin 100mg/5ml oral solution sugar free

Skilarence 120mg gastro-resistant tablets

Slenyto modified-release tablets (ALL)
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SMA Alfamino powder

SMA Althera powder

SMA High Energy liquid

SOD Anamix Infant powder

Sodium bicarbonate 8.4% (1mmol/ml) solution for injection 100ml bottles
Sodium bicarbonate 8.4% (1mmol/ml) solution for injection 10ml ampoules
Sodium chloride 0.9% solution for injection 50ml vials

Sodium chloride 30% solution for infusion vials (ALL)

Sodium chloride 30% solution for injection 10ml ampoules

Sodium cromoglicate 100mg/5ml oral solution 5ml unit dose ampoules sugar free
Sodium oxybate 500mg/ml oral solution sugar free

Sodium phenylbutyrate 500mg tablets

Sodium polystyrene sulfonate powder sugar free

Sodium salicylate powder

Sodium valproate 100mg modified-release granules sachets sugar free
Sodium valproate 250mg modified-release granules sachets sugar free
Sodium valproate solution for injection ampoules (ALL)

Sodium valproate 50mg modified-release granules sachets sugar free
Sodium zirconium cyclosilicate oral powder sachets (ALL)

Solgar CoQ-10 100mg capsules

Solian 100 tablets

Solian 400 tablets

Solian 100mg/ml oral solution

Solu-Medrone 1g powder and solvent for solution for injection vials
Sondate XL 200mg tablets

Souvenaid liquid

Spiroco XL 8mg tablets

Squill liquid extract

Stiripentol capsules (ALL)

Stiripentol oral powder sachets (ALL)

Stirlescent 250mg effervescent tablets

Strattera 4mg/1ml oral solution

Strattera capsules (ALL)

Strontium ranelate 2g granules sachets sugar free

Sucralfate 1g/5ml oral suspension sugar free

Sulfadiazine 500mg tablets

Sulfasalazine 250mg/5ml oral suspension sugar free

Sulfur precipitated powder

Sulfur sublimed powder

Sulpiride 200mg/5ml oral solution sugar free

Sumatriptan 20mg/0.1ml nasal spray unit dose

Sumatriptan 6mg/0.5ml solution for injection pre-filled disposable devices
Sumatriptan 6mg/0.5ml solution for injection pre-filled pen

Sumatriptan 6mg/0.5ml solution for injection pre-filled syringes with device
Sumatriptan 6mg/0.5ml solution for injection syringe refill

Supportan drink

Suprecur 150micrograms/dose nasal spray

Surgical spirit

Survimed OPD liquid

Survimed OPD tube feed liquid

Symtuza 800mg/150mg/200mg/10mg tablets

Synarel 200micrograms/dose nasal spray

Syrisal 292.5mg/5ml (1mmol/ml) oral solution

Tacrolimus 1mg modified-release capsules

Tacrolimus 2mg capsules

Tacrolimus 3mg modified-release capsules

Tacrolimus 5mg modified-release capsules

Tacrolimus 750microgram capsules

Tacrolimus granules sachets sugar free (ALL)

Tafinlar 75mg capsules

Tagrisso 80mg tablets

40



Part Il 10/2023
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APPLIANCES AND CHEMICAL REAGENTS

Drugs for which discount is not deducted

Tamoxifen 10mg/5ml oral solution sugar free

Tamoxifen 10mg tablets

Tamoxifen 40mg tablets

Tapclob 10mg/5ml oral suspension

Tapclob 5mg/5ml oral suspension

Targaxan 550mg tablets

Tartaric acid powder

Tasmar 100mg tablets

Tazocin powder for solution for infusion vials (ALL)

Tecfidera gastro-resistant capsules (ALL)

Teglutik 5mg/1ml oral suspension

Tenofovir 123mg tablets

Tentrini Energy liquid

Tentrini Energy Multifibre liquid

Tentrini liquid

Tentrini Multifibre liquid

Terbutaline 2.5mg/5ml solution for injection ampoules

Testosterone enantate 250mg/1ml solution for injection ampoules
Testosterone undecanoate 1g/4ml solution for injection ampoules
Testosterone undecanoate 1g/4ml solution for injection vials

Thalidomide BMS 50mg capsules

Thamicarb 84mg/1ml oral solution

Ticagrelor 90mg orodispersible tablets sugar free

Ticagrelor tablets (ALL)

Timolol 10mg / Bendroflumethiazide 2.5mg tablets

Timolol 10mg tablets

Timothy grass pollen allergen extract 75,000 SQ-T oral lyophilisates sugar free
Tinzaparin sodium 4,500units/0.45ml solution for injection pre-filled syringes
Tinzaparin sodium 8,000units/0.4ml solution for injection pre-filled syringes
Tinzaparin sodium 12,000units/0.6ml solution for injection pre-filled syringes
Tinzaparin sodium 16,000units/0.8ml solution for injection pre-filled syringes
Tivicay tablets (ALL)

Tobi Podhaler 28mg inhalation powder capsules with device

Tobramycin 28mg inhalation powder capsules with device

Tobramycin 240mg/6ml solution for injection vials

Tobramycin 300mg/5ml nebuliser liquid ampoules

Tocofersolan 50mg/ml oral solution sugar free

Toctino capsules (ALL)

Tolbutamide 500mg tablets

Tolcapone 100mg tablets

Tolvaptan 7.5mg tablets

Topiramate 50mg capsules

Topogyne 400microgram tablets

Toremifene 60mg tablets

Tranylcypromine 10mg tablets

Trazodone oral solution sugar free (ALL)

Trevicta prolonged-release suspension for injection pre-filled syringes (ALL)
Triamterene 50mg capsules

Trientine 200mg capsules

Trifluoperazine 5mg tablets

Trifluoperazine oral solution sugar free (ALL)

Trihexyphenidyl 5mg/5ml oral solution

Trimipramine 50mg capsules

Trimipramine tablets (ALL)

Triptorelin 11.25mg powder and solvent for suspension for injection vials
Triptorelin acetate 3mg powder and solvent for suspension for injection vials
Triptorelin embonate 22.5mg powder and solvent for suspension for injection vials
Triumeq 50mg/600mg/300mg tablets

Truvada 200mg/245mg tablets

Turpentine oil liquid

TwoCal liquid
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TwoCal Bolus liquid

TYR Anamix Infant powder

TYR Anamix Junior oral powder sachets

TYR cooler liquid

TYR explore5 oral powder 12.5g sachets

TYR express15 oral powder 25g sachets

TYR express20 oral powder 34g sachets

TYR gel oral powder 24g sachets

TYR Lophlex LQ 10 liquid

TYR Lophlex LQ 20 liquid

TYR Maxamum powder

Uard 180XL capsules

Uard 240XL capsules

UCD amino5 oral powder 6.6g sachets
Ulipristal 5mg tablets

Urofollitropin 150unit powder and solvent for solution for injection vials
Ursodeoxycholic acid 300mg tablets

Ursofalk 250mg capsules

Ursofalk 500mg tablets

Valaciclovir 250mg tablets

Valcyte 450mg tablets

Valcyte 50mg/ml oral solution

Valganciclovir 50mg/ml oral solution sugar free
Valine50 oral powder 4g sachets

Valsartan 40mg tablets

Valtrex tablets (ALL)

Vancomycin powder for solution for infusion vials (ALL)
Vancomycin capsules (ALL)

Vanquoral 100mg capsules

Vanquoral 50mg capsules

Vazkepa 998mg capsules

Vedrop 50mg/ml oral solution

Vemlidy 25mg tablets

Venlafaxine oral solution sugar free (ALL)
Ventolin 5mg/5ml solution for infusion ampoules
Verapamil 40mg/5ml oral solution sugar free
Verkazia 0.1% eye drops emulsion 0.3ml unit dose
VFEND 40mg/ml oral suspension

VFEND tablets (ALL)

Vigabatrin 500mg oral powder sachets sugar free
Vigabatrin soluble tablets sugar free (ALL)
Vimpat 100mg tablets

Vimpat 150mg tablets

Vimpat 200mg tablets

Viread 123mg tablets

Viread 245mg tablets

Viridal Duo Continuation Pack 20microgram powder and solvent for solution for injection cartridges
Viridal Duo Continuation Pack 40microgram powder and solvent for solution for injection cartridges
Vital 1.5kcal liquid

Vital 1.5kcal tube feed liquid vanilla

Voleze 4.6mg/24hours transdermal patches
Volibris tablets (ALL)

Voractiv tablets

Voriconazole tablets (ALL)

Voriconazole 200mg/5ml oral suspension
Wakix tablets (ALL)

Warfarin 1mg/ml oral suspension sugar free
Water for injections 100ml vials

Water for injections 1litre bottles

Water for injections 500ml bottles

Wellvone 750mg/5ml oral suspension
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White liniment

Wilzin 25mg capsules

Wilzin 50mg capsules

Wynzora 50micrograms/g / 0.5mg/g cream

Xagrid 500microgram capsules

Xaqua 5mg tablets

Xarelto 10mg tablets

Xarelto 15mg/20mg treatment initiation pack

Xarelto 2.5mg tablets

Xeljanz 5mg tablets

Xeomin 100unit powder for solution for injection vials
Xeplion prolonged-release suspension for injection pre-filled syringes (ALL)
Xifaxanta 200mg tablets

XMET Homidon powder

XMTVI Asadon powder

Xonvea 10mg/10mg gastro-resistant tablets

XPhe jump 10 liquid

Xyrem 500mg/ml oral solution

Zalasta 20mg tablets

Zeffix 100mg tablets

Zemplar 1microgram capsules

Zemplar 2microgram capsules

Zinamide 500mg tablets

Zinc acetate 25mg capsules

Zinc acetate 50mg capsules

Zinc oxide powder

Zing 220mg capsules

Zofran 4mg/5ml syrup

Zofran Flexi-amp solution for injection ampoules (ALL)
Zofran Melt oral lyophilisates (ALL)

Zofran tablets (ALL)

Zoladex 3.6mg implant SafeSystem pre-filled syringes
Zoladex LA 10.8mg implant SafeSystem pre-filled syringes
Zolmitriptan 5mg tablets

Zometa 4mg/100ml infusion bottles

Zometa 4mg/5ml solution for infusion vials

Zonegran 100mg capsules

Zonegran 50mg capsules

Zonisamide 100mg capsules

Zonisamide 100mg/5ml oral suspension

Zonisamide 50mg capsules

Zovirax 200mg/5ml oral suspension

Zovirax Double Strength 400mg/5ml oral suspension
Zyclara 3.75% cream 250mg sachets

Zypadhera 210mg powder and solvent for suspension for injection vials
Zyprexa 10mg tablets

Zyprexa 15mg tablets

Zyprexa 20mg tablets

Zyprexa 5mg tablets

Zyprexa 7.5mg tablets

Zyprexa Velotabs (ALL)

Zytiga 500mg tablets

Zyvox 100mg/5ml granules for oral suspension
Zyvox 600mg tablets
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APPLIANCES AND CHEMICAL REAGENTS

PRODUCTS INCLUDED IN CLAUSE 10B(iii)

Products included in Clause 10B(iii) are listed below.
Liquid preparations for external use:

SubPara
(c)

(c)
(c)
(c)
(a)
(a)

(b)
()
(a)

(c)
(a)
(c)
(c)
(c)
(c)
(a)
(a)
(c)
(c)
(c)

(a)
(b)

(a)
(c)

(b)
(b)

(a)

(c)
(b)
(b)

Name

Alphosyl Shampoo 2 in 1
Aveeno Body Wash

Aveeno Lotion

Aveeno Moisturising Creamy Oil

Balneum Bath Oil
Balneum Plus Bath Oil 82.95%/15%

Capasal Therapeutic Shampoo
Ceanel Concentrate
Cetraben Bath Oil

Dentinox Cradle Cap Shampoo
Dermalo Bath Emollient

Dermol 200 Shower Emollient
Dermol 500 Lotion

Dermol 600 Bath Emollient

Dermol Wash cutaneous emulsion
Doublebase Emollient Bath Additive

E45 Emollient Bath Oil

E45 Lotion

E45 Shower Creme Emollient
E45 Emollient Wash Cream
Eczmol 1% Cream
Emulsiderm Emollient
Exorex Lotion

Hydromol Bath and Shower Emollient
Hydromol Intensive 10% Cream

Neutrogena T/Gel Shampoo for Dry Hair
Neutrogena T/Gel Therapeutic Shampoo

Oilatum Bath Formula

Oilatum Cream

Oilatum Emollient

Oilatum Junior Bath Additive
Oilatum Junior Cream

Oilatum Plus Bath Additive

Oilatum Scalp Intensive Shampoo
Oilatum Scalp Treatment Shampoo
Oilatum Shower Gel Fragrance Free

Psoriderm Bath Emulsion
Psoriderm Cream
Psoriderm Scalp Lotion Shampoo

Pack(s)
(250ml)
(500ml)
(500ml)
(300ml)

(500ml and 1000ml)
(500ml)

(250ml)
(150ml and 500ml)
(500ml)

(125ml)
(500ml)
(200ml)
(500ml pump)
(600ml)
(200ml)
(500ml)

(500ml)

(200ml and 500ml pump)
(200ml)

(250ml)

(250ml)

(300ml and 1 litre)
(100ml and 250ml)

(350ml, 500ml and 1 litre)
(30g and 100g)

(125ml and 250ml)
(125ml and 250ml)

150ml and 300ml)
150g, 500ml and 1050ml)

150ml, 300ml and 600ml)
(150g and 350ml)
(500ml)

(100ml)

(100ml)

(150g)

(200ml)
(225ml)
(250ml)
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Products included in Clause 10B(iii) are listed below.

Liquid preparations for external use:

SubPara
(a)
(c)
(c)
(c)
(c)
(c)

(@)

Name

QV Bath Oll
QV Cream
QV Lotion

Selsun Shampoo
Skin Salvation Ointment
Stellisept med 1% skin cleanser

Zeroneum Bath Emollient

Pack(s)
(500ml)
(100g and 500g)
(250ml)

(50ml, 100ml and 150ml)
(30ml, 60ml and 120ml)
(100ml and 500ml)

(500ml)
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Part 1A

PROFESSIONAL FEES (PHARMACY CONTRACTORS)

See Part |, Clause 5B 1 (ii) (page 7)

Endorsements under this heading apply only to claims for the appropriate professional fee. The

endorsement codes to be used are:

ED= Preparations prepared under the Section 10 exemption from the Medicines Act 1968

MF= Measured and Fitted

SP= Preparations manufactured under an MHRA specials licence or sourced under an MHRA

importers licence

Further endorsement may be necessary for other purposes eg Part Il “CLAUSE 8 BASIC PRICE”,
“CLAUSE 9 ENDORSEMENT REQUIREMENTS” and Notes to Part VIIIA, VIIIB and VIIID (pages

258, 391 and 404)

1. ALL PRESCRIPTIONS dispensed by Welsh Pharmacy Contractors
attract a Professional Fee with a value of:

ALL PRESCRIPTIONS dispensed by English Pharmacy Contractors
attract a Single Activity Fee' 2 with a value of:

*Fee per
prescription p

90

127

Endorsements
required by
contractors

NIL

NIL

" The single activity fee includes a contribution for provision of auxiliary aids for people eligible under the
Equality Act 2010.

2 Pharmacists undertaking repeat dispensing should undertake appropriate training which includes successful
completion of the Centre for Pharmacy Postgraduate Education’s NHS repeat dispensing ‘focal point’
programme.

2. ADDITIONAL FEES:

UNLICENSED MEDICINES
Preparations manufactured under a MHRA specials licence or
sourced under a MHRA importers licence

Preparations prepared under the Section 10 exemption from the
Medicines Act 1968

APPLIANCES

Elastic Hosiery (Compression Hosiery) requiring measurement
and endorsed "measured and fitted"

Trusses requiring measurement and endorsed "measured and
fitted"

Para stomal garments (belts and girdles) where size is not
indicated in the Drug Tariff requiring measurement and endorsed
“measured and fitted”

Home delivery of Part IXA qualifying items> (excluding catheter
kits and intermittent self-catheters), Part IXB and Part IXC
Home delivery of catheter kits and intermittent self-catheters

SERIOUS SHORTAGE PROTOCOL

2000

2000

260

260

260

340

930

535

SP

ED

MF
MF

MF

NIL

NIL

See Clause 9,
Part 11

3 Part IXA (qualifying items) include: catheters (urinary and urethral), laryngectomy and tracheostomy, catheter
accessories, catheter maintenance solutions, anal irrigation system, vacuum pumps and constrictor rings for
erectile dysfunction, and wound drainage pouches.
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PROFESSIONAL FEES (PHARMACY CONTRACTORS)
See Part |, Clause 5B 1 (ii) (page 7)
Fee per Endorsements
prescription p required by
contractors
D.  All prescriptions for oral liquid methadone attract a payment 250 NIL
E.  Where the quantity dispensed to the patient for a prescription 55 PD(n)*
for oral liquid methadone covers more than one dose and the
contractor has packaged each dose separately
F. Where the prescription is for a Controlled Drug in Schedule 2 or
3 of the Misuse of Drugs Regulations 2001
Schedule 2 drug 128 NIL
Schedule 3 drug 43 NIL

G. Expensive Prescription Fee

A fee equivalent to 2% of the net ingredient cost will be payable on all prescriptions over £100.

Note - Expensive Prescription Fee is not included in calculation of ESPS payments

*n=number of doses packaged separately minus the number of times the contractor has dispensed the
medicine to the patient**. Where a numeric value is not provided, the contractor will be paid one fee. If the
number of occasions when the medicine is dispensed equals the number of doses that have been

packaged separately, this fee is not payable.

** an interaction with the patient where oral liquid methadone has been supplied.
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10/2023 Part 111B
SCALE OF FEES (APPLIANCE CONTRACTORS)
See Part |, Clause 5B 2(iii) (page 9)
*Fee per Endorsements
prescription p required by
contractors
* Endorsements under this heading apply only to claims for the appropriate professional fee. The

endorsement codes to be used are:

MF= Measured and Fitted

Further endorsement may be necessary for other purposes eg Part Il “CLAUSE 8 BASIC PRICE,

“CLAUSE 9 ENDORSEMENT REQUIREMENTS”

1. ALL PRESCRIPTIONS attract a Professional Fee with a value of:
2. ADDITIONAL FEES:
A.  APPLIANCES

(a) Elastic Hosiery (Compression Hosiery)requiring
measurement and endorsed "measured and fitted"

(b)  Trusses requiring measurement and endorsed "measured
and fitted"

(c) Para stomal garments (belts and girdles) where size is not

indicated in the Drug Tariff requiring measurement and
endorsed “measured and fitted”

(d)  Home delivery of Part IXA qualifying items’ (excluding
catheter kits and intermittent self-catheters), Part IXB and Part
IXC

(e) Home delivery of catheter kits and intermittent self-catheters

B. Expensive Prescription Fee

90

260

260

260

340

930

NIL

MF

MF

MF

NIL

NIL

Afee equivalent to 2% of the net ingredient cost will be payable on all prescriptions over £100.

"Part IXA (qualifying items) include: catheters (urinary and urethral), laryngectomy and tracheostomy, catheter
accessories, catheter maintenance solutions, anal irrigation system, vacuum pumps and constrictor rings for

erectile dysfunction, and wound drainage pouches.
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10/2023 Part IV
CONSUMABLES AND CONTAINERS

See Part | Clause 5B 1 (iii)

1. APharmacy Contractor shall supply in a suitable container any drug which he is required to supply under
Part Il of Schedule 2 to the Regulations.

Capsules, tablets, pills, pulvules etc shall be supplied in airtight containers of glass, aluminium or rigid
plastics; card containers may be used only for foil/strip packed tablets etc.
For ointments, creams, pastes, card containers shall not be used

Eye, ear and nasal drops shall be supplied in dropper bottles, or with a separate dropper where appropriate.

2. Payment for consumables used when dispensing is at the average rate of 1.24p per prescription for every
prescription (except an oxygen prescription) supplied by contractors.

This payment includes

. Provision for supply of either a 5ml plastic measuring spoon (which shall comply with BS 3221:Part
6:1987), or a 1ml, 5ml or 10ml plastic oral syringe measure with every oral liquid medicine, except
where the manufacturer’s pack includes one. Plastic oral syringe measures must be clearly
labelled ‘oral’ and/or ‘enteral’ in a large font size, comply with appropriate British or European
Standards (BS 3221:Part 7:1995 or an equivalent European Standard for the 5ml syringe) and be
wrapped together with a bottle adaptor and instructions. Choice of whether a spoon or syringe (and
its size) is supplied will depend on the nature of the medication regime.

« In very exceptional circumstances, or where specifically requested by the prescriber, dilution may still
take place. The prescription should be endorsed accordingly.

. Provision for supply of a dropper bottle or separate dropper with every prescription for a medicine
which is for administration to or via the ear, eye or nose, or a vaginal applicator with every
prescription for contraceptive gel or cream, except where the manufacturer’s pack includes one.

3. Payment for containers will be at the rate of 10p for every prescription (except special containers) supplied
where the quantity ordered is outside of the pack size (or a multiple of the pack size) for products:

« Listed in Part VIIIA of the Tariff.

*  Notlisted in Part VIIIA of the Tariff, the pack size published by the manufacturer, wholesaler or supplier
is endorsed by or on behalf of the contractor.

*  Where the pack size is unknown by the Pricing Authority, the pack size endorsed by the contractor.

For contractors who have dispensed any drug except for oral liquid methadone against an FP10MDA
prescription form, as a temporary measure, for prescriptions dispensed from April 2013, this payment will
be made once per instalment ie per dispensing to the patient, regardless of whether the quantity ordered
per dispensing was available as a listed pack size. For oral liquid methadone, this payment will only be
made where the total volume prescribed is outside a pack size listed in Part VIIIA Drug Tariff listed pack (or
a multiple of).

4. Payment for consumables and containers is payable to pharmacy contractors only.
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10/2023 Part V
DEDUCTION SCALE (PHARMACY CONTRACTORS)

See Part | Clause 5B 1 (i)(b) (page 7)

Information for England only
From October 2022, the discount deduction applied to pharmacy contractors monthly total of reimbursement
prices will be transitioning to new arrangements.

Under the new arrangements, which will be fully in place by January 2024, there will be three product groups
each with their own deduction rates which will be applied to monthly reimbursement prices of the products in that
group, as set out in the table below:

Table 1: Deduction rates

Group Name Inclusion criteria Deduction rate
Appliances Part IX of the Drug Tariff 9.85%
. Category A of Part VIIIA of the Drug Tariff
Generics 20%**

Category M of Part VIIIA of the Drug Tariff
Products not classified as an appliance
or

Brands* Products not classified as being listed in 5%
Categories A or M of Part VIIIA of the Drug Tariff]

* This means that the brands deduction rate will apply to some products that might in other circumstances be
considered to be generic medicines, or in any event would not be considered to be branded medicines.

** From October 2022 to March 2023, the generics deduction rate was 17.52%.

The percentages in the table above will not apply to any product in ‘Part Il Drugs for which discount is not
deducted’.

From October 2022, there will be a transition from the current arrangements to the new flat deduction rates for
all three groups. Every quarter between October 2022 to January 2024, the deduction will move more towards
the new rates with a variable weighting of the old rate and the new rates being applied as set out below. This
timetable will be kept under review.

Table 2: Transition period

Time Period Old rate weighting New rate weighting
October 2022 - December 2022 85% 15%
January 2023 - March 2023 70% 30%
April 2023 - June 2023 50% 50%
July 2023 - September 2023 30% 70%
October 2023 - December 2023 15% 85%

During the transition, two calculations will be made, the discount at the old rate will be calculated according to
Table 3 below, using the monthly total of reimbursement prices to establish the rate that should be applied, and
the new rate will be calculated in accordance with the rates as set out in Table 1. The weighting during each
quarter will be a varying proportion of the old and new rate as outlined above in Table 2.

From January 2024, the transition period will be complete, and contractors discount will be calculated solely
using the new three flat rates.
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Part V

DEDUCTION SCALE (PHARMACY CONTRACTORS)

Table 3: Discount arrangements up to September 2022 (and also applicable during the transition period between
October 2022 — December 2023)

Monthly Total Deduction Monthly Total Deduction Monthly Total Deduction
of Prices £ Rate % of Prices £ Rate % of Prices £ Rate %
From To From To From To

1 125 5.63 5626 5750 6.42 11251 11375 7.20
126 250 5.65 5751 5875 6.43 11376 11500 7.22
251 375 5.66 5876 6000 6.45 11501 11625 7.24
376 500 5.68 6001 6125 6.47 11626 11750 7.26
501 625 5.70 6126 6250 6.49 11751 11875 7.27
626 750 5.72 6251 6375 6.50 11876 12000 7.29
751 875 5.73 6376 6500 6.52 12001 12125 7.31
876 1000 5.75 6501 6625 6.54 12126 12250 7.33

1001 1125 5.77 6626 6750 6.56 12251 12375 7.34
1126 1250 5.79 6751 6875 6.57 12376 12500 7.36
1251 1375 5.80 6876 7000 6.59 12501 12625 7.38
1376 1500 5.82 7001 7125 6.61 12626 12750 7.40
1501 1625 5.84 7126 7250 6.63 12751 12875 7.41
1626 1750 5.86 7251 7375 6.64 12876 13000 7.43
1751 1875 5.87 7376 7500 6.66 13001 13125 7.45
1876 2000 5.89 7501 7625 6.68 13126 13250 7.47
2001 2125 5.91 7626 7750 6.70 13251 13375 7.48
2126 2250 5.93 7751 7875 6.71 13376 13500 7.50
2251 2375 5.94 7876 8000 6.73 13501 13625 7.52
2376 2500 5.96 8001 8125 6.75 13626 13750 7.54
2501 2625 5.98 8126 8250 6.77 13751 13875 7.55
2626 2750 6.00 8251 8375 6.78 13876 14000 7.57
2751 2875 6.01 8376 8500 6.80 14001 14125 7.59
2876 3000 6.03 8501 8625 6.82 14126 14250 7.61
3001 3125 6.05 8626 8750 6.84 14251 14375 7.62
3126 3250 6.07 8751 8875 6.85 14376 14500 7.64
3251 3375 6.08 8876 9000 6.87 14501 14625 7.66
3376 3500 6.10 9001 9125 6.89 14626 14750 7.68
3501 3625 6.12 9126 9250 6.91 14751 14875 7.69
3626 3750 6.14 9251 9375 6.92 14876 15000 7.71
3751 3875 6.15 9376 9500 6.94 15001 15125 7.73
3876 4000 6.17 9501 9625 6.96 15126 15250 7.75
4001 4125 6.19 9626 9750 6.98 15251 15375 7.76
4126 4250 6.21 9751 9875 6.99 15376 15500 7.78
4251 4375 6.22 9876 10000 7.01 15501 15625 7.80
4376 4500 6.24 10001 10125 7.03 15626 15750 7.82
4501 4625 6.26 10126 10250 7.05 15751 15875 7.83
4626 4750 6.28 10251 10375 7.06 15876 16000 7.85
4751 4875 6.29 10376 10500 7.08 16001 16125 7.87
4876 5000 6.31 10501 10625 7.10 16126 16250 7.89
5001 5125 6.33 10626 10750 7.12 16251 16375 7.90
5126 5250 6.35 10751 10875 713 16376 16500 7.92
5251 5375 6.36 10876 11000 7.15 16501 16625 7.94
5376 5500 6.38 11001 11125 717 16626 16750 7.96
5501 5625 6.40 11126 11250 7.19 16751 16875 7.97
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DEDUCTION SCALE (PHARMACY CONTRACTORS)

Monthly Total Deduction Monthly Total Deduction Monthly Total Deduction
of Prices £ Rate % of Prices £ Rate % of Prices £ Rate %
From To From To From To

16876 17000 7.99 23001 23125 8.85 40501 41000 9.61

17001 17125 8.01 23126 23375 8.88 41001 41750 9.62

17126 17250 8.03 23376 23625 8.92 41751 42250 9.63

17251 17375 8.04 23626 24000 8.97 42251 43000 9.64

17376 17500 8.06 24001 24250 9.01 43001 43750 9.65

17501 17625 8.08 24251 24625 9.06 43751 44250 9.66

17626 17750 8.10 24626 24875 9.09 44251 45000 9.67

17751 17875 8.11 24876 25250 9.15 45001 45500 9.68

17876 18000 8.13 25251 25500 9.18 45501 46250 9.69

18001 18125 8.15 25501 25875 9.23 46251 46750 9.70

18126 18250 8.17 25876 26125 9.27 46751 47500 9.71

18251 18375 8.18 26126 26375 9.30 47501 48250 9.72

18376 18500 8.20 26376 26750 9.36 48251 48750 9.73

18501 18625 8.22 26751 27000 9.39 48751 49500 9.74

18626 18750 8.24 27001 27375 9.40 49501 50000 9.75

18751 18875 8.25 27376 27625 9.41 50001 50750 9.76

18876 19000 8.27 27626 28000 9.41 50751 51250 9.77

19001 19125 8.29 28001 28250 9.41 51251 52000 9.78

19126 19250 8.31 28251 28625 9.42 52001 52750 9.79

19251 19375 8.32 28626 28875 9.42 52751 53250 9.80

19376 19500 8.34 28876 29250 9.43 53251 54000 9.81

19501 19625 8.36 29251 29500 9.43 54001 54500 9.81

19626 19750 8.38 29501 29875 9.44 54501 55250 9.83

19751 19875 8.39 29876 30125 9.44 55251 55750 9.83

19876 20000 8.41 30126 30500 9.45 55751 56500 9.85

20001 20125 8.43 30501 30750 9.45 56501 57250 9.86

20126 20250 8.45 30751 31125 9.46 57251 57750 9.86

20251 20375 8.46 31126 31375 9.46 57751 58500 9.88

20376 20500 8.48 31376 31750 9.47 58501 59000 9.88

20501 20625 8.50 31751 32000 9.47 59001 59750 9.89

20626 20750 8.52 32001 32375 9.48 59751 60250 9.90

20751 20875 8.53 32376 32625 9.48 60251 61000 9.91

20876 21000 8.55 32626 32875 9.49 61001 61750 9.93

21001 21125 8.57 32876 33250 9.49 61751 62250 9.93

21126 21250 8.59 33251 33500 9.49 62251 63000 9.94

21251 21375 8.60 33501 33875 9.50 63001 63500 9.95

21376 21500 8.62 33876 34125 9.50 63501 64250 9.96

21501 21625 8.64 34126 34500 9.51 64251 64750 9.97

21626 21750 8.66 34501 34750 9.51 64751 65500 9.98

21751 21875 8.67 34751 35125 9.52 65501 66250 9.99

21876 22000 8.69 35126 35375 9.52 66251 66750 10.00

22001 22125 8.71 35376 36000 9.53 66751 67500 10.01

22126 22250 8.73 36001 36500 9.54 67501 68000 10.02

22251 22375 8.74 36501 37250 9.55 68001 68750 10.03

22376 22500 8.76 37251 37750 9.56 68751 69250 10.04

22501 22625 8.78 37751 38500 9.57 69251 70000 10.05

22626 22750 8.80 38501 39250 9.58 70001 70750 10.06

22751 22875 8.81 39251 39750 9.59 70751 71250 10.07

22876 23000 8.83 39751 40500 9.60 71251 72000 10.08
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Monthly Total Deduction Monthly Total Deduction Monthly Total Deduction
of Prices £ Rate % of Prices £ Rate % of Prices £ Rate %
From To From To From To

72001 72500 10.09 101501 102000 10.54 127001 127500 10.93

72501 73250 10.10 102001 102750 10.55 127501 128000 10.93

73251 73750 10.11 102751 103250 10.56 128001 128500 10.94

73751 74500 10.12 103251 103750 10.57 128501 129000 10.95

74501 75250 10.13 103751 104250 10.57 129001 129500 10.96

75251 75750 10.14 104251 104750 10.58 129501 130000 10.97

75751 76500 10.15 104751 105250 10.59 130001 130500 10.97

76501 77000 10.16 105251 105750 10.60 130501 131000 10.98

77001 77750 10.17 105751 106250 10.60 131001 131500 10.99

77751 78250 10.18 106251 106750 10.61 131501 132000 11.00

78251 79000 10.19 106751 107250 10.62 132001 132500 11.00

79001 79750 10.20 107251 107750 10.63 132501 133000 11.01

79751 80250 10.21 107751 108250 10.63 133001 133500 11.02

80251 81000 10.22 108251 108750 10.64 133501 134000 11.03

81001 81500 10.23 108751 109250 10.65 134001 134750 11.04

81501 82250 10.24 109251 109750 10.66 134751 135250 11.05

82251 82750 10.25 109751 110500 10.67 135251 135750 11.05

82751 83500 10.26 110501 111000 10.68 135751 136250 11.06

83501 84250 10.27 111001 111500 10.68 136251 136750 11.07

84251 84750 10.28 111501 112000 10.69 136751 137250 11.08

84751 85500 10.29 112001 112500 10.70 137251 137750 11.08

85501 86000 10.29 112501 113000 10.71 137751 138250 11.09

86001 86750 10.31 113001 113500 10.71 138251 138750 11.10

86751 87250 10.31 113501 114000 10.72 138751 139250 11.11

87251 88000 10.33 114001 114500 10.73 139251 139750 1.1

88001 88750 10.34 114501 115000 10.74 139751 140250 11.12

88751 89250 10.34 115001 115500 10.74 140251 140750 11.13

89251 90000 10.36 115501 116000 10.75 140751 141250 11.14

90001 90500 10.36 116001 116500 10.76 141251 141750 11.14

90501 91250 10.37 116501 117000 10.77 141751 142500 11.16

91251 91750 10.38 117001 117500 10.77 142501 143000 11.16

91751 92500 10.39 117501 118000 10.78 143001 143500 11.17

92501 93250 10.41 118001 118750 10.79 143501 144000 11.18

93251 93750 10.41 118751 119250 10.80 144001 144500 11.19

93751 94500 10.42 119251 119750 10.81 144501 145000 11.19

94501 95000 10.43 119751 120250 10.82 145001 145500 11.20

95001 95500 10.44 120251 120750 10.82 145501 146000 11.21

95501 96000 10.45 120751 121250 10.83 146001 146500 11.22

96001 96500 10.45 121251 121750 10.84 146501 147000 11.22

96501 97000 10.46 121751 122250 10.85 147001 147500 11.23

97001 97500 10.47 122251 122750 10.85 147501 148000 11.24

97501 98000 10.48 122751 123250 10.86 148001 149000 11.25

98001 98500 10.49 123251 123750 10.87 149001 150000 11.27

98501 99000 10.49 123751 124250 10.88 150001 160000 11.42

99001 99500 10.50 124251 124750 10.89 160001 | & above 11.50

99501 100000 10.51 124751 125250 10.89

100001 100500 10.52 125251 125750 10.90
100501 101000 10.52 125751 126500 10.91
101001 101500 10.53 126501 127000 10.92
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Establishment Payments
Wales only

1.1 An Establishment Payment of £12,500 is payable to pharmacy contractors.

1.2 The Establishment Payment will be paid monthly, calculated as 1/12! of the payment.

Practice Payments

Wales only
21 All pharmacy contractors in Wales only will receive a Practice Payment from 1 April 2005.
2.2 Practice Payments from 1 April 2023, which includes a contribution for provision of auxiliary
aids for people eligible under the Equality Act 2010 (EA) and, will be as set out in the table
below:
Number of items per Practice Payment from Contribution in practice payment
month 1 April 2023 for EA from 1 April 2023
Up to 1,099 £600 £600
1,100 - 1,499 £5,480 £1,200
1,500 - 2,499 £7,656 £1,500
2,500+ 31.2p per item 6.6p per item
2.3 Practice payments will be paid monthly, calculated, subject to 2.2, as a proportion of the
payment according to the number of months covered, on the basis of the number of
prescription items submitted, and reimbursed by the Pricing Authority, in the relevant month.
24 From 1 October 2005, in order to receive the full Practice Payment pharmacy contractors

must have, and must have declared to the Pricing Authority on the appropriate claim form for
the relevant month minimum dispensing staff levels as set out in the table below:

Number of items per month Minimum dispensing staff level
(Hours per week)*

2,000 - 3,499 40 hours
3,500 - 4,999 56 hours
5,000 - 6,499 75 hours
6,500 - 7,999 94 hours
8,000 - 9,499 112 hours
9,500 - 10,999 131 hours

11,000** 150 hours

* Dispensing staff include: a pharmacist; a non-practising pharmacist working as a dispenser;
a pre-registration trainee (only half of the pre-registration trainees hours should be counted
for this purpose) or an assistant trained to undertake the functions being performed. Where
a staff member has multiple roles, only the number of hours spent supporting the dispensing
process may be counted in the staffing declaration.

In determining the dispensing staff level to declare on the appropriate claim form the number
of hours should be rounded as follows:

0.5 or less round down to the nearest whole number of hours

Above 0.5 round up to the nearest whole number of hours.
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25

26

2.7

3.1

3.2

3.3

Phase 1
3.4

3.5

3.6

**Pharmacy contractors will be required to employ a staff member for an extra 19 hours per
week for each additional 1,500 items the pharmacy contractor dispensed per month above
11,000 items.

From 1 October 2005, where for any month a pharmacy contractor has declared to the Pricing
Authority dispensing staff levels lower than those set out in the table in 2.4 above, the Practice
Payment for the relevant month will be paid at the level that would be paid if the pharmacy
only dispensed the number of items at the lowest level in the band that corresponds in the
above table to its declared dispensing staff levels.

From 1 October 2005, where for any month a pharmacy contractor has not declared
dispensing staff levels to the Pricing Authority, the Practice Payment for the relevant month
will be paid at the minimum level.

Subject to 2.7.1 and 2.7.2, where total monthly payments in relation to prescriptions passed
for pricing for the period April to March are less than the amount which would have been paid
had the payment been calculated on the basis of the total of the relevant payments set out in
the table in 2.2, pharmacy contractors may make a claim for a top up payment to the relevant
LHB. They should submit, by 30 November, copies of WP34 statements for the relevant
period (April to March) as evidence of the total number of prescription items passed for pricing
during this period.

271 Where, in any month, Practice Payments were paid at a lower level because
minimum dispensing staff levels were not met, those months shall be disregarded (in
terms of both the number of items passed for pricing and the payments received)
when calculating the amount of any top up payment which may be payable.

272 Where, in any month, Practice Payments were paid at a lower level because a
pharmacy contractor did not declare dispensing staff levels, those months shall be
disregarded (in terms of both the number of items passed for pricing and the
payments received) when calculating the amount of any top up payment which may
be payable, unless the pharmacy contractor can satisfy the relevant LHB that their
dispensing staff levels were sufficient in respect of the table in 2.4 for the relevant
month.

IM&T Services and Allowances (Wales)

The NHS Wales Informatics Service (NWIS) sets and delivers the strategic direction and
corporate IM&T policy for Community Pharmacy in Wales.

There are parallel strategic developments within England and Wales in relation to the
technical architectures that underpin the ‘NHS Care Records Service’ (England) and the
‘Welsh GP Record’ (Wales).

However, differences in direction and pace of these respective programmes have meant that
Wales, via a national community pharmacy IM&T programme board of representative
stakeholders, has determined appropriate and comparable solutions, deliverable through a
pragmatic, phased approach.

- IT Infrastructure and Connectivity Services

In 2005/06, two allocations of £1,300 (ie a total of £2,600) were paid to all pharmacy
contractors included, at that time, in a pharmaceutical list maintained by a Local Health Board
in Wales. Pharmacy contractors were directed to ensure investment in systems to support the
Programme’s key objectives associated with Phase 1; specifically, that funding must be
targeted to ensure any investment in IT is “fit for purpose” and capable of running the latest
version of the pharmacy contractors’ PMR system. The allocations applied only to pharmacy
contractors included, at that time, in a pharmaceutical list maintained by a Local Health Board.

In addition, from 2007, a recurring ‘connectivity’ payment of £200pcm is included within the
Establishment Payment for all contractors capable of secure/managed access to the NHS
Wales network and its connectivity services, such as web eMail and HOWIS (Health of Wales
Information Services).

With effect from 30 September 2010 the recurring ‘connectivity’ payment of £200pcm,
include Phase 1 and Phase 2 services.
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Phase 2 - Release 1 -3

3.7

Phase 2 is being addressed as three ‘Releases’, consisting of:

Release
Number

Service/System

Available Date

Maximum Deployment
Timescale

1

NHS Wales-compliant Email service (ENAS-
Electronic NHS Alerts Service)

1 April 2010

30 September 2010

ETP - 2D-Barcoded Prescription service

30 September 2010

30 September 2011

Electronic Transmission of Claims service

30 April 2017

31 March 2018

3.8

With effect from 31 March 2018 all Pharmacy Contractors are required to be compliant with
Phase 2 Releases 1,2 & 3.

From June 2019, compliance with phase 2, release 3 will be assessed against the percentage
of ETC claim messages submitted for qualifying prescription items. Qualifying items are
defined as those prescribed on a WP10 prescription containing a 2DRx barcode. In order to
retain the IM&T allowance, each contractor must submit ETC claim messages to meet the
following thresholds:

Date Qualifying items in monthly account

From 1 June 2019 40%

From 1 September 2019 55%

From 1 December 2019 70%

From 1 March 2020 80%

3.9

3.10

3.1

3.12

3.13

Pharmacy contractors will be given at least three months’ notice of their pharmacy IT system’s
capability to access each respective release of Phase 2. The following website shows the
current status for each of the accredited systems/suppliers for Wales and status of all the
Phase 2 Releases:

http://howis.wales.nhs.uk/wmss.

From April 2021, the Microsoft 365 NHS Wales email service will be the only NHS Wales-
compliant email service. To comply with Phase 2, release number 1, pharmacy contractors
must ensure that the Microsoft 365 NHS Wales email service is adopted by 1 April 2021.

Appropriate arrangements must be in place to require a pharmacist or pharmacy technician
to access their Microsoft 365 NHS Wales email daily, to deal appropriately and timeously with
communications concerning patient safety from the Welsh Ministers, the Medicines and
Healthcare products Regulatory Agency (MHRA) and NHS Wales communication issued via
the NHS Wales Electronic National Alert Service (ENAS).

The arrangements required by 3.10 should detail the actions required by pharmacy staff to
appropriately deal with all communications concerning patient safety, including keeping a
record of actions undertaken to implement and/or comply with the communication.
'Appropriately’ means that the Pharmacy Contractor has taken action to deal with the notice
and Pharmacy Contractors are expected to meet the notice deadline in order to be considered
to be acting in a 'timeously' manner, i.e. action is taken within the required timescale.

Pharmacy Contractors are required to inform the NHS-Shared Services Partnership-
Contractor Services division whenever: 1) they commence connectivity to their individual
premises, 2) have a change of system supplier, 3) have a change of accredited connectivity
provider. This advice must be submitted using the ETP1 or ETP2 Claim Form, as appropriate.

A pharmacy contractor must submit the appropriately completed ETP Monthly Allowance
Claim Form to NWIS not later than the last day of the first month that the premises can
demonstrate that it is able to operate the services in Phase 2 Releases 1, 2 & 3. This will
instigate receipt of the monthly allowance for that month and subsequent months. The
monthly recurring payment is subject to the pharmacy premises’ ongoing compliance with the
specified services and their terms. If at a later date a pharmacy premises becomes unable to
comply with the requirements of this part they must as soon as is practicable notify their LHB
and NWIS in writing of the date from which the pharmacy ceased to be compliant. The LHB
may then determine whether payment of the recurring connectivity payment should be
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stopped on a permanent basis or suspended for a month (or period specified by the LHB). On
resumption of the service, an updated ETP Monthly Allowance Claim Form should be
submitted and connectivity and compliance to the services will have to be demonstrated by
the pharmacy contractor.

3.14 LHBs may monitor and audit pharmacy contractor and individual premises compliance with
the services in Phase 2 Releases 1, 2 & 3. Where NHS Wales audit and monitoring identify
a pharmacy premises to be non compliant with the services in Phase 2 Releases 1, 2 & 3, and
where that non compliance is within the control of the pharmacy contractor, action may result
in the suspension of the recurring connectivity payment and NHS connectivity.

3.15 In 2007/08, to support the implementation requirements of Phase 2, an additional one-off
payment of £1,000 was paid to all pharmacy contractors included, at that time, in a
pharmaceutical list maintained by a LHB in Wales. The allocation applied only to pharmacy
contractors included, at that time, in a pharmaceutical list maintained by a LHB.

3.16 Failure to place an order for respective Releases of a NHS Wales compliant system or service
within three months following the maximum deployment date advised could result in the
£1,000 allowance also being reclaimed.

Further Information

3.17 These allowances and guidelines will be published in Part VIA of the Drug Tariff, the most
recent edition of which can be found online at: http://www.nhsbsa.nhs.uk/
PrescriptionServices/4940.aspx

3.18 Further supplementary guidance on procedures to support the implementation of forthcoming
developments will be provided, as appropriate.

4. Scheme to engage Community Pharmacy in a proportionate response to the emerging
pandemic Influenza infection (Wales only)

4.1 Pharmacy Contractors in Wales who engage in the delivery of arrangements to enable the
dispensing of antiviral medication from the national stockpile will receive the fee of £4 per item
of this stock dispensed. No other fees or allowances will be payable for or in respect of items
dispensed under this scheme.

4.2 This applies to stocks of antiviral medication delivered by LHBs to each community pharmacy
across Wales in a pandemic situation namely:

Oseltamivir (Tamiflu) all presentations
Oseltamivir Oral solution (NHS manufactured special) 15mg in 1ml
Zanamivir (Relenza)

4.3 Under the scheme GPs will write WP10 prescriptions for patients as outlined in the Chief
Medical Officers letter dated 2 July 2009 and community pharmacists will dispense these
prescriptions in accordance with the essential services element of their contract.

4.4 The prescriptions for this treatment will be processed in the usual way through the prescription
pricing system.

4.5 The £4 per item of stock dispensed fee has been agreed in collaboration with Community
Pharmacy Wales upon the principle that participation in the scheme should not afford the
pharmacy contractor any loss of income nor should participation afford an opportunity to profit
as a result of assisting in the delivery of services during a pandemic.

4.6 Fees and allowances as described above shall only be payable during an influenza pandemic
and subject to notification of pharmacy contractors by the Welsh Government.

4.7 In situations other than an influenza pandemic, where a pharmacy contractor dispenses
antiviral medication in accordance with the conditions described in Part XVIIIB, normal
remuneration and reimbursement mechanisms shall apply. Pharmacy contractors should not
normally dispense antiviral medication from the national stockpile other than in those
circumstances described above.

4.8 This provision applies to prescriptions dispensed on or after 1 December 2010.
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5.
5.1
5.2
5.3
6.

Transitional Payments (England only)

From 1 February 2023 the monthly Transitional Payment paid to pharmacy contractors has
been set at zero.

From 1 April 2023 pharmacy contractors who dispense 101 prescription items or more in any
month will receive a monthly Flat Fee payment of £533.

Contractors should note that the monthly amount of the Flat Fee may change over the course
of the year.

Reimbursement for PPE costs incurred within community pharmacy and dispensing appliance

contractors (DACs) during the Covid-19 pandemic response (England only)

Background

6.1

6.2

6.3

6.4

6.5

6.6

6.7

6.8

Community pharmacies continued to operate throughout the Covid-19 pandemic. Guidance
was issued on 19 March 2020 to advise on operating model changes to reduce the risk of
transmission https://generalpracticebulletin.cmail19.com/t/ViewEmail/d/
42D38571E307F65F2540EF23F30FEDED/07BD036C356575E57EEA1DAE6G16D4B3C

In April 2020, Public Health England (PHE) guidance on PPE for community pharmacy
recommended the sessional use of Type IIR fluid-resistant surgical face masks (FRSM) where
pharmacy staff are unable to maintain social distancing of 2 metres from patients (with
possible or confirmed Covid-19).

Community pharmacies were invited to sign-up to the PPE portal from 3 August 2020 as an
emergency supply route and then for all Covid-19 PPE requirements from 21 September
2020.

Claims process

Claims must be submitted through the MYS portal (with the exception of central claims made
for pharmacies with six or more branches), for PPE purchased between 27 February 2020
and 31 December 2020 for use in the delivery of NHS pharmaceutical services up to 31 March
2021, as a result of Covid-19 infection control guidance. All claims must be submitted by 12
February 2021.

Pharmacies with six or more branches may make a single central claim that must be
submitted by email to pharmacysupport@nhsbsa.nhs.uk. However, this must be supported
by appropriate evidence, using the assigned spreadsheet to show what PPE was sent to each
branch together with a cumulative total. This is being allowed on an exceptional basis because
this claiming process is being implemented retrospectively. Had pharmacies known about this
claims process at the time they may have established their accounting systems differently.

The items that can be claimed are aprons, gloves, Type IIR masks and hand sanitiser.
Between 27 February 2020 and 30 June 2020 any protective equipment used in substitution
of unavailable items can be covered under standard claims. This includes visors. Where the
standard claims amount does not cover the costs for standard protection, an exceptional claim
should be made.

Each pharmacy will be able to make claims under two categories:

- standard claims — set at a banded rate to cover standard PPE use from 27 February
2020 to 31 October 2020. However, this would not apply to pharmacies that were
open for less than 90% of the time period, or that changed ownership during this
time.

- exceptional claims — to cover any PPE purchased between 27 February 2020 and
31 October 2020 in excess of the standard claim value and to be used up to 31
March 2021 and/or any PPE purchased from 1 November 2020 to 31 December
2020 and to be used up to 31 March 2021. Any pharmacies that were open for less
than 90% of the time period from 27 February 2020 to 31 October 2020 or that
changed ownership during this time period will also need to claim their actual costs
via the exceptional claim route.

Distance selling pharmacies and dispensing appliance contractors will be eligible to claim the
standard payment based on their dispensing volumes in the same way as bricks and mortar
pharmacies. They will also be eligible to make an exceptional claim.
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6.9

6.10

6.1

Standard claim criteria

Standard claims must meet the following criteria:

a
b

They must relate to costs incurred between 27 February 2020 and 31 October 2020;
They must require the contractor to declare that -

(i) their claim relates to PPE purchased for use in delivery of NHS pharmaceutical
services and in accordance with PHE guidance,

(i) they were open for at least 90% of the period in question (under their current ODS
code), and

(iii) whether they opened for more than 60 hours per week on average over the period;
and

They will be paid at the claim amounts per Table 1. These amounts allow for:

(i) Sessional use of masks for dispensing plus an allowance for clinical services,
excluding flu vaccinations (covered under sessional use) at £30 per box of 50 masks
(£0.60 per mask), and

(i) One box of gloves per month for all pharmacies, one roll of aprons for February —
October and hand hygiene for February — October.

Table 1. Standard claim bands

Band Number of items per month [Standard Standard
claim, <=60 |claim, >60
opening opening
hours hours

1 0 100 £830 £1,650

2 101 2,500 £830 £1,650

3 2,501 5,000 £1,030 £1,850

4 5,001 12,500 £1,640 £2,460

5 12,501 19,167 £2,490 £3,310

6 19,168 £3,240 £4,060

Exceptional claims criteria

Exceptional claims must meet the following criteria:

a

they must relate to expenditure incurred during the period from 27 February 2020 to 31
October 2020 only where expenditure is in excess of the standard claim value or where
the contractor has not been open for the requisite 90% of the period or has changed
ownership;

they must be for expenditure with an invoice date up to and including 31 December 2020
and for PPE to be used up to 31 March 2021;

where they relate to expenditure incurred from 1 November 2020 to 31 December 2020,
the contractor will be required to declare that they did not receive duplicative PPE from
the portal during the same period;

contractors must confirm that they have documentation to evidence the value of their
combined standard and exceptional claims and can make this documentation available
on request; and

where they relate to PPE that is outside the standard list (aprons, gloves, Type IIR masks
and hand sanitiser) the contractor must be able to evidence the need for that PPE if
requested to do so. This evidence may take the form of a staff risk assessment or similar.

We intend to review the exceptional claims prior to payment on a sample/risk basis including
checks of proof of purchase documentation, and, by exception, a clinical review of the
appropriateness of the claim.
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6.12

6.13

Additional Information

Where contractors have monthly dispensing volumes that apply to multiple claim bands, the
mode average will be used to calculate payment. Where there are two modes, the higher
claim band will be used.

Contractors whose exceptional claims were wholly or partly rejected may request a review of
the payment by the Department of Health and Social Care.

A contractor may request a review if:
« they wish to question how the criteria in paragraphs 6.10 or 6.11 were applied.
* intheir view an error was made in the handling of their claim.

The Department of Health and Social Care will have access to the evidence previously
supplied to the NHSBSA to support the exceptional claims criteria above. If available,
contractors may also supply additional information to support their claim. Please note
however, that new or increased claims will not be accepted. Contractors may be contacted
directly by a DHSC or NHSBSA official to discuss their claim in person and if the contractor
wishes, a Community Pharmacy England representative or official may also be asked to
participate in the discussions.

All requests for review must be submitted to pharmacysupport@nhsbsa.nhs.uk by no later
than 30 September 2021 and should include ‘PPE’ in the email subject.

7. NHS Discharge Medicine Service (England only)

71

7.2

7.3

7.4

Pharmacy contractors will receive an upfront payment of £400 to support initial costs incurred
in setting up the NHS Discharge Medicine Service (DMS) (including the development of
Standard Operating Procedures and training and assessment of competence). Any pharmacy
on the pharmaceutical list on 1 February 2021 will automatically receive this payment on 1
April 2021, and this payment will be itemised in the Schedule of Payments. Any new
pharmacies opening after 1 February 2021 but before the end of the 2021/22 financial year
(this excludes contractors changing ownership, merging or relocating) will automatically be
itemised in the next applicable Schedule of Payments.

From 15 February 2021 pharmacy contractors will receive a fee of £35 for each completed
NHS DMS (i.e. stages 1 to 3 have been completed as set out in paragraph 7.3 below). The
payment must be claimed via the Manage Your Service (MYS) portal no later than the 5th day
of the month following that in which the NHS DMS was completed. That claim must be made
by somebody who is or is acting under the responsibility of a registered pharmacist or
pharmacy technician, who is responsible for maintaining the confidentiality of any personal
data concerning health that is submitted as part of the claim.

On the rare occasion (see paragraph 7.4) that a pharmacy contractor might not be able to
complete the NHS DMS in full, the contractor will be able to claim the following fees for the
stages of the NHS DMS that have been completed (n.b. details on the action required by
pharmacy contractors at each stage of the NHS DMS are provided in Chapter 8 of Guidance
on the NHS (Charges and Pharmaceutical and Local Pharmaceutical Services) (Amendment)
Regulations 2020):

« Stage1-£12
« Stage2-£11
« Stage 3-£12

The claim for the stages of the DMS completed by the contractor must be made via the MYS
portal no later than the 5th day of the month following that in which the final stage that the
contractor was able to undertake was completed. Where a contractor has completed some of
the stages of the NHS DMS, but not all the stages of the NHS DMS that they intend to
complete, they should not yet make a claim. When a contractor does claim payment for all of
the stages they provided, but not for a completed DMS referral, as part of the claim the
contractor must provide one of the following reasons as to why the NHS DMS service was not
provided in full to the patient. A claim for part completion of the NHS DMS may only be made
where one of the reasons set out below applies:
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Patient uncontactable or withdraws consent following completion of Stage 1:
Where stage 1 of the service has been delivered but the patient withdraws consent to
receive the service or the first prescription post-discharge is not received by the
community pharmacy to complete stage 2 of the service and no contact is made by the
patient, reasonable attempts must be made by the community pharmacy to contact the
patient using the contact details set out in the referral. In this scenario, it is also possible
that the patient has been re-admitted to hospital, has been admitted to a care home or
has died. Where the community pharmacy is unable to reach the patient (or the patient
has been readmitted to hospital or admitted to a care home) the community pharmacy
should share any findings of concern from stage 1 of the service with the patient’s general
practice before claiming payment for all of the stages they provided.

Patient moves community pharmacy after stage 1 of the service has been
provided:

The situation may occur where stage 1 of the service has been delivered by a community
pharmacy and that community pharmacy subsequently finds out that the patient wishes
to use a different community pharmacy for the provision of the service. Before claiming
payment for all of the stages they provided, the first community pharmacy should contact
the second community pharmacy and offer to send them via a secure electronic message
(e.g. to the community pharmacy’s premises specific NHSmail account) the referral
information received from the NHS trust and any relevant information and/or findings
identified during stage 1 of the service. In these circumstances, the second pharmacy
should also only claim payment for the stages they provided, as they will not have
provided all the complete service.

Patient uncontactable or withdraws consent after completion of stage 1 and stage
2.

Where stage 1 and stage 2 of the service is provided by the community pharmacy, but
the patient withdraws consent to receive the service or the community pharmacy is
unable to contact the patient to complete stage 3 of the service, reasonable attempts
must be made by the community pharmacy to contact the patient using the contact details
set out in the referral. Where the community pharmacy is unable to reach the patient, they
should share any findings of concern from stage 1 and 2 of the service with the patient’s
general practice before claiming payment for all of the stages they provided.

Temporary community pharmacy closures mean the complete service cannot be
provided:

Where a temporary community pharmacy closure of one week or more means that a
community pharmacy cannot provide the service, reasonable attempts must be made by
the community pharmacy to contact the patient using the contact details set out in the
referral. The community pharmacy should inform the patient of the situation and identify
another pharmacy to refer the patient on to for completion of the service. In these
circumstances, the community pharmacy should contact the identified community
pharmacy and offer to share via secure electronic message (e.g. to the community
pharmacy’s premises specific NHSmail account) the referral information received from
the NHS trust and any relevant information and/or findings identified during stage 1 or
stage 2 of the service if already provided. In this scenario, both community pharmacies
should only claim payment for all of the stages they provided as they will not have
provided the full service.

8. Reimbursement of Covid-19 costs incurred by pharmacy contractors between 1 March 2020 and
31 March 2021 and recovery of the uplift to the advance payments received between 1 April 2020
and 1 July 2020 (England only)

8.1

8.2

8.3

Pharmacy contractors can claim for specific categories of Covid-19 related costs incurred
between 1 March 2020 and 31 March 2021 in delivery of NHS pharmaceutical services.

Payments will be made on 1 October providing pharmacy contractors submit their claims as
per paragraphs 8.4 and 8.5, subject to the arrangements for reviews and appeals in paragraph
8.10.

The uplift to the advance payments received between 1 April 2020 and 1 July 2020 (see Part
1, Clause 5C paragraph 3 for detail) will be recovered as part of the monthly reconciliation from
1 October 2021 to 1 March 2022 in six equal parts. In cases of a change of ownership, the
recovered payments will reflect the advance payments received by the previous owner, where
the pharmacy F-code has been retained by the current owner.
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8.4

Where there has been a change of ownership of a pharmacy after 15 August 2021, and the

current owner of that pharmacy has a different pharmacy F-code as a result of that change
but is, for the assessment of tax purposes, an associated company of the previous owner (for
example, because the company that is current owner is under the control of the same person
or persons as the company that was the previous owner), the recovered payments from the
current owner will also reflect the advance payments received by the previous owner. If there
is no such connection but the Secretary of State is nevertheless satisfied, from the
surrounding circumstances, where ownership has changed after 15 August 2021, that the
current owner could have retained the pharmacy F-code of the previous owner but has
changed it wholly or partly in order to avoid liability for re-payment of the advance payments
that the previous owner received, the Secretary of State may determine that current owner will
be liable for the recovered payments that the current owner would have been liable for, had
the current owner retained the pharmacy F-code of the pharmacy. The Secretary of State will
determine such cases on referral from the NHSBSA and may ask the current and/or the
previous owner to supply evidence and/or make written representations before making his

determination.

Claims process for Covid-19 related costs of the four specified categories

8.5

completing and returning the claim form.

8.6

to evidence claims at company level.

8.7

Table 1. Categories of Covid-19 costs that can be claimed for

All claims must be submitted to the NHSBSA between 5 July and 15 August 2021 by
Pharmacies with two or more branches may make a single claim and provide documentation

There are four categories of costs that can be claimed for. These are set out in table 1.

Category of costs

Includes

Excludes

Acceptable evidence

1 [Additional staff costs
due to Covid-19

- Additional staff costs
for backfilling staff that
were ill, shielding or
self-isolating due to
Covid-19

- Additional staff costs
to deal with the
increased demand in /
time needed for the
provision of NHS
pharmaceutical
services

- Additional staff costs
for regular (non-Covid-
19 related) absences

- Deferred annual
leave

- Staff costs for Bank
Holiday openings
(funded separately)

Includes:
- Invoices for locums

- Overtime paid for
staff

- Increased overall
staff bill compared to
previous years

2 |Costs for making
premises Covid-
secure

- Costs for Covid-19
related cleaning/
hygiene products

- Costs for messaging
and barriers

- Costs exceeding
£300 for adjusting
premises to support
social distancing

-PPE and hand
sanitiser (provided/
funded separately)

- Costs up to £300 for
adjusting premises to
support social
distancing (funded
separately)

Includes:
- Invoices/receipts
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IT and communication
costs to support
remote working and
virtual patient contact
due to Covid-19

- Hardware costs (e.g.
phones, laptops,
webcams)

- Software costs (e.g.
software licences)

Includes:
- Invoices/receipts

Additional evidence is
required to
demonstrate that the
costs are Covid-19
related, e.g. evidence
of spend in previous
years, justification that
these are additional
costs as a result of
Covid-19

Notified closures for
infection control
purposes (maximum
14 days)

- Notified closures for
infection control
purposes where all
staff had to self-isolate

- Notified closures for
infection control
purposes of
pharmacies in health
centres

- Closures not notified
to NHSE&I

- Closures not for the
purpose of infections
control

- Closures for
business reasons

- Closures exceeding
14 days

Contractors are asked
to specify the dates
and number of days
the pharmacy closed
following notification of
NHSE&I.

Following confirmation
from NHSE&I that the
contractor notified the
closure and that the
closure is in scope,

contractors will be paid
according to
paragraph 8.8d.

8.8

8.9
8.10

Each claim must -

(a) Confirm that it is for Covid-19 related costs in the four categories in table 1, incurred
between 1 March 2020 and 31 March 2021 for the delivery of NHS pharmaceutical
services.

(b) Specify the amount claimed in each category of costs (categories 1 to 3) and the
evidence available to support the claim.

(c) Confirm that the documentation to evidence the value of the claim will be made

available to the NHSBSA on request within 5 working days upon receiving a request
from the NHSBSA.

(d) Where a claim is made for closures agreed by NHSE&I, confirm that the closure was
agreed with NHSE&I, the period of the closure, the number of days the pharmacy
was closed and the name of the NHS authority that was notified of the closure. If
confirmed by NHSE& that the closure was notified and is in scope, contractors will
be paid their average daily fees in 2019/20 plus their average daily number of
dispensed items in 2019/20 multiplied by £0.77 to reflect medicine margin for each
day they were closed between 1 March 2020 and 31 March 2021 for a maximum of
14 days.

(e) Be submitted by 15 August 2021.
Claims that do not meet the criteria set out in paragraph 8.8 will be rejected.

Claims will be reviewed before or following payment. Where the evidence submitted does not
support the claim, the payment will either be reduced before it is made to the contractor or, if
payment has taken place, the over-payment will be recovered from the contractor’'s next
monthly payment. If a contractor does not agree with the reduction of their payment or the
recovery of the difference between the amount claimed and the amount paid, then they should
notify the NHSBSA that they want the amount of the claim that has not been assessed as
payable, or any part of that amount, to be the subject of an independent internal review within
30 days from the date or receipt of the letter from the NHSBSA setting out the review process.
A contractor should specify in the notification why they disagree with the amount of the claim
not payable, including why they believe that the evidence provided supports a higher claim
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8.1

and/or why they believe any rejected costs are in scope of the claims process. A contractor
may provide additional evidence to support the independent review. The independent review
will only look at the part of the claim that the contractor states is in dispute. The NHSBSA will
inform the contractor of the outcome of the independent review and will confirm the additional
amount of the claim payable following independent review. If following independent review, a
contractor still disagrees with the amount of the claim payable then they can appeal the
disputed amount to the Secretary of State under section 9(6) of the NHS Act 2006 within 30
days from the date of receipt of the letter from the NHSBSA informing the contractor of the
outcome of the independent review and setting out the appeal process.

Claims reviewed before payment in full will be made will include:

(a) Claims exceeding one third of annual NHS income in 2020/21 for contractors who
opened after March 2019 or an average of 2019/20 and 2020/21 income for
contractors who opened before March 2019;

(b) Claims where initial review identifies a risk of a potential error that could result in a
significant overpayment.

Partial payment to contractors whose claims fall under categories 8.11a and 8.11b will be
made to ensure the recovery of Covid-19 advance during the verification of these claims does
not unreasonably affect contractor’s cashflow.

Contractors will not automatically receive the amount they have claimed. Once the total
number of claims is in, HM Treasury will be asked to determine the funding envelope for the
claims. If the envelope is the same as the amount claimed, the claims will be paid in full. If
some form of capping mechanism proves necessary, then this will be set out in a Drug Tariff
determination that will be published in September.
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1. Infrastructure Payments

1.1

Appliance contractors who dispense a stated number of prescription items in any month will
receive an Infrastructure Payment from 1 April 2010.

1.2 Except where paragraph 1.4 applies the level of infrastructure payment will be as follows:
. within the first band, all Appliance Contractors will receive a fixed monthly payment
of £150.00; and
. in the remaining bands, Appliance Contractors will be paid a fee per each Part IXA,
Part IXB and Part IXC item dispensed in that month
Band identifier Number of Part IX prescription Infrastructure payment
items dispensed in one month
A 1-10 £150.00 fixed
B 11 - 1,000 £13.60 per item
C 1,001 - 35,000 £2.40 per item
D 35,000 + £2.30 per item
1.3 Infrastructure payment does not have to be claimed but will be paid automatically each month.
14 Appliance contractors who have been added to the pharmaceutical list following a successful

21

22

23

24

application which was granted after 1 July 2010 on the basis of the exemptions set out in
regulation 13 of the NHS (Pharmaceutical Services) Regulations 2005 will not receive any
infrastructure payment if they dispense less than 2,240 items in any month. If they dispense
2,240 items or more, they will receive £2.40 per item for items dispensed between 2,240-
35,000 and £2.30 per item for items dispensed above 35,000. Similar applications are not
possible under the NHS (Pharmaceutical Services) Regulations 2012.

Electronic Transmission of Prescriptions Allowances

The Electronic Prescription Service will be deployed in phases with two releases (Release 1
and Release 2) of ETP compliant pharmacy systems. Further details of service
implementation and deployment can be found at http://www.digital.nhs.uk.

In order to be able to use the Electronic Prescription Service appliance contractors will need
to have:

. an ETP compliant dispensing system accredited as such by NHS Digital (either
Release 1 or Release 2)

. appropriate network connectivity to be able to operate the Electronic Prescription
Service (details of connectivity arrangements for appliance contractors will be made
available by NHS Digital)

. staff operating the service who are registered users and have been issued with smart
cards and PIN numbers under the NHSCB's registration authority arrangements.

The release 1 allowance is paid only once, in relation to pharmaceutical services provided at
the same premises irrespective of any subsequent merger or sale; or where there has been
a relocation, there is no right to claim a further Release 1 allowance for the new relocated
premises

Afurther allowance of £1,000 will be paid linked to the appliance contractor deploying Release
2 of the Electronic Prescription Service. Payment will be automatically triggered, when an
appliance contractor submits a synthetic reimbursement endorsement message to NHS
Prescription Services. This synthetic reimbursement endorsement message must be
submitted to NHS Prescription Services by a date yet to be determined of which three months
notice will be given, in order for the allowance to be paid.
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25

26

27

3.1

3.2

3.3

34

3.5

3.6

The Release 2 allowance is paid only once, in relation to pharmaceutical services provided at
the same premises irrespective of any subsequent merger or sale; or where there has been
a relocation, there is no right to claim further Release 2 allowance for the new relocated
premises.

Subject to the conditions in 2.2, an appliance contractor who operates Release 1 or Release
2 of the service if an appropriate prescription is presented or requested, shall be entitled to an
ETP monthly allowance of £200 per calendar month from the NHSCB for each month that he
is able to operate the service.

A contractor must submit an ETP Monthly Allowance Claim Form (previously known as form
PPAETP1) to the NHSCB by the end of the first month that he is able to operate the service
to receive the monthly allowance for that month and subsequent months. If at a later date the
appliance contractor becomes unable to operate the Electronic Prescription Service, the
contractor must inform the NHSCB in writing immediately so that the NHSCB can determine
whether payment of the ETP monthly allowance should be stopped on a permanent basis or
suspended for a month (or other period as specified by the NHSCB). When the EPS service
is resumed, a completed ETP Monthly Allowance Claim Form will need to be resubmitted.

Electronic Transfer of Prescriptions (Wales)

The Electronic Transfer of Prescription (ETP) service for Wales will be deployed in phases
with two separate releases (Release 1, 2D Barcoded Prescriptions and Release 2, Electronic
Transmission of Claims) of ETP compliant pharmacy systems. Further details of service
implementation and deployment can be found at http://howis.wales.nhs.uk/wmss.

In order to be able to use the full Electronic Transfer of Prescription service, Dispensing
Appliance Contractors will need to have:

. an ETP compliant dispensing system, accredited as such by the NHS Wales (firstly
Release 1 and then Release 2)

. appropriate NHS Wales accredited network connectivity (details of which will be
made available to Dispensing Appliance Contractors by NHS Wales), to be able to
operate the full Electronic Transfer of Prescription service (specifically Release 2)

. designated staff to operate the service who are registered users and have been
notified to NHS Wales authorities.

Any Dispensing Appliance Contractors who have dispensed more than 1200 items in the 12
months preceding 1 April 2010 will be paid an allowance of £2,600 in their June 2010
payment. Payment will automatically be triggered and no claim form needs to be submitted.
If an Appliance Contractor dispenses less than 1200 items in the 12 months before 1 April
2010 or they open after 1 April 2010, if they are in a position to operate Release 1 of the
Electronic Transfer of Prescription service, they may claim the allowance of £2,600 by
submitting an ETP3 Claim Form to the NHS Wales Business Services Centre. Claims must
be made by 31 March 2011. After this date no further payments will be made in respect of
Release 1.

The Release 1 allowance is paid only once, in relation to pharmaceutical services provided at
the same premises irrespective of any subsequent merger or sale; or where there has been
relocation, there is no right to claim a further Release 1 allowance for the new relocated
Premises.

A further allowance of £1,000 will be paid linked to the Dispensing Appliance Contractor
deploying Release 2 of the Electronic Transfer of Prescription service. Payment will be
automatically triggered, when a Dispensing Appliance Contractor submits a synthetic
reimbursement endorsement message to NHS Wales Prescription Services Unit. This
synthetic reimbursement endorsement message must be submitted to NHS Wales
Prescription Services Unit by a date yet to be determined of which three months’ notice will
be given, in order for the allowance to be paid.

The Release 2 allowance is paid only once, in relation to pharmaceutical services provided at
the same premises irrespective of any subsequent merger or sale; or where there has been
a relocation, there is no right to claim further Release 2 allowance for the new relocated
premises.
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3.7

3.8

Subject to the conditions in 3.2, a Dispensing Appliance Contractor who operates Release 1
or Release 2 of the service if an appropriate prescription is presented, shall be entitled to an
ETP monthly allowance of £200 per calendar month from the LHB for each month that he is
able to operate the service.

A Dispensing Appliance Contractor must submit an ETP1 Claim Form to the NHS Wales
Business Service Centre by the end of the first month that he is able to operate the service to
receive the monthly allowance for that month and subsequent months. If at a later date the
Dispensing Appliance Contractor becomes unable to operate the Electronic Transfer of
Prescription Service, the contractor must inform the LHB in writing immediately so that the
LHB can determine whether payment of the ETP monthly allowance should be stopped on a
permanent basis or suspended for a month (or other period as specified by the LHB). When
the ETP service is resumed, a completed ETP1 Claim Form will need to be resubmitted.
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NEW MEDICINE SERVICE, STOMA CUSTOMISATION, APPLIANCE USE REVIEW,
COMMUNITY PHARMACY SEASONAL INFLUENZA VACCINATION SERVICE,

NHS COMMUNITY PHARMACIST CONSULTATION SERVICE (CPCS), COMMUNITY
PHARMACY HEPATITIS C ANTIBODY TESTING SERVICE, NHS COMMUNITY PHARMACY
HYPERTENSION CASE-FINDING SERVICE, COMMUNITY PHARMACY SMOKING
CESSATION SERVICE AND NHS PHARMACY CONTRACEPTION SERVICE - TIER 1

ONGOING SUPPLY OF ORAL CONTRACEPTION

Advanced Services (Pharmacy and Appliance Contractors)(England)

1.

The New Medicine Service (NMS), Stoma Customisation, Appliance Use Review, Community
Pharmacy Seasonal Influenza Vaccination Service, NHS Community Pharmacist Consultation
Service (CPCS), Community Pharmacy Hepatitis C Antibody Testing Service, NHS Community
Pharmacy Hypertension Case-Finding Service and the Community Pharmacy Smoking Cessation
Service form part of the Advanced Services within the community pharmacy contractual
framework. Stoma Customisation and Appliance Use Reviews are applicable to appliance
contractors as well as pharmacy contractors. The relevant directions are now set out in the
Pharmaceutical Services (Advanced and Enhanced Services)(England) Directions 2013, referred
to in this Part as ‘the principal Directions’.

New Medicine Service
Monthly Fee

2. A monthly payment will be paid for each completed full service intervention. The fee per

intervention will be dependent on the number of interventions achieved for the month and whether
any target has been achieved based on the monthly prescription volume of the pharmacy. The
amount paid per service intervention starts at £20, but will increase with the volume of interventions
subject to a target level being achieved and an overall cap of 1% of monthly prescription volume.

3. The payment to be made per service intervention and the number of interventions required per

month to reach a target can be found in Table 1 below. Standard and catch-up NMS will count
towards the target in line with the service specification. If contractors fail to reach the first target
level (10%) then all full service interventions provided will be paid at £20 each.

4. Where a target level is reached, all of the full service interventions provided up to that point are

paid at the rate corresponding to the target. For example, where a pharmacy with a monthly
prescription volume between 3501 to 4500 delivers 10 service interventions in the month
(achieving the 20% target rate) all 10 interventions will be reimbursed at the 20% rate of £26 each.

5. The claim for activity for each month must be made by submitting the appropriate form to the

Pricing Authority no later than 51 of the following month.

Table 1
Volume of Number of full service interventions per month necessary to achieve each target Maximum
prescription number of full
items per service
month 10% target | 20% target | 30% target | 40% target | 50% target | 60% target | 70% target | 80% target | 90% target interventions
£25 per full | £26 per full | £27 per full | £28 per full | £28 per full | £28 per full | £28 per full | £28 per full | £28 per full per month for
service service service service service service service service service which
intervention | intervention | intervention | intervention | intervention | intervention | intervention | intervention | intervention i
payment will
be received
0-1500 1 2 3 4 5 6 7 8 9 10
1501-2500 2-3 4-5 6-7 8-9 10-11 12-13 14-15 16-17 18-19 20
2501-3500 3-5 6-8 9-11 12-14 16-17 18-20 21-23 24-26 27-29 30
3501-4500 4-7 8-11 12-15 16-19 20-23 24-27 28-31 32-35 36-39 40
4501-5500 5-9 10-14 15-19 20-24 25-29 30-34 35-39 40-44 45-49 50
5501-6500 6-11 12-17 18-23 24-29 30-35 36-41 42-47 48-53 54-59 60
6501-7500 7-13 14-20 21-27 28-34 35-41 42-48 49-55 56-62 63-69 70
7501-8500 8-15 16-23 24-31 32-39 40-47 48-55 56-63 64-71 72-79 80
8501-9500 9-17 18-26 27-35 36-44 45-53 54-62 63-71 72-80 81-89 90
9501-10500 10-19 20-29 30-39 40-49 50-59 60-69 70-79 80-89 90-99 100
+1000 (+1)-(+2) (+2)-(+3) (+3)-(+4) (+4)-(+5) (+5)-(+6) (+6)-(+7) (+7)-(+8) (+8)-(+9) (+9)-(+10) (+10)
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Stoma Customisation

6.

In England, from 1 April 2010 a fee of £4.32 is payable for every Part IXC prescription item that
can be customised”. The fee does not have to be claimed and will be paid automatically to those
pharmacy and appliance contractors who in England have informed the NHSBSA of their intention
to provide stoma appliance customisation services as an advanced service by the end of the
month before they start providing the service.

Contractors are however required to meet certain preconditions, set out below in direction 9 of the
principal Directions, before the NHSCB is able to enter into arrangements with them to provide the
service - and their ongoing entitlement to provide the service is subject to compliance with the
conditions that the NHSCB is required to impose on them by virtue of direction 10 of the principal
Directions.

"Products that qualify for the stoma customisation fee have been annotated in the Drug Tariff.

Appliance Use Review

8.

1.

In England, from 1 April 2010 a fee is payable to all pharmacy and appliance contractors meeting
the requirements for this service for each Appliance Use Review they have carried out. The
requirements they have to meet are also set out below in directions 11 to 13 of the principal
Directions. As with the stoma customisation, there are both preconditions that the contractor has
to meet before the NHSCB is able to enter into arrangements with them (set out in direction 11 of
the principal Directions), and ongoing entitlement to provide the service is subject to compliance
with the conditions that the NHSCB is required to impose on them (see directions 12 and 13 of the
principal Directions)

A fee of £28 is payable for an Appliance Use Review conducted at premises or by telephone or
video link managed by the pharmacy or appliance contractor. A fee of £54 is payable for a review
conducted at the user’'s home. If, within a 24 hour period, reviews are conducted for several users
living at the same location, the appliance or pharmacy contractor may claim £54 for the first review
and £28 for each subsequent review.

. In England, the total number of Appliance Use Reviews that an appliance or pharmacy contractor

may claim fees for will be limited to one for every 35 Part IXA (qualifying items), Part IXB and Part
IXC prescription items dispensed for the period commencing on 1 April and ending on 31 March
in any one year (see direction 13 of the principal Directions).

In England contractors will be paid monthly, via the Pricing Authority on receipt of the appropriate
claim form in the relevant month.

Community Pharmacy Seasonal Influenza Vaccination Advanced Service

12.

13.

From 1 September 2023 a fee of £9.58 will be paid for each adult flu vaccination administered by
a pharmacy contractor.

Pharmacy contractors will be reimbursed the cost of the vaccine in accordance with Part Il, Clause
8C (Basic Price) of the Drug Tariff. An allowance at the applicable VAT rate will also be paid.

. The fees will be payable only to contractors meeting the requirements of the service. The

complete service requirements are set out in directions 7A and 7B of the principal Directions and
the service specification.

. Claims for payments for this programme should be made monthly, via the Manage Your Service

platform provided by the NHSBSA. Claims will be accepted by the NHSBSA within three months
of administration of the vaccination or by 30 June 2024, whichever date is earlier. Later claims will
not be processed. Payments to contractors will be made monthly as part of their normal payment
schedule. Information on submitting a claim is available via the NHSBSA website (https://
www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/dispensing-contractors-
information/community-pharmacy-seasonal-influenza-vaccination-advanced-service). When
using the Manage Your Service platform provided by the NHSBSA for submitting claims,
contractors should ensure that they only make a single claim for each calendar month, as
subsequent submissions for that claim month will not be accepted by the Manage Your Service
platform.
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NHS Community Pharmacist Consultation Service (CPCS)

16.

20.

21.

22.

2

24.

25.

w

In England, from 29 October 2019, the following fee will be paid for the provision of the NHS
Community Pharmacist Consultation Advanced Service (CPCS). Regardless of whether a
medicine/appliance was supplied, a fee of £14.00 will be paid in respect of each referral received
and completed by the pharmacy contractor via the NHS 111, IUC CAS or a General Practice
referral route into CPCS as part of the Advanced Service.

. From 15 May 2023 a fee of £14.00 will also be paid in respect of each referral received and

completed by the pharmacy contractor via - 999 services or providers of urgent and emergency
care who are authorised by NHS England to provide this (for example, Urgent Treatment or Urgent
Care Centres, an Emergency Department or an Accident and Emergency Unit) referral routes into
CPCS as part of the Advanced Service.

. Other referrals via NHS 111, IUC CAS, General Practice, 999 services or providers of urgent and

emergency care who are authorised by NHS England to provide this (for example, Urgent
Treatment or Urgent Care Centres, an Emergency Department or an Accident and Emergency
Unit) and requests by patients for emergency supplies that are not part of the Advanced Service,
do not attract this fee.

. No further fees will be paid for the CPCS where an urgent medicine is supplied, and any items

dispensed will not contribute to the establishment payment and deduction scale calculations.

Pharmacy contractors will be reimbursed* the cost of any supplied medicine/appliance following a
referral for urgent medicines/appliances supply in accordance with Part Il, Clause 8 (Basic Price)
of the Drug Tariff. An allowance at the applicable VAT rate will also be paid, where applicable.

The fee mentioned in paragraph 16 will be payable only to contractors who have registered for the
CPCS scheme and who meet the requirements of the service. The registration for the CPCS
scheme will be via the NHSBSA Manage Your Service (MYS) portal.

The service requirements are set out in directions 7BA and 7BB of the principal Directions and the
NHSCB service specification. Whether or not a referral has been completed is to be understood
by reference to the service specification.

Claims for payments for this service and for reimbursement of costs for items supplied for urgent
medicines/appliances supply should be made monthly, via the Manage Your Service platform
provided by the NHSBSA and/or the CPCS Pharmacy IT system (where this functionality is
available). Claims for payment should be submitted via the MYS platform provided by the
NHSBSA by the 5th of the month following the month in which the chargeable activity was
provided. If the contractor fails to submit by this deadline, later submissions will be accepted, but
only if made within six months of the date by which the claim should have been submitted. For
referrals completed from 1 May 2023 up to 31 July 2023, later submissions will be accepted by 5
December 2023 via MYS. For referrals completed from 1 August 2023, later submissions will be
accepted but only if made within three months of the date by which the claim should have been
submitted. Later claims will not be paid.

The NHSBSA will make appropriate payments claimed by the pharmacy contractor as described
above, in the same payment month as other payments for NHS Pharmaceutical Services and the
payments will be separately itemised on the FP34 Schedule of Payments.

Where urgent medicines/appliances are supplied, and the patient is exempt from payment of NHS
prescription charges, the pharmacy contractor must complete an FP10DT EPS dispensing token
with the information required in the NHSCB service specification and ensure completion of the
exemption declaration in line with paragraph 2 of Part XVI of the Drug Tariff. These completed
FP10DT EPS dispensing tokens should be sent to the NHSBSA as part of the month-end
submission (clearly separated within the batch and marked ‘CPCS’), which should be sent not later
than the 5t day of the month following that in which the urgent supply was made*.

*Subject to the contractor having submitted a claim via the Manage Your Service platform containing
all of the required information, the cost of medicines or appliances supplied under this part of the
service will be reimbursed using the basic price specified in Drug Tariff Part Il Clause 8 (Basic Price).
For clarity, no other elements of the Drug Tariff in relation to reimbursement of medicines or appliances
apply to this service, including the payments for consumables and containers
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Community Pharmacy Hepatitis C Antibody Testing Service

26.

27.

28.

29.

30.

3

=

In England, from 1 September 2020 a fee of £36 will be paid for each Hepatitis C Antibody test
completed on an eligible person who injects drug (PWID) by a pharmacy contractor regardless of
the result.

Pharmacy contractors will also be reimbursed the cost of the Hepatitis C Antibody test in
accordance with the list price as published by the supplier. An allowance at the applicable VAT rate
will also be paid.

The fees will be payable only to contractors meeting the requirements of the service including
notification of the intention to provide the service to NHSCB by completing an electronic
registration through the NHSBSA Manage Your Service (MYS) platform. These are set out in
directions 7BC and 7BD of the principal Directions and the service specification.

In agreement with Community Pharmacy England and the Department of Health and Social Care
(DHSC), the NHSCB will not commission the national Community Pharmacy Hepatitis C Antibody
Testing Service beyond 31 March 2023.

Final claims for services provided in March must be made via the MYS platform provided by the
NHSBSA no later than 5 May 2023. Claims may also be submitted in respect of any services that
were provided since 1 October 2022 that have not already been claimed or paid, provided any such
claims are made by 5 May 2023. Later claims will not be paid.

. The NHSBSA will make appropriate payments claimed by the pharmacy contractor as described

above, in the same payment month as other payments for NHS Pharmaceutical Services and the
payments will be separately itemised on the FP34 Schedule of Payments.

NHS Community Pharmacy Hypertension Case-Finding Advanced Service

32.

33.

34.

35.

36.

37.

In England, pharmacy contractors who sign up to deliver the NHS Community Pharmacy
Hypertension Case-Finding Advanced Service as an Advanced Service will qualify for a single
upfront payment of £440 to support initial costs incurred in setting up the service (including the
development of Standard Operating Procedures and training of staff delivering the service).

From 1 October 2021, a fee of £15 will be paid for each patient receiving a clinic blood pressure
check. A fee of £45 will be paid for each appropriate provision of ambulatory blood pressure
monitoring (ABPM) to a patient in accordance with the requirements of the service. These are set
out in directions 7BG and 7BH of the principal Directions and the NHSCB service specification.

Additionally, pharmacy contractors who deliver the following minimum number of ABPM checks
each year will automatically trigger the relevant incentive payments:

* 5 ABPM checks between 1 October 2021 and 31 March 2022 in accordance with the service
requirements will trigger the payment of an incentive fee of £1,000,

. 15 ABPM checks between 1 April 2022 and 31 March 2023 in accordance with the service
requirements will trigger the payment of an incentive fee of £400,

« 20 ABPM checks between 1 April 2023 and 31 March 2024 in accordance with the service
requirements will trigger the payment of an incentive fee of £400.

Contractors who sign up after 1 April 2022 but who deliver the minimum number of ABPM activity
thresholds specified for the given financial year will receive £1,000 as a first incentive payment.
Furthermore, if a contractor signs up between 1 October 2021 and 31 March 2022 and fails to do
5 ABPM checks, they can earn £1000 by doing 15 ABPM checks between 1 April 2022 and 31
March 2023. No incentive fees will be available after 31 March 2024.

The fees will be payable only to contractors meeting the requirements of the service as set out in
directions 7BG and 7BH of the principal Directions and the NHSCB service specification including
notification of the intention to provide the service to NHSCB by completing an electronic
registration through the NHSBSA Manage Your Service (MYS) platform.

From 1 September 2023 data to support claims should be submitted via an IT system with an NHS
approved APl link to the Manage Your Service (MYS) platform, which is provided by the NHSBSA.
The API data will be summarised in MYS. Contractors must use MYS to confirm the API data and
submit the claim by the 5th of the month following the month in which the chargeable activity was
delivered. If the contractor fails to submit by this deadline, later submissions will be accepted, but
only if made via MYS within three months of the date by which the claim should have been
submitted. Later claims will not be paid. If a contractor cannot confirm the API data in MYS as

7



10/2023 Part VIC
ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

accurate, they should follow the instructions in MYS and contact their IT system supplier in the first
instance.

38. The NHSBSA will make appropriate payments claimed by the pharmacy contractor as described
above, in the same payment month as other payments for NHS Pharmaceutical Services and the
payments will be separately itemised on the FP34 Schedule of Payments.

NHS Community Pharmacy Smoking Cessation Advanced Service

39. In England, from 1 November 2022 pharmacy contractors who sign up to deliver the NHS
Community Pharmacy Smoking Cessation Advanced Service will qualify for a single payment of
£1000* 30 days after registration on MYS to provide the service, which must include a declaration
by the pharmacy contractor of readiness to provide the service. The NHSBSA will make the
payment to the pharmacy contractor, in the subsequent payment cycle for other payments for NHS
Pharmaceutical Services subject to the payment conditions below (see *).

40. If a contractor wishes to cease provision of this service, they must de-register and provide 30 days’
notice. To de-register, the contractor must do so via MYS.

41. Any service activity contractors provide during their notice period will continue to be paid in the
usual way.

42. From 10 March 2022, for each patient referred who has a first consultation, a fee of £30 will be
paid. Subsequently a fee for each interim consultation with a patient of £10 will be paid. On
completion of the last consultation (which may be at any point from and including the four-week
review up until the 12-week review) a fee of £40 for each patient will be paid.

43. No consultation fees can be claimed where the pharmacist or pharmacy technician cannot make
any contact with the referred patient, or where the patient declines the referral on first contact.

44. The service requirements for this service are set out in directions 7Bl and 7BJ of the principal
Directions and the NHSCB service specification.

45. The medicines that may be supplied as part of this service are listed below, and only those
medicines listed will be eligible for payment.

[Generic Name ack size
icotine 1.5mg lozenges sugar free 60
icotine 1.5mg lozenges sugar free 100
icotine T0mg/16hours transdermal patches
icotine 14mg/24hours transdermal patches
icotine 14mg/24hours transdermal patches 14
icotine 15mg inhalation carfridges with device 36
icotine 175mg/16hours transdermal patches
icotine Tmg/dose oromucosal spray sugar free 13.2
icotine Tmg/dose oromucosal spray sugar free 26.4
icotine 21mg/24hours transdermal patches
icotine 2Tmg/24hours transdermal patches 14
icotine 25mg/16hours transdermal patches
icotine 2mg lozenges sugar free 2
icotine 2mg lozenges sugar free 80
icotine 2mg medicated chewing gum sugar free 96
icotine 2mg medicated chewing gum sugar free 105
icotine 2mg medicated chewing gum sugar free R10
icotine 2mg sublingual tablets sugar free 100
icotine 4mg lozenges sugar free 2
icotine 4mg lozenges sugar free 80
icotine 4mg lozenges sugar free 100
icotine 4mg medicated chewing gum sugar free 96
icotine 500micrograms/dose nasal spray 10
icotine 7mg/24hours transdermal patches
icotine bitartrate Tmg lozenges sugar free 96
icotine bitartrate Tmg lozenges sugar free 144
icotine bitartrate Tmg lozenges sugar free 04
icotine bitartrate 2mg lozenges sugar free 96
icotine bitartrate 2mg lozenges sugar free 144
icotine bitartrate 2mg lozenges sugar free R04
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46.

47.

4

o

49.

50.

An expanded version of this list containing additional information is available on the NHSBSA
website
(https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/dispensing-
contractors-information/nhs-smoking-cessation-service-referral-secondary-care-community-
pharmacy).

The cost of those medicines, if supplied as part of the service, will be reimbursed using the basic
price specified in the Drug Tariff Part || Clause 8 — Basic Price. No other elements of the Drug Tariff
in relation to reimbursement of medicines apply to this service. An allowance at the applicable VAT
rate will be paid to cover the VAT incurred when purchasing the supplied medicine.

. Claims for payments for this service and for reimbursement of costs for items supplied should be

made monthly. Contractors registered for the service have two routes available for claiming, and
either:

(a) If the functionality is available, via an assured pharmacy IT system, contractors must use the
Manage Your Service platform provided by NHSBSA,; or

(b) Contractors must download, complete and return the form provided by the NHSBSA on their
website (https://www.nhsbsa.nhs.uk/pharmacies-gp-practices-and-appliance-contractors/
dispensing-contractors-information/nhs-smoking-cessation-service-referral-secondary-care-
community-pharmacy). Contractors should ensure that they complete the relevant sections,
including the Declaration mentioned in paragraph 39 and return the completed form to the
NHSBSA at mys@nhsbsa.nhs.uk.

Claims for payment should be submitted to the NHSBSA by the 5th of the month following the
month in which the chargeable activity was provided. If the contractor fails to submit by this
deadline, later submissions will be accepted, but only if made within three months of the date by
which the claim should have been submitted. Later claims will not be paid.

The NHSBSA will make appropriate payments claimed by the pharmacy contractor as described
above, in the same payment month as other payments for NHS Pharmaceutical Services and the
payments will be separately itemised on the FP34 Schedule of Payments.

*If a contractor wishes to de-register or ceases trading within 30 days of registering, they will not be
eligible for a set-up fee payment. If a contractor wishes to de-register or cease trading more than 30
days after registering, they will be eligible for a set-up fee payment.

NHS Pharmacy Contraception Service — Tier 1 Ongoing Supply of Oral Contraception

51.

5

N

5!

w

55.

56.

In England, from 24 April 2023 pharmacy contractors who sign up to deliver the NHS Pharmacy
Contraception Service Advanced Service will qualify for the first instalment of the preparation fee,
which is a single payment of £400.

. Atotal of £900 will be paid in the following instalments; £400 paid 30 days after signing up to deliver

the service on MYS, £250 paid after claiming the first 5 consultations and £250 paid after claiming
a further 5 consultations (a total of 10 consultations claimed). The NHSBSA will make the payment
to the pharmacy contractor, in the subsequent payment cycle for other payments for NHS
Pharmaceutical Services subject to the payment conditions.

. Afee of £18 will be paid per consultation.
54.

The service requirements for this service are set out in the NHS Pharmacy Contraception Service
Specification.

The medicines that may be supplied as part of this service are listed in the Patient Group Direction
(PGD) and only those medicines listed will be eligible for payment.

The cost of those medicines, if supplied as part of the service, will be reimbursed using the basic
price specified in the Drug Tariff Part Il Clause 8 — Basic Price. The total cost of those medicines
supplied as part of this service will be subject to the brands deduction rate as set out in Part V. The
allowance for containers and consumables will not apply to products supplied as part of this
advanced service. No other elements of the Drug Tariff in relation to reimbursement of medicines
apply to this service. An allowance at the applicable VAT rate will also be paid.
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57.

58.

59.

60.

Claims for payment should be submitted by the 5th of the month following the month in which the
chargeable activity was provided. If the contractor fails to submit by this deadline, later
submissions will be accepted, but only if made within three months of the date by which the claim
should have been submitted. Later claims will not be paid.

If a contractor wishes to cease provision of this service, they must de-register and provide 1
month’s notice of their intention to do so. To de-register, the contractor must do so via MYS.

Any service activity contractors provide during their notice period prior to de-registering will
continue to be paid in the usual way. If a pharmacy contractor de-registers from the service or
ceases trading within one month of registration, they will not qualify for the £400 set up fee. In this
event, if the £400 fee has already been paid to the contractor, this money will be recovered from
the contractor.

Where IT solutions which meet the minimum digital requirements of the service (as specified within
the NHS technical toolkits) are available, contractors must utilise these solutions to support the
contraception service via an assured pharmacy IT system.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) Directions 2013

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

v

CONTENTS

PART 1
Introductory

Citation, commencement and application
Interpretation
Revocations

PART 2

Advanced services: pharmacy contractors only

MUR services: general matters and pre-conditions for making arrangements

MUR services: ongoing conditions of arrangements

New Medicine Service: general matters and preconditions for making
arrangements

New Medicine Service: ongoing conditions of arrangements

Duration of New Medicine Service

PART 3

Advanced services: appliances

Establishing and maintaining stoma appliance customisation services
Requirements applying to stoma appliance customisation services

Establishing and maintaining appliance use review services for specified
appliances

Requirements applying to appliance use review services

Maximum number of appliance use review services eligible for payment

PART 4

Enhanced services: pharmacy contractors only

(a) 2006 c. 41. Section 128 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.
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Citation,

14.  Enhanced services provided by pharmacy contractors

SCHEDULE I — National Target Groups for MUR services
SCHEDULE 2 — NMS medicines

PART 1

Introductory

and tion

PP

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) Directions 2013 and come into force on 1st April 2013.

(2) These Directions apply in relation to England.

Interpretation

2. In these Directions—

“the 2012 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services)
(England) Directions 2012(a), as in force on 31st March 2013;

“the Act” means the National Health Service Act 2006;

“appliance contractor” means a person included in a list prepared under regulation 10(2)(b) of
the Pharmaceutical Services Regulations (pharmaceutical lists and EPS lists);

“AUR service” is to be construed in accordance with direction 11(1);

“BNF” means the current edition of British National Formulary, which is published jointly by
the Royal Pharmaceutical Society and the British Medical Association(b);

“clinical management plan” has the same meaning as in the Human Medicines Regulations
2012(c);

“Drug Tariff” has the meaning given in regulation 89(1) of the Pharmaceutical Services
Regulations (the Drug Tariff and section 164: general provisions);

“drugs” includes medicines;

“financial year” means the period of 12 months ending on 31st March in any year;

“general practitioner”, in relation to a patient, means any medical practitioner who is, or who

is a member of, a provider of primary medical services that holds the registered patient list on
which the patient is a registered patient;

“gluten free foods™ means only those gluten free foods that are listed in Part XV of the Drug
Tariff (borderline substances);

“high risk medicine” has the meaning given in paragraph 1 of Schedule 1;

“health care professional” means a person, other than a social worker, who is a member of a
profession regulated by a body mentioned in section 25(3) of the National Health Service
Reform and Health Care Professions Act 2002(d) (the Council for Healthcare Regulatory
Excellence);

(a) Signed on 20th July 2012.

(b) The Formulary is available at www.bnf.org.

(¢) S.I.2012/1916.

(d) 2002 c.17. Subsection (3) has been amended by the Health and Social Care Act 2008 (c. 14), section 113(2) and Schedule

10, paragraph 17, and by S.I. 2010/231. The Council’s name was changed to the Council for Healthcare Regulatory
Excellence by section 113(1) of the Health and Social Care Act 2008.
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“listed chemist premises” has the same meaning as in the Pharmaceutical Services
Regulations;
“New Medicine Service” is to be construed in accordance with direction 6(1) and (2);
“MUR certificate” means a statement of satisfactory performance certificate awarded or
endorsed by a higher education institute being evidence that a person has satisfactorily
completed an assessment relating to the competency framework for registered pharmacists
providing MUR services approved by the NHSCB (or, pending the first such approval by the
NHSCB, by the Secretary of State(a));
“MUR services” is to be construed in accordance with direction 4(1);
“NHS BSA” means the NHS Business Services Authority established by the NHS Business
Services Authority (Awdurdod Gwasanaethau Busnes y GIG) (Establishment and
Constitution) Order 2005(b);
“NHSCB” means the National Health Service Commissioning Board;
“NMS medicine” has the meaning given in paragraph 1 of Schedule 2;
“out of hours period” means, in relation to pharmacy premises, the periods of time that are not
part of the hours during which the pharmacy premises must be open by virtue of paragraph
23(1) of Schedule 4 to the Pharmaceutical Services Regulations(¢) (terms of service of NHS
pharmacists — pharmacy opening hours: general) (these hours are referred to in those
Regulations as core opening hours);
“the Pharmaceutical ~Services Regulations” means the National Health Service
(Pharmaceutical and Local Pharmaceutical Services) Regulations 2013(d);
“pharmacist independent prescriber” has the same meaning as in the Pharmaceutical Services
Regulations;
“pharmacy contractor” means a person included in a list prepared under regulation 10(2)(a) of
the Pharmaceutical Services Regulations;
“pharmacy premises” has the same meaning as in the Pharmaceutical Services Regulations;
“registered patient” means a patient who is included in a list that is a registered patient list for
the purposes of the Primary Medical Services (Sale of Goodwill and Restrictions on Sub-
contracting) Regulations 2004(e);
“relevant Primary Care Trust”, in relation to a period before Ist April 2013, means the
Primary Care Trust that entered into the arrangements with the contractor that are continuing,
pursuant to these Directions, with the NHSCB (where such arrangements are continuing by
virtue of a transfer scheme);
“specialist nurse” means a person who is—
(a) registered in the Nurses’ Part or Specialist Community Public Health Nurses’ Part of the
register maintained by the Nursing and Midwifery Council under article 5 of the Nursing and
Midwifery Order 2001(f) (establishment and maintenance of register); and
(b) employed or engaged by any pharmacy contractor or appliance contractor for the purposes
of conducting a review of a person’s use of specified appliances;
“specified appliance” means—
(a) any of the following appliances listed in Part IXA of the Drug Tariff—

(i) a catheter appliance (including a catheter accessory and maintenance solution),

(i) a laryngectomy or tracheostomy appliance,

(a

(b)
(¢)
(d)
(e)
U]

The competency framework in place on Ist April 2013 is the one published by the Department of Health on its website,
www.dh.gov.uk.

S.1.2005/2414.

Paragraph 22 has been amended by S.1. 2006/3373 and 2009/2205.

S.1.2013/349.

S.1. 2004/906; see regulation 2(2) of those Regulations.

S.1.2002/253.
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(b)
(©

(iii) an anal irrigation system,

(iv) a vacuum pump or constrictor ring for erectile dysfunction, or
(v) a wound drainage pouch;

an incontinence appliance listed in Part IXB of the Drug Tariff; or
a stoma appliance listed in Part IXC of the Drug Tariff;

“stoma appliance customisation” means the customisation of a quantity of more than one
stoma appliance, where—

(a)
(b)

(©)

the stoma appliances to be customised are listed in Part IXC of the Drug Tariff;

the customisation involves modification to the same specification of multiple identical
parts for use with each appliance; and

that modification is based on the patient’s measurements or record of those measurements
and, if applicable, a template; and

“transfer scheme” means a property transfer scheme under section 300 of the Health and
Social Care Act 2012 (transfer schemes) that transfers the rights and liabilities of a Primary
Care Trust under arrangements for the provision of pharmaceutical services to other persons.

Revocation and saving

3.—(1) The Pharmaceutical Services (Advanced and Enhanced Services) (England) Directions
2012(a) are revoked.

(2) Notwithstanding the revocation in paragraph (1)—

(a)

(®

=

the 2012 Directions continue to have effect for the purposes of the resolution, in
accordance with paragraph 13 of Schedule 9 to the Pharmaceutical Services Regulations
(transitional provisions — service provision issues: NHS chemists), of any matter relating
to compliance with the terms of service of NHS chemists included in the 2012 Directions
which is outstanding on 1st April 2013; and

for these purposes, the continuity principles (as defined in paragraph 1(8) of Schedule 9
to the Pharmaceutical Services Regulations (transitional provisions — the continuity
principles)) apply to the 2012 Directions as if those Directions were provisions of the
National Health Service (Pharmaceutical Services) Regulations 2012(b), as in force on
31st March 2013, for the purposes of paragraph 1 of Schedule 9 to the Pharmaceutical
Services Regulations.

PART 2

Advanced services: pharmacy contractors only

MUR services: general matters and pre-conditions for making arrangements

4.—(1) The NHSCB must make arrangements for the provision of medicines use review and
prescription intervention services (“MUR services”) with any pharmacy contractor (P) who—

(a)
(b)

meets the conditions set out in paragraphs (3) to (5); and

wishes to enter into such arrangements or is required to do so by virtue of regulation 66 of
the Pharmaceutical Services Regulations (conditions relating to providing directed
services).

(2) The underlying purpose of MUR services is, with the patient’s agreement, to improve the
patient’s knowledge and use of drugs by in particular—

(a) Signed on 20th July 2012.
(b) S.1.2012/1909. These Regulations, and the amendments to them, were revoked by S.I. 2013/349.
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(a) establishing the patient’s actual use, understanding and experience of taking drugs;

(b) identifying, discussing and assisting in the resolution of poor or ineffective use of drugs
by the patient;

(c) identifying side effects and drug interactions that may affect the patient’s compliance
with instructions given to them by a health care professional for the taking of drugs; and

(d) improving clinical and cost effectiveness of drugs prescribed to patients, thereby reducing
the wastage of such drugs.

(3) Condition 1 is that P is satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (terms of service of NHS pharmacists) in respect of the
provision of essential services and an acceptable system of clinical governance.

(4) Condition 2 is that—
(a) if P is aregistered pharmacist—
(i) P has an MUR certificate, or

(i) if P intends to employ or engage a registered pharmacist to perform MUR services,
that registered pharmacist has an MUR certificate; or

(b) if P is not a natural person, any registered pharmacist P intends to employ or engage to
perform MUR services has an MUR certificate,

and P has supplied a copy of such certificates to the NHSCB (or supplied them to the relevant
Primary Care Trust before 1st April 2013) prior to entering into an arrangement to provide MUR
services.

(5) Subject to paragraph (6), condition 3 is that the MUR services are provided at an acceptable
location, and for these purposes, “acceptable location” means—

(a) an area for confidential consultations at P’s pharmacy premises, which is—
(i) clearly designated as an area for confidential consultations,
(i) distinct from the general public areas of the pharmacy premises, and

(iii) an area where both the person receiving MUR services and the registered pharmacist
providing those services are able to sit down together and talk at normal speaking
volumes without being overheard by any other person (including pharmacy staff),

except that paragraphs (i) and (ii) shall not apply in circumstances where the pharmacy

premises are closed to other members of the public;

(b

<

an area for confidential consultations which is not at P’s pharmacy premises, which is—
(i) clearly designated as an area for confidential consultations,
(ii) distinct from the general public areas of the premises in which it is situated, and

(iii) an area where both the person receiving MUR services and the registered pharmacist
providing those services are able to sit down together and talk at normal speaking
volumes without being overheard by any other person,

and the NHSCB (or before 1st April 2013 the relevant Primary Care Trust) has approved

the premises where the area is situated as being premises at which MUR services may be

provided (and that approval has not been withdrawn); or

—_
o
N

premises to which neither sub-paragraph (a) or (b) applies, but which are—

(i) premises as regards which P has obtained the approval of the NHSCB to provide
MUR services to a particular patient on a particular occasion, or

(ii) premises or a category of premises as regards which P has obtained the approval of
the NHSCB (or before 1st April 2013 the relevant Primary Care Trust) (which has
not been withdrawn) to provide MUR services to a particular category of patients, in
such circumstances and subject to such conditions as the NHSCB (or before 1st
April 2013 the relevant Primary Care Trust) may have specified (which the NHSCB
may vary without withdrawing its approval).
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(6) A registered pharmacist who is, or who is employed or engaged by, P may provide MUR
services other than at an acceptable location if that registered pharmacist does so—

(a)
(b)

by telephone to a particular patient on a particular occasion; and

in circumstances where the telephone conversation cannot be overheard (except by
someone whom the patient wants to hear the conversation, for example a carer),

but only if P has obtained the approval of the NHSCB to do so on that particular occasion.

MUR services: ongoing conditions of arrangements

5.—(1) The NHSCB must ensure that arrangements pursuant to direction 4(1) with a pharmacy
contractor (P) provide that—

(2)

(b)

(©

(d)

(e)

)

[€3)

(h)

only a registered pharmacist with an MUR certificate, a copy of which has been supplied
to the NHSCB (or before 1st April 2013 the relevant Primary Care Trust), may perform
MUR services;

MUR services are only provided—

(i) at an acceptable location within the meaning given in direction 4(5), excepted in the
circumstances provided for in direction 4(6), and

(i) at a location for which the NHSCB’s approval is required by virtue of direction
4(5)(b) or (c), if the necessary approval has been given by the NHSCB (or, in the
case of approvals under direction 4(5)(b) or (c)(ii), before 1st April 2013 by the
relevant Primary Care Trust) and has not been withdrawn;

where MUR services are provided other than at an acceptable location within the meaning
given in direction 4(5), they are only provided—

(i) by telephone to a particular patient on a particular occasion, and

(i) in circumstances where the telephone conversation cannot be overheard (except by
someone whom the patient wants to hear the conversation, for example a carer),

with P having obtained the approval of the NHSCB to do so on that particular occasion;

subject to paragraph (2), no more than 400 MUR services consultations are carried out
under the arrangements in any financial year (whether at an acceptable location or by
telephone);

an MUR services consultation which is not triggered by concerns over patient adherence
must not be offered to a patient unless the patient has been receiving pharmaceutical
services from P at or from the pharmacy premises for a period of at least 3 consecutive
months;

a patient must not have—

(i) more than one MUR service consultation in any period of 12 months unless in the
reasonable opinion of a registered pharmacist the patient’s circumstances have
changed sufficiently to justify one or more further consultations during this period,
or

(i) an MUR service consultation within 6 months of a consultation as part of a New
Medicine Service, unless in the reasonable opinion of a registered pharmacist there
are significant potential benefits to the patient which justify providing MUR services
to them during this period;

at least 50% of the MUR services consultations carried out by P at or from pharmacy
premises in any financial year are to be carried out with patients who are in one or more
of the national target groups set out in Schedule 1;

P ensures that a written record of each MUR service consultation carried out by or on
behalf of P is prepared by the registered pharmacist who carried out the consultation, on
the approved form or in the approved manner and including the approved data
(“approved” for these purposes means approved by the NHSCB);
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(i) where the record mentioned in sub-paragraph (h) has to be on an approved form, P
provides a copy of that form to the patient with whom the consultation to which it relates
was carried out;

(j) P provides information from the record mentioned in sub-paragraph (h) to the NHSCB or
the Secretary of State, on request, in the manner approved for this purpose, and for the
purposes approved, by the NHSCB;

(k) P ensures that where—
(i) MUR services are provided to a patient by or on behalf of P, and

(ii) a registered pharmacist providing those services is of the opinion that it is
appropriate to provide feedback about the consultation to any provider of primary
medical services of which that patient is a registered patient,

that feedback is provided on the approved form or in the approved manner (“approved”

for these purposes means approved by the NHSCB);

() P keeps a copy of the record mentioned in sub-paragraph (h) for at least two years after
the date on which the consultation to which the record relates is carried out;

(m

=

the NHSCB must terminate the arrangements if it is on notice that P is not, or no longer,
satisfactorily complying with P’s obligations under Schedule 4 to the Pharmaceutical
Services Regulations (terms of service of NHS pharmacists) in respect of the provision of
essential services and an acceptable system of clinical governance;

(n) MUR services are only to be provided to patients who are being prescribed more than one
drug, unless the only drug they are being prescribed is a high risk medicine; and
(o) P must obtain from each patient to whom P provides MUR services a signed consent
form to receiving those services, which—
(i) includes the approved wording as regards consent (“approved” for these purposes
means approved by the NHSCB), and

(i) amongst other matters, indicates the patient’s consent to particular information,
specified in the form, relating to MUR services provided to the patient being handled
in the manner specified in the form (for example, for the purposes of post payment
verification),

and P must not provide MUR services to a patient unless the patient’s consent to that

information being handled in the manner specified has been obtained.

(2) As regards the first financial year during which any arrangements made with a pharmacy
contractor to provide MUR services have effect, paragraph (1)(d) shall apply as if for “400” were
substituted “200” if the arrangements only take effect on or after 1st October of that financial year.

(3) For the purposes of paragraph (2), arrangements with P to provide MUR services at or from
a particular location are to be treated as taking effect once P has—

(a) notified the NHSCB (or before 1st April 2013 the relevant Primary Care Trust) in writing
that P intends to start providing the MUR services; and

(b) supplied the NHSCB (or before 1st April 2013 the relevant Primary Care Trust) with
copies of any MUR certificates that P is required to supply in order to satisfy the

condition in direction 4(4).

(4) For the purposes of paragraph (1)(f)(i), a patient’s circumstances are to be treated as having
changed sufficiently to justify one or more further consultations if the patient—

(a) has been discharged from hospital; and
(b) has had changes made to the drugs they are taking while they were in hospital.

(5) A consultation as part of a New Medicine Service is not to be taken into account for the

purposes of paragraph (1)(f)(ii) if since that consultation the patient—
(a) has been discharged from hospital; and

(b) has had changes made to the drugs they are taking while they were in hospital.
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(6) A form approved by the NHSCB pursuant to paragraph (1)(h) may be in the form of an
electronic record and may be sent or stored electronically (an approved manner may also provide
for electronic storage and transmission of the approved data set).

(7) Any approval of the Secretary of State under direction 5(1)(h), (j), (k) or (0)(i) of the 2012
Directions (MUR services: ongoing conditions of arrangements) continues in effect under the
corresponding provision of paragraph (1), unless or until the approval is revoked or superseded by
an approval of the NHSCB under that corresponding provision.

New Medicine Service: general matters and preconditions for making arrangements
6.—(1) The NHSCB must make arrangements for the provision of a New Medicine Service with
any pharmacy contractor (P) who—
(a) meets the conditions set out in paragraphs (3) to (9); and

(b) wishes to enter into such arrangements or is required to do so by virtue of regulation 66 of
the Pharmaceutical Services Regulations (conditions relating to providing directed
services).

(2) The underlying purpose of a New Medicine Service is to promote the health and well being
of patients prescribed with new medicines for long term conditions, in order—

(a) as regards the long term conditions—
(i) to help reduce symptoms and long term complications, and

(i) in particular by intervention post dispensing, to help identification of problems with
management of the condition and the need for further information or support; and

(b) to help the patients—
(i) make informed choices about their care,
(ii) self-manage their long term conditions,
(iii) adhere to agreed treatment programmes, and
(iv) make appropriate life style changes.

(3) Condition 1 is that P has notified the NHSCB (or before 1st April 2013 the relevant Primary
Care Trust) of P’s intention to provide services as part of a New Medicine Service, in the form
approved for that purpose by the NHSCB.

(4) Condition 2 is that P is satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (terms of service of NHS pharmacists) in respect of the
provision of essential services and an acceptable system of clinical governance.

(5) Condition 3 is that—

(a) if P is a registered pharmacist—
(i) P has an MUR certificate, or
(ii) if P intends to employ or engage a registered pharmacist to perform services as part
of a New Medicine Service, that registered pharmacist has an MUR certificate; or
(b) if P is not a natural person, any registered pharmacist P intends to employ or engage to
perform services as part of a New Medicine Service has an MUR certificate.
(6) Condition 4 is that—
(a) if P is a registered pharmacist—
(i) P completes in the approved manner the approved form warranting that P is
competent to perform services as part of a New Medicine Service, or

(ii) if P intends to employ or engage a registered pharmacist to perform services as part
of a New Medicine Service, that registered pharmacist completes in the approved
manner the approved form warranting that they are competent to perform services as
part of a New Medicine Service; or
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(b) if P is not a natural person, any registered pharmacist P intends to employ or engage to
perform services as part of a New Medicine Service completes in the approved manner
the approved form warranting that they are competent to perform services as part of a
New Medicine Service,
and “approved” for these purposes means approved by the NHSCB.

(7) Condition 5 is that P has in place a standard operating procedure, at the pharmacy premises
at or from which services as part of a New Medicine Service is to be delivered, for delivery of the
service—

(a) which has been notified to the pharmacy staff;

(b) which explains the service, eligibility criteria for it and the roles that pharmacy staff may
be required to perform as part of it; and

(c) about which staff have received appropriate training, if there is any role that they may be
asked to perform as part of the service.

(8) Condition 6 is that P must have notified providers of primary medical services in their
locality of P’s intention to provide services as part of a New Medicine Service.

(9) Subject to paragraph (10), condition 7 is that second and third stage services provided as part
of the New Medicine Service are provided at an acceptable location, and for these purposes,
“acceptable location” means an area for confidential consultations at P’s pharmacy premises,
which is—

(a) clearly designated as an area for confidential consultations;
(b) distinct from the general public areas of the pharmacy premises; and
(c) an area where both the person receiving services as part of the New Medicine Service and
the registered pharmacist providing those services are able to sit down together and talk at
normal speaking volumes without being overheard by any other person (including
pharmacy staff),
except that sub-paragraphs (a) and (b) shall not apply in circumstances where the pharmacy
premises are closed to other members of the public.

(10) A registered pharmacist who is, or who is employed or engaged by, P may provide second
and third stage services as part of a New Medicine Service other than at the acceptable location at
P’s pharmacy premises if that registered pharmacist does so—

(a) by telephone to a particular patient on a particular occasion;
(b) with the agreement of that patient, that patient having expressed a preference for that
contact to be by telephone on that occasion; and
(c) in circumstances where—
(i) the registered pharmacist is at P’s pharmacy premises, and
(ii) the telephone conversation cannot be overheard (except by someone whom the
patient wants to hear the conversation, for example a carer).

(11) Any approval of the Secretary of State under direction 6(3) or (6) of the 2012 Directions
(New Medicine Service: general matters and preconditions for making arrangements) continues in
effect under the corresponding provision of this direction, unless or until the approval is revoked
or superseded by an approval of the NHSCB under that corresponding provision.

New Medicine Service: ing conditions of arrangements

5

7—(1) The NHSCB must ensure that arrangements pursuant to direction 6(1) with a pharmacy
contractor (P) provide that—

(a) only a registered pharmacist—
(i) with an MUR certificate, and

(ii) who has completed in the approved manner the approved form warranting that they
are competent to perform services as part of a New Medicine Service,
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may perform services as part of a New Medicine Service;
second and third stage services are only provided as part of a New Medicine Service at an
acceptable location at P’s pharmacy premises, within the meaning given in direction 6(9),
except in the circumstances provided for in direction 6(10);
where second and third stage services are provided as part of a New Medicine Service
other than at the acceptable location at P’s pharmacy premises, they are only provided—
(i) by telephone to a particular patient on a particular occasion, and
(ii) with the agreement of that patient, that patient having expressed a preference for that
contact to be by telephone on that occasion; and
(iii) in circumstances where—
(aa) the pharmacist is at P’s pharmacy premises, and
(bb) the telephone conversation cannot be overheard (except by someone whom
the patient wants to hear the conversation, for example a carer);
P maintains and keeps under review its standard operating procedure, at the pharmacy
premises at or from which services as part of a New Medicine Service are to be delivered,
for delivery of those services, and—
(i) any changes to it are notified to the pharmacy staff,
(ii) the procedure explains the service, eligibility criteria for it and the roles that
pharmacy staff may be required to perform as part of it, and
(iii) staff receive appropriate training about the service, if there is any role they may be
asked to perform as part of the service;
P only offers to provide first stage services as part of their New Medicine Service (and so
only offers to provide any part of the service) to persons who have, for the first time, been
prescribed a particular NMS medicine (Schedule 2 lists these drugs) for the medical
condition or therapy in relation to which the NMS medicine is listed in Schedule 2, and—
(i) the prescription is on a prescription form (within the meaning given in the
Pharmaceutical Services Regulations(a)) and is presented at the pharmacy premises
at or from which the service is to be provided, or
(ii) the prescribing occurred while the patient was at a hospital (whether as an inpatient
or an outpatient), but—
(aa) as part of a course of treatment that is to continue once the patient is no longer
at the hospital, and
(bb) the patient was referred to P by a health care professional at the hospital who
is (partly) responsible for that course of treatment;
the first stage services that P provides as part of the New Medicine Service (either with
the patient at P’s pharmacy premises or, provided that the registered pharmacist is at P’s
pharmacy premises and to the extent possible, by telephone) must comprise—
(i) agreeing with the patient who is being offered the service (whether as a consequence
of prescriber referral or of P’s own motion)—
(aa) when P dispenses the newly prescribed NMS medicine to the patient, or
(bb) in a case to which sub-paragraph (e)(ii) applies, when the patient contacts P
about the service as a consequence of the referral mentioned in sub-paragraph
(e)(ii)(bb),
a time and location for the second stage intervention services (which may be a split
location),

(a) See

2(1) of those R
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(ii)

(iii)

(iv)

providing the patient with sufficient information about the New Medicine Service
(for example, in a leaflet) to enable them to give their informed consent to receiving
the service,

obtaining from the patient a signed consent form to receiving services as part of P’s
New Medicine Service, which—

(aa) includes the approved wording as regards consent (“approved” for these
purposes means approved by the NHSCB), and

(bb) amongst other matters, indicates the patient’s consent to particular
information, specified in the form, relating to services provided to the patient
as part of the New Medicine Service being handled in the manner specified in
the form (for example, for the purposes of post payment verification), and

as appropriate, providing the patient with information relevant to the objectives listed
in direction 6(2) (where this is not already required under Part 2 of Schedule 4 to the
Pharmaceutical Services Regulations (terms of service of NHS pharmacists —
essential services);

P must discontinue providing services to a patient as part of the New Medicine Service if
the patient refuses to consent to the information mentioned in sub-paragraph (f)(iii)(bb)
being handled in the manner specified in the form mentioned in that sub-paragraph, or if
that consent is withdrawn prior to the completion of a full service intervention;

the second stage services that P provides as part of their New Medicine Service must
comprise—

@
(i)

(iii)

(iv)

a discussion with the patient about whether or not they wish to withdraw the consent
attested to in the form mentioned in sub-paragraph (f)(iii),

assessment by the registered pharmacist performing the second stage services of the
adherence by the patient to their treatment programme for the relevant NMS
medicine,

identification of any problems either with the treatment (including any adverse drug
reactions) or otherwise in relation to the patient’s self-management of their long term
condition, and identification of any need of the patient for further information and
support in relation to the treatment or the long term condition,

agreement (where possible) between the registered pharmacist and the patient of the
next steps, that is—

(aa) if the patient is adhering to the treatment programme for the relevant NMS
medicine and no problems are identified under paragraph (iii), agreeing with
the patient a time and location for third stage services (which may be a split
location),

(bb) if any problems are identified under paragraph (iii) and it is the clinical
judgement of the registered pharmacist that intervention by the patient’s
general practitioner is warranted, explaining that to the patient, completing the
NMS feedback form (which is in a format approved by the NHSCB) and
referring the matter to the patient’s general practitioner (which amounts to a
full service intervention in respect of that patient, unless the second stage
services are being provided in respect of more than one medicine and the
referral to the general practitioner does not relate to the use of every medicine
in respect of which the service is being provided),

(cc) if any problems are identified under paragraph (iii) but it is the clinical
judgement of the registered pharmacist that intervention by the patient’s
general practitioner is not warranted (or not warranted in relation to every
medicine in respect of which the second stage services are being provided),
agreeing with the patient a time and location for third stage services (which
may be a split location in the event of an intervention by telephone) and any
appropriate remedial steps to be taken prior to that intervention, and
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(v) as appropriate, providing the patient with other information relevant to the objectives
listed in direction 6(2) (where this is not already required under Part 2 of Schedule 4
to the Pharmaceutical Services Regulations);

P must discontinue providing services to a patient as part of the New Medicine Service if,
as a consequence of an act or omission of the patient, the patient does not receive the
second stage services at the agreed time and P is unable, having made reasonable efforts
to do so, to rearrange and provide those second stage services on another occasion;

the third stage services that P provides as part of their New Medicine Service must

comprise—

(i) assessment by the registered pharmacist performing the third stage services of the
adherence by the patient to their treatment programme for the relevant NMS
medicine,

(ii) identification of any new or continuing problems either with the treatment (including
any adverse drug reactions) or otherwise in relation to the patient’s self-management
of their long term condition, and identification of any need of the patient for further
information and support in relation to the treatment or the long term condition,

(iii) if any problems are identified under paragraph (ii) and it is the clinical judgement of
the registered pharmacist that intervention by the patient’s general practitioner is
warranted, explaining that to the patient, completing the NMS feedback form (which
is in a format approved by the NHSCB) and referring the matter to the patient’s
general practitioner, and

(iv) as appropriate, providing the patient with other information relevant to the objectives
listed in direction 6(2) (where this is not already required under Part 2 of Schedule 4
to the Pharmaceutical Services Regulations),

unless a full service intervention has been completed prior to P being able to make the
assessment referred to in paragraph (i);

the NHSCB must terminate the arrangements if it is on notice that P is not, or no longer,
satisfactorily complying with P’s obligations under Schedule 4 to the Pharmaceutical
Services Regulations in respect of the provision of essential services and an acceptable
system of clinical governance;

P ensures that a written record (which may be an electronic record) of each consultation
carried out by or on behalf of P as part of P’s New Medicine Service is prepared by the
registered pharmacist who carried out the consultation and includes the approved data
(“approved” for these purposes means approved by the NHSCB);

(m) P provides information from those records to the NHSCB or the Secretary of State, on

()

request, in the manner approved for this purpose, and for the purposes approved, by the
NHSCB; and

P keeps a copy of the record mentioned in sub-paragraph (1) for at least 2 years from the
date on which the service intervention is completed or discontinued.

(2) For the purposes of paragraph (1)(g) and (j), a full service intervention has been
completed—

()

(b)

once a patient is referred to their general practitioner as mentioned in paragraph
(D(h)(iv)(bb);
following the assessment made under paragraph (1)(j)(i)—

(i) if the patient is adhering to the treatment programme for the relevant NMS medicine
and no problems are identified under paragraph (1)(j)(ii), once the assessment has
been made and (where applicable) any further information has been provided as
mentioned in paragraph (1)(j)(iv), or

(ii) if problems are identified under paragraph (1)(j)(ii), if—
(aa) it is the clinical judgement of the registered pharmacist that intervention by
the patient’s general practitioner is warranted, once that referral has been
made, or
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(bb) it is the clinical judgement of the registered pharmacist that intervention by
the patient’s general practitioner is not warranted, once any appropriate advice
in relation to the new or continuing problems has been given and (where
applicable) any further information has been provided as mentioned in
paragraph (1)(§)(iv); or

(c) if, as a consequence of an act or omission of the patient, the patient does not receive the
third stage services at the agreed time and P is unable, having made reasonable efforts to
do so, to rearrange and provide those third stage services on another occasion, once those
reasonable efforts have been made.

(3) Any approval of the Secretary of State under direction 7(1)(f)(iii)(aa), (h)(iv)(bb), (j)(iii), (1)
or (m) of the 2012 Directions (New Medicine Service: ongoing conditions of arrangements)
continues in effect under the corresponding provision of paragraph (1), unless or until the approval
is revoked or superseded by an approval of the NHSCB under that corresponding provision.

Duration of New Medicine Service

8. Directions 6 and 7 cease to have effect at the end of 30th September 2013.

PART 3

Advanced services: appliances

Establishing and maintaining stoma appliance customisation services

9—(1) The NHSCB must make arrangements for the provision of stoma appliance
customisation services by any pharmacy contractor (P) or appliance contractor (S)—
(a) who supplies stoma appliances listed in Part IXC of the Drug Tariff in the normal course
of business;
(b) who either wishes to enter into the arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services); and

in relation to whom—

(c

<

(i) Conditions 1, 2 and 3 are met, and
(i) if services are to be provided elsewhere than at P’s or S’s listed chemist premises,
Condition 4 is also met.
(2) The underlying purpose of a stoma appliance customisation service is to—
(a) ensure the proper use and comfortable fitting of the stoma appliance by a patient; and
(b) improve the duration of usage of the appliance, thereby reducing wastage of such
appliances.

(3) Condition 1 is that, before any arrangements are entered into, the NHSCB (or before 1st
April 2013 the relevant Primary Care Trust) and the NHS BSA have each been supplied with
notice that P or S wishes to provide stoma appliance customisation services.

(4) Condition 2 is that P or S—

(a) is satisfactorily complying with P’s obligations under Schedule 4 to the Pharmaceutical
Services Regulations (terms of services of NHS pharmacists) or S’s obligations under
Schedule 5 to those Regulations (terms of service of NHS appliance contractors), as the
case may be; and

(b

<

has procedures in place to ensure referral of a patient to the prescriber of the appliance in
any case where—

(i) a customised stoma appliance is not suitable for further customisation, or

(ii) a stoma appliance has been customised and is not a proper fit for the patient.
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(5) Condition 3 is that stoma appliance customisation services must be provided at an acceptable
location and, for these purposes, an “acceptable location” means—

(a) anarea within P’s or S’s listed chemist premises which—
(i) is distinct from the general public areas,

(ii) at all times when stoma appliance customisation services are being provided, is
clearly designated as a private area,

(iii) is suitable and designated for the retention of the appropriate equipment for stoma
appliance customisation,

(iv) is suitable and designated for the carrying out of modification of stoma appliances,
and

(v) is suitable and designated for the volume of stoma appliances that may be
customised at any given time; or

(b) an area elsewhere than at P’s or S’s listed chemist premises which—
(i) is distinct from the general public areas of the premises in which it is situated, and
(ii) meets the requirements of paragraph (a)(ii) to (v).

(6) Condition 4 is that, in any case where any stoma appliance customisation services are to be
provided elsewhere than at P’s or S’s listed chemist premises, procedures must be in place to
ensure co-operation with any reasonable inspection or review of the premises by the NHSCB.

Requirements applying to stoma appliance customisation services

10.—(1) This direction has effect in relation to any arrangements with a pharmacy contractor (P)
or appliance contractor (S) which are made pursuant to direction 9.

(2) The NHSCB must ensure that the arrangements provide that—

(a) only appropriately trained and qualified persons are permitted to customise a stoma
appliance;

(b) arecord of each stoma customisation must be completed;
(c) each record must include the information listed in paragraph (3);

(d) each record must be retained for a minimum period of 12 months or such longer period as
the NHSCB may reasonably require;

(e) a copy of the record must be supplied to the patient or, if requested by the patient, to the
prescriber or another health care professional; and

(f) unless prevented from doing so by illness or other reasonable cause, P or S must give at
least 3 months’ notice in writing to both the NHSCB (or if it was before 1st April 2013,
the relevant Primary Care Trust) and the NHS BSA in advance of ceasing to provide any
stoma appliance customisation services.

(3) Each stoma customisation record must include—
(a) details of advice given;
(b) the type of stoma appliance customised;
(c) dimensions used in respect of the modification of parts of the appliance;
(d) measurements of the patient (if taken);
(e) dimensions of any template made or modification of any existing template;
(f) any referrals made to the prescriber; and
(g) such other details as may be specified in the arrangements made with P or S.

(4) Stoma customisation records may be in the form of an electronic record and may be stored
electronically.
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Establishing and maintaining appliance use review services for specified appliances
11.—(1) The NHSCB must make arrangements for the provision of appliance use review
services (“AUR services”) by any pharmacist (“P”) or supplier of appliances (“S”)—
(a) who supplies specified appliances in the normal course of business;

(b) who either wishes to enter into the arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services); and

(¢) inrelation to whom—
(i) Conditions 1, 2 and 3 are met, and
(ii) if services are to be provided at listed chemist premises, Condition 4 is also met.

(2) The underlying purpose of an AUR service is, with a patient’s agreement, to improve the
patient’s knowledge and use of any specified appliance by, in particular—

(a) establishing the way the patient uses the specified appliance and the patient’s experience
of such use;

(b) identifying, discussing and assisting in the resolution of poor or ineffective use of the
specified appliance by the patient;

(c) advising the patient on the safe and appropriate storage of the specified appliance; and
(d) advising the patient on the safe and proper disposal of specified appliances that are used
or unwanted,
and an AUR service may be provided either when a pharmacist or specialist nurse visits a patient
at home or when a patient visits listed chemist premises.
(3) Condition 1 is that, before any arrangements are entered into, the NHSCB (or before 1st
April 2013 the relevant Primary Care Trust) and the NHS BSA have each been supplied with—

(a) notice that P or S wishes to provide AUR services;

(b) a statement of whether or not P or S proposes to provide any services to patients at home;
and

(c) unless services are to be provided solely during visits to a patient at home, a statement of
each location (which must be listed chemist premises) at which services are to be
provided.

(4) Condition 2 is that, before any arrangements are entered into, the NHSCB (or before Ist
April 2013 the relevant Primary Care Trust) has also been supplied with the following information
in relation to each pharmacist or specialist nurse who, as part of the AUR services to be provided
by P or S, is to review the use of specified appliances—

(a) full name;

(b) documentary evidence of qualifications; and

(c) details as to competency in respect of the use of specified appliances.

(5) Condition 3 is that P or S—

(a) is satisfactorily complying with P’s obligations under Schedule 4 to the Pharmaceutical
Services Regulations (terms of service of NHS pharmacists) or S’s obligations under
Schedule 5 to those Regulations (terms of service of NHS appliance contractors), as the
case may be; and

(b) has procedures in place to ensure referral of a patient to the prescriber of the appliance in
any case where a matter relating to a patient’s use of a specified appliance arises in the
course of an AUR service but falls outside the scope of the service.

(6) Condition 4 is that, where any AUR services are to be provided at listed chemist premises,
there is a consultation area at the premises which—

(a) is distinct from the general public areas;
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(b) at all times when a pharmacist or specialist nurse is reviewing the use of specified
appliances, is clearly designated as an area for confidential consultation;

allows all persons taking part in the review to sit down together and talk at normal
speaking volumes without being overhead by other visitors to, or staff at, the premises;
and

(c

N

e

=

having regard to the nature of specified appliances and the underlying purpose of AUR
services, is suitable for a consultation to determine how a patient uses an appliance and
the extent of the patient’s knowledge about it.

Requirements applying to appliance use review services
12.—(1) This direction has effect in relation to any arrangements with a pharmacy contractor (P)
or supplier of appliances (S) which are made pursuant to direction 11.
(2) The NHSCB must ensure that the arrangements include such provision about—
(a) the qualifications of persons who review a patient’s use of specified appliances;
(b) the delivery of each AUR service; and
(c) the administration of AUR services,
as is set out in the following provisions of this direction.
(3) The provision referred to in paragraph (2)(a) is that—
(a) only a pharmacist or specialist nurse is permitted to review the use of specified
appliances; and

(b) the NHSCB must be sent (unless before 1st April 2013 the relevant Primary Care Trust
was sent) the following information in relation to each pharmacist or specialist nurse
who, as part of the AUR services provided by P or S, reviews the use of specified
appliances—

(i) full name,

(i) documentary evidence of education, training or experience in respect of the use of
specified appliances, and

(iii) details as appropriate of relevant clinical training and practice in respect of the use of
specified appliances.

(4) The provision referred to in paragraph (2)(b) is that—

(a) where reasonably possible, an AUR service must be provided within 2 working days of
the day on which a patient requests a review or agrees to one at the suggestion of P or S;

(b) the pharmacist or specialist nurse who reviews the patient’s use of a specified appliance
must obtain the patient’s prior written consent to receiving the service;

(c) arecord of each service must be completed;
(d) each record must include—
(i) the date of the review of the patient’s use of the specified appliance,
(ii) the name of the pharmacist or specialist nurse who carried out the review,
(iii) the name of the patient and the address at which the review took place,
(iv) the name of any other person present (and their relationship with the patient),
(v) the reason why a review is required,
(vi) the advice given to the patient, and
(vii) any intervention made; and

(e) the patient must be informed in writing that the record will be kept and that information
from it will be forwarded in accordance with paragraphs (5)(a) to (d); and
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()

a patient must not be refused delivery of an AUR service by reason solely of the patient’s
location if P or S would, in the normal course of business, dispense the related specified
appliance to that location.

(5) The provision referred to in paragraph (2)(c) is that—

()

(b)

(©

(d)

(e)
()

a copy of each record of an AUR service must be provided by the pharmacist or specialist
nurse to P or S;

if the patient is a registered patient, the information referred to in paragraph (4)(d)(i), (ii)
and (iii) must be forwarded to any provider of primary medical services with which the
patient is a registered patient;

if the patient is a registered patient and the pharmacist or specialist nurse considers it
necessary for the provider of primary medical services with which the patient is registered
to be aware of other information from the record, all such information must be forwarded
to that provider;

any information forwarded to any provider of primary medical services under this
paragraph must be copied to any nurse who is—

(i) employed or engaged by a provider, under arrangements with a clinical
commissioning group, of services as part of the health service, and

(ii) providing relevant health care services to the patient,

if it is known that there is such a nurse;

each record must be retained for a minimum period of 12 months or for such longer
period as the NHSCB may reasonably require; and

information about the number of AUR services provided in any financial year must be
submitted in accordance with any arrangements for payment of which P or S is notified.

(6) The record of an AUR service may be in the form of an electronic record and may be stored
electronically.

Maximum number of appliance use review services eligible for payment

13. The maximum number of AUR services for which a pharmacy contractor (P) or an appliance
contractor (S) is eligible for payment in any financial year is not more than 1/35th of the aggregate
number of specified appliances dispensed during that financial year by P or S (as the case may be).

PART 4

Enhanced services: pharmacy contractors only

Enhanced services provided by pharmacy contractors

14—(1) The NHSCB is authorised to arrange for the provision of the following additional
pharmaceutical services with a pharmacy contractor (P)—

()

(b)

an Anticoagulant Monitoring Service, the underlying purpose of which is for P to test the
patient’s blood clotting time, review the results and adjust (or recommend adjustment to)
the anticoagulant dose accordingly;

a Care Home Service, the underlying purpose of which is for P to provide advice and
support to residents and staff in a care home relating to—

(i) the proper and effective ordering of drugs and appliances for the benefit of residents
in the care home,

(ii) the clinical and cost effective use of drugs,
(iii) the proper and effective administration of drugs and appliances in the care home,

(iv) the safe and appropriate storage and handling of drugs and appliances, and
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(v) the recording of drugs and appliances ordered, handled, administered, stored or
disposed of;

a Disease Specific Medicines Management Service, the underlying purpose of which is
for a registered pharmacist to advise on, support and monitor the treatment of patients
with specified conditions, and where appropriate to refer the patient to another health care
professional;

a Gluten Free Food Supply Service, the underlying purpose of which is for P to supply
gluten free foods to patients;

an Independent Prescribing Service, the underlying purpose of which is to provide a
framework within which pharmacist independent prescribers may act as such under
arrangements to provide additional pharmaceutical services with the NHSCB;

a Home Delivery Service, the underlying purpose of which is for P to deliver to the
patient’s home—

(i) drugs, and

(ii) appliances other than specified appliances;

a Language Access Service, the underlying purpose of which is for a registered
pharmacist to provide, either orally or in writing, advice and support to patients in a
language understood by them relating to—

(i) drugs which they are using,

(ii) their health, and
(iii) general health matters relevant to them,

and where appropriate referral to another health care professional;

a Medication Review Service, the underlying purpose of which is for a registered
pharmacist—

(i) to conduct a review of the drugs used by a patient, including on the basis of
information and test results included in the patient’s care record held by the provider
of primary medical services that holds the registered patient list on which the patient
is a registered patient, with the objective of considering the continued
appropriateness and effectiveness of the drugs for the patient,

(ii) to advise and support the patient regarding their use of drugs, including encouraging
the active participation of the patient in decision making relating to their use of
drugs, and

(iii) where appropriate, to refer the patient to another health care professional;

a Medicines Assessment and Compliance Support Service, the underlying purpose of

which is for P—

(i) to assess the knowledge of drugs, the use of drugs by and the compliance with drug
regimens of vulnerable patients and patients with special needs, and

(ii) to offer advice, support and assistance to vulnerable patients and patients with
special needs regarding the use of drugs, with a view to improving their knowledge
and use of the drugs, and their compliance with drug regimens;

a Minor Ailment Scheme, the underlying purpose of which is for P to provide advice and

support to eligible patients presenting with a minor ailment, and where appropriate to

supply drugs to the patient for the treatment of the minor ailment;

a Needle and Syringe Exchange Service, the underlying purpose of which is for a

registered pharmacist—

(i) to provide sterile needles, syringes and associated materials to drug misusers,

(ii) to receive from drug misusers used needles, syringes and associated materials, and

(iii) to offer advice to drug misusers and where appropriate refer them to another health
care professional or a specialist drug treatment centre;
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an On Demand Availability of Specialist Drugs Service, the underlying purpose of which
is for P to ensure that patients or health care professionals have prompt access to
specialist drugs;

(m) Out of Hours Services, the underlying purpose of which is for P to dispense drugs and
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appliances in the out of hours period (whether or not for the whole of the out of hours
period);

a Patient Group Direction Service, the underlying purpose of which is for P to supply or
administer prescription only medicines to patients under patient group directions;

a Prescriber Support Service, the underlying purpose of which is for P to support health
care professionals who prescribe drugs, and in particular to offer advice on—

(i) the clinical and cost effective use of drugs,

(ii) prescribing policies and guidelines, and
(iii) repeat prescribing;
a Schools Service, the underlying purpose of which is for P to provide advice and support
to children and staff in schools relating to—

(i) the clinical and cost effective use of drugs in the school,

(i) the proper and effective administration and use of drugs and appliances in the school,
(iii) the safe and appropriate storage and handling of drugs and appliances, and

(iv) the recording of drugs and appliances ordered, handled, administered, stored or
disposed of;

a Screening Service, the underlying purpose of which is for a registered pharmacist—
(i) to identify patients at risk of developing a specified disease or condition,
(ii) to offer advice regarding testing for a specified disease or condition,
(iii) to carry out such a test with the patient’s consent, and
(iv) to offer advice following an test and refer to another health care professional as
appropriate;
a Stop Smoking Service, the underlying purpose of which is for P—
(i) to advise and support patients wishing to give up smoking, and
(ii) where appropriate, to supply appropriate drugs and aids;

a Supervised Administration Service, the underlying purpose of which is for a registered
pharmacist to supervise the administration of prescribed medicines at P’s pharmacy
premises; and

a Supplementary Prescribing Service, the underlying purpose of which is for a registered
pharmacist who—

(i) is a supplementary prescriber, and
(ii) with a doctor or a dentist is party to a clinical management plan,

to implement that plan, with the patient’s agreement.

(2) The NHSCB must ensure that any such arrangements make provision for those services—

(a)
(b)

only to be performed by appropriately trained and qualified persons; and
only to be provided—

(i) in accordance with relevant national guidelines or standards,

(ii) from premises that are suitable for the purpose, and

(iii) using the appropriate or necessary equipment.
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Signed by authority of the Secretary of State for Health

wm

12th March 2013

Jeannette Howe
Head of Pharmacy
Department of Health

SCHEDULE 1 Direction 5(1)(g)

National Target Groups for MUR services

1. Patients taking a high risk medicine, and for these purposes, “high risk medicine” is a

medicine included in

the BNF subsections referenced in the table in this paragraph—

BNF reference BNF subsection descriptor

BNF 10.1.1 NSAIDs

BNF 2.8.2 and 2.8.1 Anticoagulants (including low molecular weight heparin)
BNF 2.9 Antiplatelets

BNF 2.2 Diuretics

2. Patients recently

(that is, within the previous 8 weeks) discharged from hospital who had

changes made to the drugs they are taking while they were in hospital (it is anticipated that
patients in this target group will generally be offered an MUR services consultation within 4

weeks of discharge).

3. Patients prescribed a respiratory drug included in the BNF subsections referenced in the table

in this paragraph—
BNF BNF subsection descriptor
Reference
3.1.1 Adrenoceptor agonists
3.1.2 Antimuscarinic bronchodilators
3.13 Theophylline
3.1.4 Compound bronchodilator preparations
32 Corticosteroids
33 Cromoglicate and related therapy, leukotriene receptor antagonists

and phosphodiesterase type-4 inhibitors

1. For the purposes

SCHEDULE 2 Direction 7(1)(e)
NMS medicines

of these Directions, an “NMS medicine” is a drug included in the BNF

subsections referenced in the tables in this paragraph (which are headed with the conditions or

therapies to which the;

y relate)—

Asthma and Chronic Obstructive Pulmonary Disease

BNF BNF subsection descriptor
Reference

3.1.1 Adrenoceptor agonists

3.1.2 Antimuscarinic bronchodilators
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3.1.3

Theophylline

3.14

Compound bronchodilator preparations
Corticosteroids

33

Cromoglicate and related therapy, leukotriene receptor antagonists
and phosphodiesterase type-4 inhibitors

Type 2 Diabetes

BNF
Reference

BNF subsection descriptor

6.1.1.1

Short acting insulins (where the community pharmacist can determine that
the medicine has been newly prescribed for a patient with Type 2 diabetes)

6.1.1.2

Intermediate and long acting insulins (where the community pharmacist can
determine that the medicine has been newly prescribed for a patient with
Type 2 diabetes)

6.1.2

Antidiabetic drugs

Antiplatelet/Anticoagulant therapy

BNF
Reference

BNF subsection descriptor

2.8.2

Oral anticoagulants

29

Antiplatelet drugs

Hypertension

BNF
Reference

BNF subsection descriptor

2.2.1

Thiazides and related diuretics

2.4

Beta-adrenoceptor blocking drugs (where the community pharmacist can
determine that the medicine has been newly prescribed for a patient with
hypertension)

2.5.1

Vasodilator antihypertensive drugs

252

Centrally acting antihypertensive drugs

254

Alpha-adrenoceptor blocking drugs (where the community pharmacist can
determine that the medicine has been newly prescribed for a patient with
hypertension)

255

Drugs affecting the renin-angiotensin system (where the community
pharmacist can determine that the medicine has been newly prescribed for a
patient with hypertension)

2.6.2

Calcium-channel blockers (where the community pharmacist can determine
that the medicine has been newly prescribed for a patient with

hypertension)
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013 and come into force on the day after
the day on which they are signed.

(2) These Directions apply in relation to England.

(3) In these Directions, “the principal Directions” means the Pharmaceutical Services
(Advanced and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the principal Directions
2. In direction 2 of the principal Directions (interpretation), at the appropriate alphabetical place
insert—
““NHS prescription” means a prescription that is an electronic prescription form, an

electronic repeatable prescription, a non-electronic prescription form or a non electronic
repeatable prescription for the purposes of the Pharmaceutical Services Regulations

(c)™.

Amendment of direction 8 of the principal Directions

3. In direction 8 of the principal Directions(d) (duration of New Medicine Service), for “31st
December 2013” substitute “31st March 2014”.

Amendment of direction 14 of the principal Directions
4.In direction 14(1) of the principal Directions (enhanced services provided by pharmacy
contractors)—
(a) omit “and” at the end of sub-paragraph (s);
(b) insert “; and” at the end of sub-paragraph (t); and
(c) after sub-paragraph (t) insert the following sub-paragraph—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act™), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

(b) Signed on 12th March 2013.

(¢) These are the National Health Service (Phar

2013/349).

Amended by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013,

signed on 16th September 2013.

and Local Phar ical Services) Regulations 2013 (S.L

€]
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“(u) an Emergency Supply Service, the underlying purpose of which is to ensure that,
in cases of urgency, patients, at their request, have prompt access to drugs or
appliances—

(i) which have previously been prescribed for them in an NHS prescription but
for which they do not have an NHS prescription, and

(ii) where, in the case of prescription only medicines, the requirements of
regulation 225(1) of the Human Medicines Regulations 2012(a) (emergency
sale etc by pharmacist: at patient’s request) are satisfied.”.

Revocation of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013

5. The Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2013(b) are revoked.

Signed by authority of the Secretary of State for Health
Jeannette Howe

Head of Pharmacy

6th December 2013 Department of Health

(a) S.I1.2012/1916.
(b) Signed on 16th September 2013.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2014

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement and application

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2014 and come into force on the day after the day
on which they are signed.

(2) These Directions apply in relation to England.
Revocation of direction 8 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) Directions 2013

2. Direction 8 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
Directions 2013(b) (duration of New Medicine Service) is revoked.
Revocation of direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Amendment) (No. 2) Directions 2013

3. Direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2013(c) (amendment of direction 8 of the principal Directions) is
revoked.

Signed by authority of the Secretary of State for Health

wm Jeannette Howe

Head of Pharmacy
12th March 2014 Department of Health

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the PI ical Services (Ad d and Enh d Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; and the Pharmaceutical Services (Ad d and Ent d
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013.

(¢) Signed on 6th December 2013.

(b
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2014

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation
1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2014.
(2) These Directions—
(a) apart from direction 2, come into force on Ist January 2015; and
(b) direction 2 comes into force on 1st April 2015.
(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 5 of the 2013 Directions

2. In direction 5(1) of the 2013 Directions (MUR services: ongoing conditions of arrangements),
in sub-paragraph (g), for “50%” substitute “70%”.

Amendment of direction 14 of the 2013 Directions

3.In direction 14(1) of the 2013 Directions (enhanced services provided by pharmacy
contractors), after sub-paragraph (a) insert the following sub-paragraph—
“(aa) an Antiviral Collection Service, the underlying purpose of which is for P to
supply antiviral medicines, in accordance with regulation 247 of the Human
Medicines Regulations 2012(¢) (exemption for supply in the event or in
anticipation of pandemic disease), to patients for treatment or prophylaxis;”.

Amendment of Schedule 1 to the 2013 Directions

4.In Schedule 1 to the 2013 Directions (national target groups for MUR services), after
paragraph 3 insert the following paragraph—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; and the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the

(b

Phar ical Services (Adva i and Enhanced Services) (England) (Amendment) Directions 2013; and the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th
March 2014.

(c

Amended by S.1. 2013/235.
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“4. Patients who are regularly being prescribed four or more medicines, at least one of
which is a medicine which is included in the BNF chapter and subsections referenced in the
table in this paragraph—

BNF Reference | BNF subsection descriptor
Chapter 2 Cardiovascular System

Sub Chapter 6.1 | Drugs used in Diabetes

Sub Chapter 6.2 | Thyroid and Anti Thyroid Drugs

Signed by authority of the Secretary of State for Health

¢ HFoHowe

Jeannette Howe
Head of Pharmacy
5th December 2014 Department of Health
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2015

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2015.

(2) These Directions come into force on the day after the day on which they are signed.
(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2. In direction 2 of the 2013 Directions (interpretation), insert each of the following definitions
at the appropriate place in the alphabetical order—

cose

care home” means a care home within the meaning of the Care Standards Act 2000(c)
in respect of which an organisation is registered under Chapter 2 of Part 1 of the Health
and Social Care Act 2008(d) (the Care Quality Commission — registration in respect of
the provision of health or social care) in respect of a regulated activity (within the
meaning of that Part) carried on in the home;”;

“National PGD” means the Patient Group Direction developed by Public Health
England in respect of the administration of intramuscular inactivated influenza vaccine
for the national immunisation programme for active immunisation against influenza,
which has the published expiry date of 31st August 2016(e) (and which may be revised
by Public Health England from time to time);”;

“NIAVS” means the National Influenza Adult Vaccination Service, described in
direction 7A(2);”;

(a

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (hng]and)
(Amendment) Directions 2013, signed on 16th Sep 2013; the Phar ical Services (Adv: d and Ent
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; and the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
Sth December 2014.

() 2000 c. 14. See section 3 of that Act, which defines what a care home is for the purposes of that Act.

(d) 2008c. 14.

(e) Publications gateway reference 04038.

®
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“relevant NHS BSA online gateway” means the service provided for on the NHS BSA
website(a) which allows pharmacy contractors to submit online the information referred
to in directions 7A(3) and 7B(13);”; and

“working day” means any day from Monday to Friday except Good Friday, Christmas
Day or any day that is specified or proclaimed as a bank holiday in England pursuant to
section 1 of the Banking and Financial Dealings Act 1971(b) (bank holidays).”.

New directions 7A and 7B of the 2013 Directions

3.In Part 2 of the 2013 Directions (Advanced services: pharmacy contractors only), after
direction 7 (New Medicine Service: ongoing conditions of arrangements) insert the following
directions—

National Influenza Adult Vaccination Service: general matters and preconditions to
making arrangements

7A.—(1) Until the end of 29th February 2016, the NHSCB must make arrangements for
the provision of services as part of the NIAVS with any pharmacy contractor (P) who—
(a) meets Conditions 1 to 6 set out in this direction; and
(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (Conditions relating to
providing directed services).

(2) The underlying purpose of the NIAVS is to enable pharmacy contractors to participate
in arrangements for the administration of intramuscular inactivated influenza vaccine to
patients aged 18 and over, in accordance with the National PGD, as part of the national
immunisation programme for active immunisation against influenza.

(3) Condition 1 is that P has notified the NHSCB, via the relevant NHS BSA online
gateway, of P’s intention to provide services as part of the NIAVS.

(4) Condition 2 is that P is satisfactorily complying with P’s obligations under Schedule 4
to the Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in
respect of the provision of essential services and an acceptable system of clinical
governance.

(5) Condition 3 is that—

(a) in respect of any registered pharmacist that P intends to employ or engage as part
of the NIAVS, an approved form—

(i) has been completed, in the approved manner, warranting that the pharmacist is
competent to perform services as part of the NIAVS, and

(ii) is held (or a copy of it is held) at the pharmacy premises at or from which the
services which are part of the NIAVS are to be provided; and

(b) if P is a registered pharmacist, P completes, in the approved manner, an approved
form—

(i) warranting that P is competent to perform services as part of the NIAVS, and

(ii) which is held (or a copy of it is held) at the pharmacy premises at or from
which the services which are part of the NIAVS are to be provided,

and “approved” for these purposes means approved by the NHSCB.

(6) Condition 4 is that P has in place at the pharmacy premises at or from which the
services which are part of the NIAVS are to be provided standard operating procedures —

(a) which have been notified to the pharmacy staff;

(a) The website address is www.nhsbsa.nhs.uk.
(b) 1971 c. 80.
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(e)

which explain—

(@
(ii)
(i)

(iv)

the services to be provided as part of the NIAVS,
the preconditions for providing the services (in this direction),

the ongoing conditions under which they have to be provided (in direction
7B), and

the roles that pharmacy staff may be required to perform as part of the
services;

which provide that registered pharmacists who may be required to administer
vaccines as part of the service are advised that they should consider being
vaccinated against Hepatitis B;

which, if vaccines are to be administered at a care home, set out the standard
operating procedures in respect of performing that activity away from the
pharmacy premises; and

about which pharmacy staff have received appropriate training, if there is any role
that they may be asked to perform as part of the services.

(7) Condition 5 is that, if P is intending to administer vaccines at a care home as part of
the NIAVS, P must in respect of each occasion on which P intends to do so—

(a) have notified the general practitioners of the patients to whom P is intending to
administer vaccines of P’s intention to do so; and

(b) obtain the agreement of the NHSCB to P doing so.

(8) Condition 6 is that P must be able to provide the services which are part of the NIAVS
at an acceptable location, and for these purposes “acceptable location” means—

(a) aroom for confidential consultations at P’s pharmacy premises which is—

(i)
(i)
(iii)

clearly designated as a room for confidential consultations,

distinct from the general public areas of the pharmacy premises, and

a room where both the person receiving the services which are part of the
NIAVS and the registered pharmacist who is to administer the vaccine are

able to sit down together and talk at normal speaking volumes without being
overheard by any other person (including pharmacy staff),

except that paragraphs (ii) and (iii) do not apply in circumstances where the
pharmacy premises are closed to other members of the public; or

(b) if, with the agreement of the NHSCB, P is to provide services as part of the
NIAVS at a care home on a particular occasion, then for the purposes of that
particular occasion only, a room—

)
(ii)

which is at that care home, and

where both the person receiving the services and the registered pharmacist
who is to administer the vaccine are able to sit down together and talk at
normal speaking volumes without being overheard by any other person, other
than a person whose presence the person receiving the service requests or
consents to (such as a carer).

National Influenza Adult Vaccination Service: ongoing conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to Conditions A to O set out in this
direction.

(2) Condition A is that P has in place and keeps under review at the pharmacy premises at
or from which services are to be provided standard operating procedures—

(a) which have been notified to the pharmacy staff (including any changes to the
procedures);
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(b

N

which explain—
(i) the services to be provided as part of the NIAVS,

(ii) the preconditions for providing them (under direction 7A),

=

(iii) the ongoing conditions under which they have to be provided (under this
direction), and

(iv) the roles that pharmacy staff may be required to perform as part of the
services;
(c) which provide that registered pharmacists who may be required to administer
vaccines as part of the service are advised that they should consider being
vaccinated against Hepatitis B;

(d) which, if vaccines are to be administered at a care home, set out the standard
operating procedures in respect of performing that activity away from the
pharmacy premises; and

(e) about which pharmacy staff have received appropriate training, if there is any role
that they may be asked to perform as part of the services.

(3) Condition B is that intramuscular inactivated influenza vaccine must only be
administered under the arrangements to persons aged 18 and over.

(4) Condition C is that intramuscular inactivated influenza vaccine must only be
administered under the arrangements by an appropriately trained registered pharmacist
(notwithstanding that other health care professionals may administer the vaccine under the
National PGD), and for these purposes, “appropriately trained” is to be construed in
accordance with the “additional requirements” and “continued training requirements” in the
National PGD.

(5) Condition D is that a registered pharmacist administering the intramuscular
inactivated influenza vaccine must adhere to the National PGD and, as appropriate, to the
standard operating procedures referred to in condition A.

(6) Condition E is that, in respect of each registered pharmacist who administers vaccines
under the arrangements, an approved form—

(a) has been completed, in the approved manner, warranting that the pharmacist is
competent to perform services as part of the NIAVS; and

(b) is held (or a copy of it is held) at the pharmacy premises at or from which the
services which are part of the NIAVS are to be provided.

(7) Condition F is that, in respect of each occasion on which P intends to administer
vaccines at a care home as part of the NIAVS, P must—

(a) notify (if P has not already done so under Condition 5 in direction 7A(7)) the
general practitioners of the patients to whom P is intending to administer vaccines
of P’s intention to do so; and

(b) obtain the agreement of the NHSCB to P doing so.

(8) Condition G is that P must only provide the services which are part of the NIAVS at
an acceptable location, and for these purposes, “acceptable location” has the same meaning
as in Condition 6 in direction 7A(8).

(9) Condition H is that P must record the patient’s consent to the administration of the
intramuscular inactivated influenza vaccine (which is a requirement of the National PGD)
on the consent form approved for this purpose by the NHSCB.

N

(10) Condition I is that the NHSCB must terminate the arrangements if it is on notice that
P is not, or no longer, satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(11) Condition J is that P must ensure that the patient’s general practitioner is notified, in
the manner approved by the NHSCB (which may include approval of methods of
transmission of the information as well as of the form in which the information is to be
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transmitted) before the end of the working day after the day on which the patient is
vaccinated.

(12) Condition K is that if—

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of significance,

P or a person employed or engaged by P must ensure that the patient’s general practitioner
is notified (either as part of the notification in accordance with Condition J or separately).

(13) Condition L is that if P is to terminate the arrangements, P must notify the NHSCB
of that via the relevant NHS BSA online gateway.

(14) Condition M is that once P has begun to provide services under the arrangements at
P’s pharmacy premises, then until P or the NHSCB has terminated the arrangements, P
must ensure, in so far as is practicable, that services which are part of the arrangements are
available at P’s pharmacy premises throughout its core opening hours and supplementary
opening hours (as defined in the Pharmaceutical Services Regulations(a)).

(15) Condition N is that each patient vaccinated under the arrangements must be asked to
complete a patient questionnaire, approved for this purpose by the NHSCB, and thereafter P
must process the information contained in any completed patient questionnaires in the
manner requested by the NHSCB.

(16) Condition O is that NHSCB must terminate any arrangements that are entered into or
still in force on 29th February 2016 with effect from the end of 29th February 2016.”.

Signed by authority of the Secretary of State for Health

Ede-%cm

15th September 2015 Department of Health

Jeannette Howe
Head of Pharmacy

(a) See lation 2(1) of those Regulati
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2016

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Ci

itation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Amendment) Directions 2016.

(2) These Directions come into force on 1st September 2016.
(3) These Directions apply in relation to England.
(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) (England) Directions 2013(b).

A

mendment of direction 2 of the 2013 Directions

2. In direction 2 of the 2013 Directions (interpretation)—
(a) for the definition of “National PGD” substitute the following definition—

““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine to adults in accordance
with the CPSIVAS and national influenza immunisation programme, which is valid
from 1st September 2016 and has the published expiry date of 31st March 2017(c) (and
which may be revised from time to time);”;

(b) at the appropriate place in the alphabetical order insert—
““CPSIVAS” means the Community Pharmacy Seasonal Influenza Vaccination
Advanced Service, described in direction 7A(2);”;
““CPSIVAS service specification” means the service specification for the CPSIVAS,
produced by the NHSCB, which has the publication date of August 2016(d)”; and

(c) omit the definition of “NIAVS”.

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act™), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

(b) Signed on 12th March 2013, and amended by: the Phar ical Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pt ical Services (Ad d and Enhanced

Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar I Services (Ad d and Enh: d Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2015, signed on 15th September 2015.

(¢) NHS England Publications gateway reference 05457.

It

) NHS England Publications gateway reference 05662.
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New directions 7A and 7B of the 2013 Directions

3. For directions 7A and 7B of the 2013 Directions (National Influenza Adult Vaccination
Service: general matters and preconditions to making arrangements, and ongoing conditions for
arrangements) substitute the following directions—

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: general
matters and preconditions to making arrangements

7A.—(1) Until the end of 31st March 2017, the NHSCB must make arrangements for the
provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—
(a
(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

=

meets the requirements set out in this direction; and

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD, as part of the NHSCB, Public Health
England and Department of Health annual flu programme(a).

(3) Condition 1 is that, before administering or purporting to administer any vaccines as
part of the CPSIVAS, P has notified the NHSCB via the form to be used for this purpose
published on the NHS BSA website(b) of P’s intention to provide a service as part of the
CPSIVAS(c).

(4) Condition 2 is that P is satisfactorily complying with P’s obligations under Schedule 4
to the Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in
respect of the provision of essential services and an acceptable system of clinical
governance.

(5) Condition 3 is that any registered pharmacist who is to be involved in the
administration of vaccines as part of the service—

(a) has been appropriately trained and is competent to do so, having regard to the
requirements of the National PGD and the CPSIVAS service specification; and

(b) has completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(d), copies of which must be kept at P’s pharmacy
premises;

(6) Condition 4 is that pharmacy staff at pharmacy premises at or from which the service
is to be provided, if there is any role that they may be asked to perform as part of the
service, have been appropriately trained, having regard to requirements of the National
PGD and the CPSIVAS service specification.

(7) Condition 5 is that P has in place at the pharmacy premises at or from which the
service is to be provided appropriate standard operating procedures for the service, having
regard to the requirements of the National PGD and the CPSIVAS service specification,
about which staff (if there is any role that they may be asked to perform as part of the
service) have received appropriate training and which include procedures in respect of—

(a) cold chain integrity;
@

(c) advice to staff involved in the service in respect of vaccination against Hepatitis B;
(d

N

needle stick injuries;

=

the identification and management of adverse reactions;

(a)
(b)
(©)
(@)

Available at www.gov.uk/gover i I-flu-p
This is www.nhsbsa.nhs.uk.
This has to be done prior to providing a service as part of each annual vaccination programme.

This is available on the CPPE website, www.cppe.ac.uk.
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(e) the handling, removal and safe disposal of any clinical waste related to the
provision of the service;

(f) if vaccines are to be administered at a care home, performing that activity away
from the pharmacy premises.

(8) Condition 6 is that, if P is intending to administer vaccines at a care home as part of
the CPSIVAS, P must in respect of each occasion on which P intends to do so, obtain the
agreement of the NHSCB to P doing so in the manner provided for in the CPSIVAS service
specification.

(9) Condition 7 is that P must be able to provide the services which are part of the
CPSIVAS at an acceptable location, and for these purposes “acceptable location” means—

(a) a room for confidential consultations at P’s pharmacy premises which meets the
requirements for such a room in the CPSIVAS service specification;

(b) if, with the agreement of the NHSCB, P is to provide services as part of the
CPSIVAS at a care home on a particular occasion, then for the purposes of that
particular occasion only, a room at that care home which meets the requirements
for such a room in the CPSIVAS service specification.

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Condition A is that inactivated influenza vaccines must only be administered under
the arrangements in accordance with the National PGD, and this includes the requirements
of the National PGD before and after administration of a vaccine.

(3) Condition B is that the only inactivated influenza vaccines to be administered under
the arrangements must be those listed in the NHSCB, Public Health England and
Department of Health annual flu programme(a).

(4) Condition C is that P has in place and keeps under review at the pharmacy premises at
or from which the service is to be provided appropriate standard operating procedures for
the service, as described in Condition 5 in direction 7A, about which staff (if there is any
role that they may be asked to perform as part of the service) have received appropriate
training.

(5) Condition D is that vaccines must only be administered under the arrangements by a
registered pharmacist, and that registered pharmacist—

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification;

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(b), copies of which must be kept at P’s pharmacy
premises;

(c) must be authorised by name under the National PGD before working to it; and
(d) must adhere to—
(i) the National PGD,
(ii) the relevant requirements of the publication known as the Green Book(c), and,

(ii) as appropriate, to the standard operating procedures referred to in condition C.

(a) Available at www.gov.uk/gover
(b) Available at D !
(¢) Available at www.gov.uk/gover

ppe.ac.uk/servi

/collections/immunisation-against-infectious-disease-th book.
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(6) Condition E is that P must only provide the service at an acceptable location, and for
these purposes, “acceptable location” has the same meaning as in Condition 7 in direction
TA(9).

(7) Condition F is that, in respect of each occasion on which P intends to administer
vaccines at a care home as part of the CPSIVAS—

(a) P must obtain the agreement of the NHSCB to P doing so in the manner provided
for in the CPSIVAS service specification;

(b) P must ensure that each patient’s general practitioner is made aware in advance of
the vaccination that the patient will be vaccinated;

(c) P must ensure that appropriate arrangements are in place at the care home for the
handling, removal and safe disposal of any clinical waste related to the provision
of the service;

(d) P must ensure that vaccinations are only administered in a room at that care home
which meets the requirements for such a room in the CPSIVAS service
specification; and

(e) P must ensure that appropriate infection control is available at the care home in
relation to the provision of the service.

(8) Condition G is that P must ensure, in so far as is practicable, that services which are
part of the arrangements are available and on offer at P’s pharmacy premises throughout its
core opening hours and supplementary opening hours (as defined in the Pharmaceutical
Services Regulations(a)).

(9) Condition H is that P must ensure the service is accessible, appropriate and sensitive
to the needs of all service users, and that no eligible patient is excluded or experiences
particular difficulty in accessing or using the service due to their race, gender, disability,
sexual orientation, religion or belief, gender reassignment, marriage or civil partnership
status, pregnancy or maternity, or age (subject to the requirements of the National PGD).

(10) Condition I is that P must ensure the patient’s consent to the administration of the
vaccine is recorded using the national Flu Vaccination Record and Consent Form in the
CPSIVAS service specification, and information in the form must be shared on request with
the NHSCB, where it is needed for post payment verification.

(11) Condition J is that each patient vaccinated under the arrangements must be asked to
complete the patient questionnaire in the CPSIVAS service specification, and thereafter P
must process the information contained in any completed patient questionnaires in the
manner requested by the NHSCB.

(12) Condition K is that, as regards each patient vaccinated under the arrangements who
is registered with a general practitioner, P must ensure that the patient’s general practitioner
is notified, using the form for this purpose in the CPSIVAS service specification, in the
manner provided for in that service specification.

(13) Condition L is that if—

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,

P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare Products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD and the
CPSIVAS service specification.

(a) See regulation 2(1) of those Regulations.

109



10/2023 Part VIC

ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

(14) Condition M is that P must keep a record of all patients receiving treatment under the
arrangements, in the manner required and for the purposes specified in the National PGD
and the CPSIVAS service specification.

(15) Condition N is that, if P is to terminate the arrangements, P must notify the NHSCB
via the NHS BSA within one week of ceasing provision, using the service cessation form
available for this purpose on the NHS BSA website.

(16) Condition O is that NHSCB must terminate any arrangements that are entered into or
still in force on 31st March 2017 with effect from the end of 31st March 2017.”.

Amendment of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2015

4. Direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2015(a) (new directions 7A and 7B of the 2013 Directions) is revoked.

Signed by authority of the Secretary of State for Health
Jeannette Howe

E Wo-u:ﬂ;
Head of Pharmacy

30 August 2016 Department of Health

(a) Signed on 15th September 2015.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016.

(2) These Directions come into force on 1st December 2016.

(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.In direction 2 of the 2013 Directions (interpretation), at the appropriate place in the
alphabetical order insert—

““EPS” means the Electronic Prescription Service which is managed by NHS Digital;”;
““NHS 111 service” means the non-emergency, 24 hour medical helpline service of
that name, supported by the NHSCB, which is intended for urgent but not life
threatening health issues;”;
““NHS Digital” means the Health and Social Care Information Centre established
under section 252 of the Health and Social Care Act 2012(c) (the Health and Social
Care Information Centre);”;
““NHSmail” means the secure e-mail service of that name for the sharing of patient
identifiable and patient sensitive information, for which NHS Digital is responsible;”;
“NUMSAS” means the NHS Urgent Medicine Supply Advanced Service pilot
scheme, described in direction 7C(2);”; and
““NUMSAS service specification” means the service specification for the NUMSAS,
produced by the NHSCB, which has the publication date of 29th November 2016(d);”.

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar Senlces (Ad d and Enh: d Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pl ical Services (Ad d and Enhanced
Serwces) (an and) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar 1 Services (Ad d and Enhanced Services) (England) (. ) Directions 2013; the Phar

Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar Services (Ad d and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; and the Phar i Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016.

(¢) 2012 c. 7. The Health and Social Care Information Centre is now known as NHS Digital.

(d) NHS England Publications gateway reference 06119.

(b
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New directions 7C and 7D of the 2013 Directions

3. After direction 7B of the 2013 Directions (Community Pharmacy Seasonal Influenza
Vaccination Advanced Service: ongoing conditions for arrangements) insert the following
directions—

“NHS Urgent Medicine Supply Advanced Service pilot scheme: general matters and
preconditions to making arrangements

7C.—(1) Until the end of 31st March 2018, the NHSCB must make arrangements for the
provision of a service as part of the NUMSAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purposes of the NUMSAS are—

(a) to enable pharmacy contractors, in cases of urgency, to supply a drug or appliance
under arrangements for the provision of NHS pharmaceutical services to a patient
referred to them via the NHS 111 service who has previously been prescribed the
drug or appliance in an NHS prescription but it is impractical for the patient to
obtain an NHS prescription for the drug or appliance without undue delay; and

(b) to support patients in understanding the importance of not running out of
medicines or appliances with a view to preventing the future need for emergency
supplies.

(3) P must notify the NHSCB via the NHS BSA website(a) of P’s intention to provide
services as part of the NUMSAS, prior to doing so.

(4) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(5) P must have in place at the pharmacy premises at or from which the service is to be
provided a business continuity plan and standard operating procedures, both of which are to
cover provision of the service (having been amended to do so) as appropriate, having regard
to the requirements of the NUMSAS service specification.

(6) Pharmacy staff at pharmacy premises at or from which the service is to be provided,
if there is any role that they may be asked to perform as part of the service, must have been
appropriately trained and must have appropriate knowledge (including of the relevant
provisions of the business continuity plan and the standard operating procedures) and skills,
having regard to requirements of the NUMSAS service specification.

(7) P must be able to provide services which are part of the NUMSAS in a room for
confidential consultations at P’s pharmacy premises which meets the requirements for such
a room in the NUMSAS service specification.

(8) Pharmacy professionals at the pharmacy premises at or from which the service is to be
provided must have access to and be able to use—

(a) the EPS, including the EPS tracker system;

(b) NHS summary care records, if P has access to these;
(¢) NHSmail; and

)

=

if another electronic messaging system is used by the NHS 111 service within their
locality for referrals as part of the NUMSAS, that system.

(a) This is www.nhsbsa.nhs.uk.
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NHS Urgent Medicine Supply Advanced Service pilot scheme: ongoing conditions of
arrangements

7D.—(1) The NHSCB must ensure that arrangements pursuant to direction 7C(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

@ P

must comply with the requirements of the NUMSAS service specification, in

particular in respect of—

(2)
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the handling of referrals via the NHS 111 service, including in respect of checking
to see if referrals have been made and actions to be taken before the pharmacy
premises close;

dealing with circumstances where a patient requests the service but has not been
referred via the NHS 111 service;

the conduct of the initial telephone contact between P and the patient, including in
respect of the obtaining of patient consent, as appropriate;

access to and making appropriate use of NHS summary care records and the EPS;
access to and making appropriate use of NHSmail, and if another electronic
messaging system is used by the NHS 111 service within their locality for referrals
as part of the NUMSAS, of that system;

the conduct of face to face consultations;

dealing with the circumstances where it is not appropriate to make an emergency
supply (for example where the prescription is available via the EPS or the relevant
requirements of the Human Medicines Regulations 2012(a) are not met);

dealing with emergency supplies, where it is appropriate for an emergency supply
to be made;

dealing with onward referrals, in the circumstances where these are provided for in
the service specification;

ensuring that the patient and, if there is contact with a representative of the patient,
the patient’s representative are given appropriate information and advice (in
particular, to support patients in understanding the importance of not running out
of medicines or appliances), and appropriate records are made of that information
and advice, as provided for in the service specification;

ensuring that the documentation that needs to be duly completed for P to be paid
the due amount for the service is duly completed;

ensuring that the patient or a representative of the patient—

(i) duly completes the documentation required to ensure that NHS prescription
charges are paid or exemptions are claimed correctly, and that the required
checks are made of evidence of entitlement to exemptions, and

(ii) is asked to complete the patient experience survey relating to the service;

collecting NHS prescription charges, where these are payable;

ensuring there is appropriate feedback from P to the NHS 111 service;

ensuring there is appropriate notification of the patient’s GP practice of the supply
of any drug or appliance as part of the service, as provided for in the service
specification; and

managing all records created or amended as part of the service as provided for in
the service specification.

(3) P must ensure that pharmacy staff at pharmacy premises at or from which the service
is to be provided, if there is any role that they may be asked to perform as part of the

(a) S.1.2012/1916.
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service, are appropriately trained and have appropriate knowledge (including of the relevant
provisions of the business continuity plan and the standard operating procedures) and skills,
having regard to requirements of the NUMSAS service specification.

(4) P must have in place and keep under review at the pharmacy premises at or from
which the service is provided a business continuity plan and standard operating procedures,
both of which are to cover provision of the service (having been amended to do so) as
appropriate, having regard to the requirements of the NUMSAS service specification.

(5) P must where appropriate hold face to face consultations in the room at P’s premises
for confidential consultations which meets the requirements for such a room in the
NUMSAS service specification, as mentioned in direction 7C(7).

(6) P must ensure, in so far as is practicable, that services which are part of the NUMSAS
are available and on offer at P’s pharmacy premises at the times during its core opening
hours and supplementary opening hours (as defined in the Pharmaceutical Services
Regulations(a)) when, having regard to the NUMSAS service specification, the services are
to be provided.

(7) P must ensure that services which are part of the NUMSAS are accessible, appropriate
and sensitive to the needs of all service users, and that no eligible patient is excluded or
experiences particular difficulty in accessing or using the service due to their race, gender,
disability, sexual orientation, religion or belief, gender reassignment, marriage or civil
partnership status, pregnancy or maternity, or age.

(8) P must not actively promote services which are part of the NUMSAS directly to the
public.

(9) P must participate in any local audit of integrated urgent care service provision
provided for in the NUMSAS service specification.

(10) P must participate in any evaluation of the pilot scheme provided for in the
NUMSAS service specification.

(11) If P is to terminate P’s participation in the NUMSAS, P must notify the NHSCB via
the NHS BSA website as provided for in the NUMSAS service specification.

(12) The NHSCB must terminate any arrangements that are entered into or still in force
on 31st March 2018 with effect from the end of 31st March 2018.”.

Signed by authority of the Secretary of State for Health

wm

30th November 2016 Department of Health

Jeannette Howe
Head of Pharmacy

(a) See regulation 2(1) of those Regulations.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2017

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2017.

(2) These Directions come into force on 1st September 2017.

(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2. In direction 2 of the 2013 Directions (interpretation)—
(a) for the definition of “National PGD”(c) substitute the following definition—
““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine to adults in accordance
with the CPSIVAS and national influenza immunisation programme, which is valid
from Ist September 2017 and has the published expiry date of 31st March 2018(d) (and
which may be revised from time to time);”; and
(b) for the definition of “CPSIVAS service specification”(e) substitute the following
definition—

(a

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th Sey ber 2013; the Phar ical Services (Ad d and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar ical Services (Ad 4 and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Phar i Services (Ad d aud Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; and the Phar ical Services (Ad d and Enhanced
Services) (England) (Amendment) (No. 2) Dlrecllons 2016, slgned on 30th November 2016.

Inserted by the Phar ical Services (Ad and d Services) (England) (Amendment) Directions 2016,
signed on 30th August 2016.

(d) NHS England Publications gateway reference 07099.

(e) Inserted by the Phar Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2016,
signed on 30th August 2016.

(b

(c
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““CPSIVAS service specification” means the service specification for the CPSIVAS,
produced by the NHSCB, which has the publication date of August 2017(a);”.

New directions 7A and 7B of the 2013 Directions

3. For directions 7A and 7B of the 2013 Directions (National Influenza Adult Vaccination
Service: general matters and preconditions to making arrangements, and ongoing conditions for
arrangements) substitute the following directions—

“Community Pharmacy Seasonal Influenza Vaccination Advanced Service: general
matters and preconditions to making arrangements

7A.—(1) Until the end of 31st March 2018, the NHSCB must make arrangements for the
provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (9); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD, as part of the NHSCB, Public Health
England and Department of Health annual flu programme(b).

(3) Before administering or purporting to administer any vaccines as part of the
CPSIVAS, P must notify the NHSCB via the form to be used for this purpose published on
the NHS BSA website(c) of P’s intention to provide a service as part of the CPSIVAS(d).

(4) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(5) Any registered pharmacist who is to be involved in the administration of vaccines as
part of the service (including locums)—

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(e)
referred to in paragraph 4.6 of that specification); and

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(f), copies of which must be kept at P’s pharmacy
premises;

(6) Pharmacy staff at pharmacy premises at or from which the service is to be provided, if
there is any role that they may be asked to perform as part of the service, must have been
appropriately trained, having regard to requirements of the National PGD and the
CPSIVAS service specification.

(7) P must have in place at the pharmacy premises at or from which the service is to be
provided appropriate standard operating procedures for the service, having regard to the
requirements of the National PGD and the CPSIVAS service specification, about which
staff (if there is any role that they may be asked to perform as part of the service) have
received appropriate training and which include procedures in respect of—

(a) cold chain integrity;

(a)
(b)
()
(d)
(e)
®

NHS England Publications gateway reference 07052.

Available at www.gov.uk 1-flu-p

This is www.nhsbsa.nhs.uk.

This has to be done prior to providing a service as part of each annual vaccmanon progdxnme
These are available at www.gov.uk/government/publ ini
This is available on the CPPE website, www. cppe ac.uk.

116



10/2023

Part VIC

ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

®

(c) advice to staff involved in the service in respect of vaccination against Hepatitis B;
(d

N

needle stick injuries;

=

the identification and management of adverse reactions;

—_
@
N

the handling, removal and safe disposal of any clinical waste related to the
provision of the service (whether the service is provided at the pharmacy premises
or elsewhere); and

(f) if vaccines are to be administered at a care home, performing that activity away
from the pharmacy premises.

(8) If P is intending to administer vaccines at a care home as part of the CPSIVAS, P
must in respect of each occasion on which P intends to do so, obtain the agreement of the
NHSCB to P doing so in the manner provided for in the CPSIVAS service specification.

(9) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) a room for confidential consultations at P’s pharmacy premises which meets the
requirements for such a room in the CPSIVAS service specification;

(b) if, with the agreement of the NHSCB, P is to provide services as part of the
CPSIVAS at a care home on a particular occasion, then for the purposes of that
particular occasion only, a room at that care home which meets the requirements
for such a room in the CPSIVAS service specification.

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in paragraphs
(2) to (17).

(2) Inactivated influenza vaccines must only be administered under the arrangements in
accordance with the National PGD, and this includes the requirements of the National PGD
before and after administration of a vaccine.

(3) The only inactivated influenza vaccines to be administered under the arrangements
must be those listed in the NHSCB, Public Health England and Department of Health
annual flu programme(a).

(4) P must have in place and keep under review at the pharmacy premises at or from
which the service is to be provided appropriate standard operating procedures for the
service, as described in direction 7A(7), about which staff (if there is any role that they may
be asked to perform as part of the service) have received appropriate training.

(5) Vaccines must only be administered under the arrangements by a registered
pharmacist, and that registered pharmacist (including if he or she is a locum)—

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(b)
referred to in paragraph 4.6 of that specification);

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(c), copies of which must be kept at P’s pharmacy
premises;

(c) must be authorised by name under the National PGD before working to it; and

(d) must adhere to—

(a) Available at www.gov.uk/gover 1lecti 1-flu-
(b) These are available at www.gov.uk/gover ications/i isation-training-national-mini standards.
(¢) This is available on the CPPE website, www.cppe.ac.uk.

117



10/2023

Part VIC

ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

(i) the National PGD,
(ii) the relevant requirements of the publication known as the Green Book(a), and
(iii) as appropriate, to the standard operating procedures referred to in paragraph
).
(6) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location” has the same meaning as in direction 7A(9).

(7) In respect of each occasion on which P intends to administer vaccines at a care home
as part of the CPSIVAS—

(a

=

P must obtain the agreement of the NHSCB to P doing so in the manner provided
for in the CPSIVAS service specification;

(b) P must ensure that each patient’s general practitioner is made aware in advance of
the vaccination that the patient will be vaccinated;

(c) P must ensure that appropriate arrangements are in place at the care home for the
handling, removal and safe disposal of any clinical waste related to the provision
of the service;

(d) P must ensure that vaccinations are only administered in a room at that care home
which meets the requirements for such a room in the CPSIVAS service
specification; and

(e) P must ensure that appropriate infection control is available at the care home in
relation to the provision of the service.

(8) P must ensure, in so far as is practicable, that services which are part of the
arrangements are available and on offer at P’s pharmacy premises throughout its core
opening hours and supplementary opening hours (as defined in the Pharmaceutical Services
Regulations(b)).

(9) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD).

(10) P must ensure the patient’s consent to the administration of the vaccine is recorded
using the national Flu Vaccination Record and Consent Form in the CPSIVAS service
specification, and information in the form must be shared on request with the NHSCB,
where it is needed for post payment verification.

(11) P must ensure that each patient vaccinated under the arrangements, or where
appropriate his or her carer, is given appropriate advice regarding the consequences of and
adverse reactions to vaccination (having regard to the National PGD), including advice
about when and where to seek appropriate advice in the event of an adverse reaction.

(12) Each patient vaccinated under the arrangements must be asked to complete the
patient questionnaire in the CPSIVAS service specification, and thereafter P must process
the information contained in any completed patient questionnaires in the manner requested
by the NHSCB.

(13) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified, using
the form for this purpose in the CPSIVAS service specification, in the manner provided for
in that service specification.

(14) If—

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(a) Available at www.gov.uk/gover
(b) See regulation 2(1) of those Regulations.

llections/immunisati inst-infectious-disease-th book.
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(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,

P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare Products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD and the
CPSIVAS service specification.

(15) P must keep a record of all patients receiving treatment under the arrangements—

(a) in the manner required by the National PGD and the CPSIVAS service
specification, including the requirements relating to signature and dating by the
immuniser and, in the case of electronic records, password protection; and

(b) for the purposes specified in the National PGD and the CPSIVAS service
specification.

(16) If P is to terminate the arrangements, P must notify the NHSCB via the NHS BSA
within one week of ceasing provision, using the service cessation form available for this
purpose on the NHS BSA website.

(17) NHSCB must terminate any arrangements that are entered into or still in force on
31st March 2018 with effect from the end of 31st March 2018.”.

Amendment of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016

4. Direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016(a) (new directions 7A and 7B of the 2013 Directions) is revoked.

Signed by authority of the Secretary of State for Health

29 August 2017 Department of Health

Jeannette Howe
Head of Pharmacy
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2018

The Secretary of State for Health and Social Care gives the following Directions in exercise of the
powers conferred by sections 127(1)(a), 128(1), 272(7) and (8) and 273(1) of the National Health
Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2018.

(2) These Directions come into force on 30th March 2018.

(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions
2.In direction 2 of the 2013 Directions (interpretation), at the appropriate place in the
alphabetical order insert—

““JUC CAS” means an Integrated Urgent Care Clinical Assessment Service, which is
such a service for the purposes of the “Integrated Urgent Care Specification” published
by the NHSCB on 25th August 2017(¢);”.

Amendment of direction 7C of the 2013 Directions
3. In direction 7C of the 2013 Directions(d) (NHS Urgent Medicine Supply Advanced Service
pilot scheme: general matters and preconditions to making arrangements)—
(a) in paragraph (1), for “31stMarch 2018 substitute “30th September 2018”;
(b) in paragraph (2)(a), after “the NHS 111 service” insert “or an [UC CAS”; and

(a

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act™), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, pamgaph 65.

Signed on 12th March 2013, and amended by: the Phar ical Services (Ad d and Services) (England)
(Amendment) Directions 2013, signed on 16th ber 2013; the Phar ical Services (Ad d and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar 1 Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar Services (Ad d and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advdnu.d and Enhanced St.rvlu,>) (England) (Amendment) Directions
2015, signed on 15th S ber 2015; the Phar 1 Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016, signed on 30 November 2016; and the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017.

(c) NHS England Publications Gateway Reference number: 07092.

(d) Direction 7C was inserted by the Phar Services (Ad d and Enhanced Services) (England) (Amendment)
(No. 2) Directions 2016, signed on 30 November 2016.

(b
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(c) in paragraph (8)(d), after “the NHS 111 service” insert “or an IUC CAS”.

Amendment of direction 7D of the 2013 Directions

4. In direction 7D of the 2013 Directions(a) (NHS Urgent Medicine Supply Advanced Service
pilot scheme: ongoing conditions of arrangements)—

(a) in paragraph (2)(a), (b), (¢) and (n), at each place where it occurs, after “the NHS 111
service” insert “or an IUC CAS”; and

(b) in paragraph (12), for “31st March 2018”, at both places where it occurs, substitute “30th
September 2018”.

Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

8th March 2018 Department of Health and Social Care

(a) Direction 7D was inserted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
(No. 2) Directions 2016, signed on 30 November 2016.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2018

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Amendment) (No. 2) Directions 2018.

(2) These Directions come into force on 1st September 2018.
(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2. In direction 2 of the 2013 Directions (interpretation), for the definition of—

(a) “National PGD” substitute the following definition—
““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine to adults in accordance
with the CPSIVAS and national influenza immunisation programme, which is valid
from 1st September 2018 and has the published expiry date of 31st March 2019(c) (and
which may be revised from time to time);”; and

(b) “CPSIVAS” substitute the following definition—
““CPSIVAS service specification” means the service specification for the CPSIVAS,
produced by the NHSCB, which has the publication date of 20 August 2018(d);”.

(a

(b

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the

Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar ical Services (Ad: d and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pt ical Services (Ad d and Enh; d Services) (England) (Amendment) Directions
2015, signed on 15th Sep ber 2015; the Phar ical Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Phar ical Services (Ad d and Enhanced

Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; and the
Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018.

(¢) NHS England Publications gateway reference 08379.

)

) NHS England Publications gateway reference 08291.
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New directions 7A and 7B of the 2013 Directions

3. For directions 7A and 7B of the 2013 Directions (National Influenza Adult Vaccination
Service: general matters and preconditions to making arrangements, and ongoing conditions for
arrangements) substitute the following directions—

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: general
matters and preconditions to making arrangements

7A.—(1) Until the end of 31st March 2019, the NHSCB must make arrangements for the
provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD, as part of the NHSCB, Public Health
England and Department of Health and Social Care’s annual flu programme(a).

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) Any registered pharmacist who is to be involved in the administration of vaccines as
part of the service (including locums) —

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(b)
referred to in paragraph 4.6 of that specification); and

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(c), copies of which must be kept at P’s pharmacy
premises.

(5) Pharmacy staff at pharmacy premises at or from which the service is to be provided, if
there is any role that they may be asked to perform as part of the service, must have been
appropriately trained, having regard to requirements of the National PGD and the
CPSIVAS service specification.

(6) P must have in place at the pharmacy premises at or from which the service is to be
provided appropriate standard operating procedures for the service, having regard to the
requirements of the National PGD and the CPSIVAS service specification, about which
staff (if there is any role that they may be asked to perform as part of the service) have
received appropriate training and which include procedures in respect of—

(a) cold chain integrity;

(b

(c

d

(e) the handling, removal and safe disposal of any clinical waste related to the
provision of the service (whether the service is provided at the pharmacy premises
or elsewhere); and

N

needle stick injuries;

N

advice to staff involved in the service in respect of vaccination against Hepatitis B;

=

the identification and management of adverse reactions;

(a) Available at www.gov.uks
(b) These are available at www.gov.uk/government;
(¢) This is available on the CPPE website, www.cppe.ac.uk.

1-f1
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(f) if vaccines are to be administered at a care home, or at a patient’s home,
performing that activity away from the pharmacy premises.

(7) If P is intending to administer vaccines at a care home or a patient’s home as part of
the CPSIVAS, P must notify the NHSCB before the first occasion on which P intends to do
so in the manner provided for in the CPSIVAS service specification.

(8) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) a room for confidential consultations at P’s pharmacy premises which meets the
requirements for such a room in the CPSIVAS service specification;

(b) if, following notification to the NHSCB, P is to provide services as part of the
CPSIVAS at a care home, a room at that care home which meets the requirements
for such a room in the CPSIVAS service specification; or

(c) if, following notification to the NHSCB, P is to provide services as part of the
CPSIVAS at a patient’s home, a location in the patient’s home that P considers
suitable having regard to the standard operating procedures mentioned in
paragraph (6).

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Inactivated influenza vaccines must only be administered under the arrangements in
accordance with the National PGD, and this includes the requirements of the National PGD
before and after administration of a vaccine.

(3) The only inactivated influenza vaccines to be administered under the arrangements
must be those listed in the NHSCB, Public Health England and Department of Health and
Social Care’s annual flu programme(a).

(4) P must have in place and keep under review at the pharmacy premises at or from
which the service is to be provided appropriate standard operating procedures for the
service, as described in direction 7A(6), about which staff (if there is any role that they may
be asked to perform as part of the service) have received appropriate training.

(5) Vaccines must only be administered under the arrangements by a registered
pharmacist, and that registered pharmacist (including if he or she is a locum)—

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(b)
referred to in paragraph 4.6 of that specification);

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(c), copies of which must be kept at P’s pharmacy
premises;

(c) must be authorised by name under the National PGD before working to it; and

(d) must adhere to—

(i) the National PGD,

(ii) the relevant requirements of the publication known as the Green Book(d),

(a) Available at www.gov.uk/gover I-flu-progra

(b) These are available at www.gov.uk/goverment/publications/i isation-traini ional mini dard
(c) lable at .ac.uk/ser d i .

(d) Available at www.gov.uk/gover i i isation-against-infectious-disease-the-green-book.
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(ii) as appropriate, to the standard operating procedures referred to in paragraph

(6) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location” has the same meaning as in direction 7A(8).

(7) In respect of the first occasion on which P intends to administer vaccines at a care
home or a patient’s home as part of the CPSIVAS, P must notify the NHSCB of their
intention to do so in the manner provided for in the CPSIVAS service specification.

(8) In respect of each occasion on which P intends to administer vaccines at a care home
or a patient’s home as part of the CPSIVAS (apart from sub-paragraph (a), which only
applies where patients are being vaccinated in care homes)—

(a) P must ensure that each patient’s general practitioner is made aware in advance of
the vaccination that the patient will be vaccinated;

(b) P must ensure that appropriate arrangements are in place at the care home or the
patient’s home (having regard to the standard operating procedures mentioned in
direction 7A(6)) for the handling, removal and safe disposal of any clinical waste
related to the provision of the service;

(c) where vaccinations are administered at—

(i) a care home, P must ensure that vaccinations are only administered in a room
which meets the requirements for such a room in the CPSIVAS service
specification, or

(ii) a patient’s home, P must ensure that vaccinations are only administered in a
location which P considers suitable having regard to the standard operating
procedures referred to in paragraph (4); and

(d) P must ensure that appropriate infection control is available at the care home or at
the patient’s home.

(9) P must ensure, in so far as is practicable, that services which are part of the
arrangements are available and on offer at P’s pharmacy premises throughout its core
opening hours and supplementary opening hours (as defined in the Pharmaceutical Services
Regulations(a)).

(10) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD).

(11) P must ensure the patient’s consent to the administration of the vaccine is recorded
using the consent form in the CPSIVAS service specification, and information in the form
must be shared on request with the NHSCB, where it is needed for assurance and post
payment verification.

(12) P must ensure that each patient vaccinated under the arrangements, (or where
appropriate his or her carer) must be asked to complete the patient questionnaire in the
CPSIVAS service specification, and thereafter P must process the information contained in
any completed patient questionnaires in the manner requested by the NHSCB.

(13) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified, using
the form for this purpose in the CPSIVAS service specification, in the manner provided for
in that service specification.

(14) If —

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(a) See regulation 2(1) of those Regulations for the relevant definitions.
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(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,
P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD and the
CPSIVAS service specification.

(15) P must keep a record of all patients receiving treatment under the arrangements—

(a) in the manner required and for the purposes specified in the National PGD and the
CPSIVAS service specification, including the requirements relating to signature and
dating by the immuniser and, in the case of electronic records, password protection; and

(b) for the purposes specified in the National PGD and the CPSIVAS service
specification.

(16) NHSCB must terminate any arrangements that are entered into or still in force on
31st March 2019 with effect from the end of 31st March 2019.”.

Amendment of direction 7C of the 2013 Directions

4. In direction 7C of the 2013 Directions (a) (Urgent Medicine Supply Advanced Service pilot
scheme: general matters and preconditions to making arrangements), in paragraph (1) for “30th
September 2018 substitute “31st March 2019”.

Amendment of direction 7D of the 2013 Directions
5. In direction 7D of the 2013 Directions (b) (Urgent Medicine Supply Advanced Service pilot
scheme: ongoing conditions of arrangements)—

(a) in paragraph (2)(d) after “NHS summary care records” insert “during the telephone
conversation with a patient, or if not done then, during the physical consultation with the
patient, in the manner required by paragraphs 3.2.4 and 3.3.2 of the NUMAS service
specification, including recording the reason for not doing so,”; and

(b) in paragraph (12), for “30th September 2018” substitute “31st March 2019”.

Revocation of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2017

6. The Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2017(c) (new directions 7A and 7B of the 2013 Directions) is revoked.

Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

31st August 2018 Department of Health and Social Care

(a) Direction 7C was inserted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
(No.2) Directions 2016, signed on 30th November 2016, and amended by the Pharmaceutical Services (Advanced and
Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March 2018.

(b) Direction 7D was inserted by the Phar ical Services (Ad d and Ent d Services) (England) (Amendment)
(No.2) Directions 2016, signed on 30th November 2016, and amended by the Pharmaceutical Services (Advanced and
Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March 2018.

(¢) Signed on 29th August 2017.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2019

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2019.

(2) These Directions come into force on 1st April 2019.

(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 5 of the 2013 Directions
2.—(1) Direction 5 of the 2013 Directions (MUR services: ongoing conditions of arrangements)
is amended as follows.
(2) In paragraph (1)—
(a) for sub-paragraph (d) substitute—
“(d)no more than 200 MUR services consultations are carried out in the period

beginning on Ist April 2019 and ending at the end of 30th September 2019,
whether at an acceptable location or by telephone;”; and

(b) for sub-paragraph (g)(c) substitute—

“(g) at least 70% of the MUR services consultations carried out in the period beginning
on Ist April 2019 and ending at the end of 30th September 2019 are to be carried
out with patients who are in one or more of the national target groups set out in
Schedule 1;”.

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar ical Services (Ad: d and Ent d Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar ical Services (Ad d and Enhanced Services) (England) (. il ) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th ber 2015, the Phar ical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016, the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Phar I Services (Ad ed and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No.2) Directions
2018, signed on 31st August 2018.

Sub-paragraph (g) has been amended by the Phar ical Services (Advanced and Enhanced Services) (England)
(Amendment) (No.2) Directions 2014, signed on 5th December 2014.

(a

(b,

(c
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(3) Omit paragraph (2).

Amendment of direction 7C of the 2013 Directions

3. In direction 7C of the 2013 Directions(a) (Urgent Medicine Supply Advanced Service pilot
scheme: general matters and preconditions to making arrangements), in paragraph (1), for “31st
March 2019” substitute “30th September 2019”.

Amendment of direction 7D of the 2013 Directions

4. In direction 7D of the 2013 Directions(b) (Urgent Medicine Supply Advanced Service pilot
scheme: ongoing conditions of arrangements), in paragraph (12), for “31st March 2019” substitute
“30th September 2019”.

Signed by authority of the Secretary of State for Health and Social Care

oFHoure

Jeannette Howe

Head of Pharmacy
13th March 2019 Department of Health and Social Care
(a) Direction 7C was inserted by the Phar ical Services (Advanced and Enh d Services) (England) (Amendment)
(No.2) Directions 2016, signed on 30" November 2016, and amended by the Phar ical Services (Ad d and
Enhanced Services ) (England) (Amendment) Directions 2018, signed on 8th March 2018, and the Pharmaceutical Services
(Ad d and Enhanced) (England) (. dment) (No.2) Di 2018, signed on 31st August 2018.

(b) Direction 7D was inserted by the Phar ical Services (Ad d and Enhanced Services) (England) (Amendment)
(No.2) Directions 2016, signed on 30th November 2016, and amended by the Phar ical Services (Ad d and

Enhanced Services) (England) (Amendment) Directions 2018, signed on 8" March 2018, and the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No.2) Directions 2018, signed on 31st August 2018.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2019

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2019 and come into force on 1st September
2019.

(2) These Directions apply in relation to England.

(3) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) For the definition of “CPSIVAS”(¢) substitute the following definition—

““CPSIVAS” means the Community Pharmacy Seasonal Influenza Vaccination
Advanced Service described in direction 7A(2);”.
(3) For the definition of “CPSIVAS service specification”(d) substitute the following
definition—

““CPSIVAS service specification” means the service specification for the CPSIVAS,
produced by the NHSCB, which has the publication date of August 2019(e);”.

(a

2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar ical Services (Ad d and Ent d Services) (England)
(Amendment) Directions 2013, signed on 16th Sep ber 2013; the Phar ical Services (Ad d and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar ical Services (Advanced and Enhanced Serices) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced dnd Enhanced Servlce:) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar 1 Services (Ad and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th ber 2015; the Phar ical Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Phar 1 Services (Ad ed and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Phar | Services (Ad d and Ent d Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019.

(¢) As substituted by the Pk ical Services (Ad d and Enhanced Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st August 2018.

As substituted by the Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions
2017, signed on 29th August 2017.

NHS England and NHS Improvement Publications gateway reference 000781.

(b,

d

(e
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(4) For the definition of “National PGD”(a) substitute the following definition—

““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine in accordance with the
CPSIVAS and the national flu immunisation programme 2019/20, which is valid from
Ist September 2019 and has the published expiry date of 31st March 2020(b) (and
which may be revised from time to time);”.

Amendment of direction 7A of the 2013 Directions

3.—(1) Direction 7A of the 2013 Directions(c¢) (Community Pharmacy Seasonal Influenza
Vaccination Advanced Service: general matters and preconditions to making arrangements) is
amended as follows.

(2) In paragraph (1), for “2019” substitute “2020”.
(3) In paragraph (2), after “annual flu programme” insert “for the 2019/20 flu season(d)”.

Amendment of direction 7B of the 2013 Directions

4.—(1) Direction 7B of the 2013 Directions(e) (Community Pharmacy Seasonal Influenza
Vaccination Advanced Service: ongoing conditions of arrangements) is amended as follows.

(2) In paragraph (3), after “annual flu programme” insert “for the 2019/20 flu season(f)”.

(3) Omit paragraph (12).

(4) In paragraph (16), for “2019”, at both places, substitute “2020”.

Signed by authority of the Secretary of State for Health and Social Care

oPH o

Jeannette Howe

Head of Pharmacy
22nd August 2019 Department of Health and Social Care
(a) As substituted by the Phar ical Services (Advanced and Ent d Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st August 2018.

(b) NHS England and NHS Improvement Publications gateway reference 000781.

(¢) As substituted by the Phar ical Services (Ad ed and Enh:; d Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st Augusl 2018

(d) See https://www.gov.uk/government/c ions/annual-flu-p #2019-t0-2020-11

(e) As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st August 2018.
O] See]\llps://www.gav.uk overnment/coll -flu-p 2019-t0-2020-flu-s
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Amendment) (No. 3) Directions 2019.

(2) These Directions, apart from directions 4 and 5, come into force on 1st October 2019.
(3) Direction 4 comes into force on 1st April 2020.

(4) Direction 5 comes into force on Ist April 2021.

(5) These Directions apply in relation to England.

(6) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.

(2) In the definition of “NHS 111 service” for “medical helpline” substitute “telephone and

online”.

Amendment of direction 5 of the 2013 Directions

3.—(1) Direction 5 of the 2013 Directions(¢) (MUR services: ongoing conditions of

arrangements) is amended as follows.

(2) In paragraph (1)—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

(c

paragraph 64; and section 128 has been amended by the 2012 Ac& Schedule 4, pamgr'\ph 65.

Signed on 12th March 2013, and amended by: the Phar 1 Services (Ad: and Enh d Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Servmes (Advanced and Enhanced
Servlces) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked (he
Phar ical Services (Ad d and Enhanced Services) (England) (A d ) Directions 2013; the Phar

Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the P} ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th N ber 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Phar ical Services (Advanced and Ent d Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; the Phar ical Services ( d d and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; and the Phar ical Services (Ad d and Enhanced Services)
(England) (Amendment) (No. 2) Directions 2019, signed on 22nd August 2019.

Relevant amendments were made by the Phar | Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2019, signed on 13th March 2019.
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(a) for sub-paragraph (d) substitute—
“(d) no more than 250 service consultations are carried out in the period beginning on
Ist April 2019 and ending on 31st March 2020 (no more than 200 having been
carried out before 1st October 2019), whether at an acceptable location or by
telephone;”; and
(b) for sub-paragraph (g) substitute—
“(g) at least 70% of the MUR service consultations carried out—
(i) in the period beginning on 1st April 2019 and ending at the end of 30th
September 2019 were carried out with patients who were in one or more of
the national target groups set out in Schedule 1, as in force on 30th September
2019, and

(ii) in the period beginning on 1st October 2019 and ending at the end of 31st
March 2020, and in the 2020/21 financial year, are to be carried out with
patients who are in one or more of the national target groups set out in
Schedule 1;”.

Medicines Use Review provision in the financial year beginning on 1st April 2020

4.—(1) Direction 5 of the 2013 Directions (MUR services: ongoing conditions of arrangements)
is amended as follows.

(2) In paragraph (1), for sub-paragraph (d) substitute—

“(d) no more than 100 service consultations are carried out in the period beginning on
Ist April 2020 and ending at the end of 31st March 2021, whether at an acceptable
location or by telephone;”.

Ending of Medicines Use Review provision at the end of 31st March 2021
5.—(1) Directions 4 and 5 of the 2013 Directions (MUR services — general matters and
preconditions for making arrangements, and on-going conditions for arrangements) are revoked.
(2) Schedule 1 to the 2013 Directions (National Target Groups for MUR services) is revoked.
(3) In direction 2(1) of the 2013 Directions (interpretation), omit the definitions of “MUR
certificate” and “MUR services”.

(4) Directions 2 and 4 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Amendment) (No. 2) Directions 2014, signed on 5th December 2014, are revoked.

(5) The Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019, are revoked.

Amendment of directions 7C and 7D of the 2013 Directions

6.—(1) In direction 7C of the 2013 Directions(a) (NHS Urgent Medicine Supply Advanced
Service pilot scheme — general matters and preconditions to making arrangements), in paragraph
(1), for 30 September 2019” substitute “28 October 2019”.

(2) In direction 7D of the 2013 Directions(b) (NHS Urgent Medicine Supply Advanced Service
pilot scheme — ongoing conditions of arrangements), in paragraph (12), for “30th September
2019” substitute “28th October 2019”.

(a) A relevant amendment was made by the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2019, signed on 13th March 2019.

(b) A relevant amendment was made by the Phar ical Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2019, signed on 13th March 2019.
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Substitution of Schedules 1 and 2 to the 2013 Directions

7. For Schedules 1 and 2 to the 2013 Directions(a) (National Target Groups for MUR services,
and NMS medicines) substitute the following Schedules—

“SCHEDULE 1 Direction 5(1)(g)
National Target Groups for MUR services

1. Patients taking a high risk medicine, and for these purposes, a “high risk medicine” is a
medicine which is of one of the descriptions referenced in the table in this paragraph and is
on the list of medicines that are high risk medicines for the purposes of MUR services that
is published by the NHS BSA on its website(b) and amended from time to time—

Descriptors

NSAIDs

Anticoagulants (including low molecular weight heparin)
Antiplatelets

Diuretics

2. Patients recently (that is, within the previous 8 weeks) discharged from hospital who
have had changes made to the drugs they are taking while they were in hospital (it is
anticipated that patients in this target group will generally be offered an MUR services
consultation within 4 weeks of discharge).

SCHEDULE 2 Direction 7(1)(e)
NMS medicines

1. For the purposes of these Directions, an “NMS medicine” is a drug which is of one of
the descriptions referenced in the tables in this paragraph (which are headed with the
conditions or therapies to which they relate) and is on the list of medicines that are NMS
medicines that is published by the NHS BSA on its website(c) and amended from time to
time—

Asthma and Chronic Obstructive Pulmonary Disease

‘ Descriptors ‘
| Adrenoceptor agonists \
| Antimuscarinic bronchodilators |
| Theophylline \
| Compound bronchodilator preparations \
| Corticosteroids \
Cromoglicate and related therapy, leukotriene receptor antagonists

and phosphodiesterase type-4 inhibitors

Type 2 Diabetes

(a

Schedule 1 has been amended by the Phar ical Services (Ad d and Ent d Services) (England) (Amendment)
(No. 2) Directions 2014, signed on 5th December 2014.

(b) The current list is available at https://www.nhsbsa.nhs.uk/mur-nms-druglists.

(¢) The current list is available at https://www.nhsbsa.nhs.uk/mur-nms-druglists.
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Descriptors

Short acting insulins (where the pharmacist can determine that the medicine
has been newly prescribed for a patient with Type 2 diabetes)

Intermediate and long acting insulins (where the pharmacist can determine
that the medicine has been newly prescribed for a patient with Type 2
diabetes)

Antidiabetic drugs

Antiplatelet/Anticoagulant therapy

Descriptors
Oral anticoagulants
Antiplatelet drugs

Hypertension

Descriptors

Thiazides and related diuretics

Beta-adrenoceptor blocking drugs (where the pharmacist can determine that
the medicine has been newly prescribed for a patient with hypertension)
Vasodilator antihypertensive drugs

Centrally acting antihypertensive drugs

Alpha-adrenoceptor blocking drugs (where the pharmacist can determine
that the medicine has been newly prescribed for a patient with
hypertension)

Drugs affecting the renin-angiotensin system (where the pharmacist can
determine that the medicine has been newly prescribed for a patient with
hypertension)

Calcium-channel blockers (where the pharmacist can determine that the
medicine has been newly prescribed for a patient with hypertension)

Signed by authority of the Secretary of State for Health and Social Care

Jeannette Howe

Head of Pharmacy

11th September 2019 Department of Health and Social Care
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DIRECTIONS

T

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 4) Directions 2019

he Secretary of State gives the following Directions in exercise of the powers conferred by

sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Amendment) (No. 4) Directions 2019 and come into force on 29th October
2019.

(2) These Directions apply in relation to England.

(3) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) At the appropriate places in the alphabetical order insert—

““CPCS” means the NHS Community Pharmacist Consultation Service described in direction
7BA(2);”; and

“CPCS service specification” means the service specification for the CPCS, produced by the
NHSCB, which has the publication date of October 2019(c);”.

(3) Omit the definitions of “NUMSAS” and “NUMSAS service specification”.

(a

(b,

) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”™), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar ical Services (Advanced and Ent d Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Ad\anced and Enhanced Servlces) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar I Services (Advanced and Ent i Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Phar ical Services (Advanced and Ent d Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Phar I Services (Ad d and Ent d Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; and the Pharmaceutical Services (Advanced and
Enhanced Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019.

(¢) NHS England and NHS Imp ions gateway refc 000782.
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Amendment of direction 5 of the 2013 Directions
3.—(1) Direction 5 of the 2013 Directions (MUR services: ongoing conditions of arrangements)
is amended as follows.

(2) In paragraph (1), in sub-paragraph (o), omit from *, which—" to the end of that sub-
paragraph.

Amendment of direction 7 of the 2013 Directions
4.—(1) Direction 7 of the 2013 Directions (New Medicines Service: ongoing conditions of
arrangements) is amended as follows.
(2) In paragraph (1)—
(a) for sub-paragraph (f) substitute—

“(f) the first stage services that P provides as part of the New Medicines Service (either
with the patient at P’s pharmacy premises or, provided that the registered
pharmacist is at P’s pharmacy premises and to the extent possible, by telephone)
must comprise—

(i) agreeing with the patient who is being offered the service (whether as a
consequence of prescriber referral or P’s own motion)—

(aa) when P dispenses the newly prescribed NMS medicine to the patient, or

(bb) in a case to which sub-paragraph (e)(ii) applies, when the patient
contacts P about the service as a consequence of the referral mentioned
in sub-paragraph (e)(ii)(bb),

a time and place for the second stage intervention services (which may be at a

split location),

(ii) providing the patient with sufficient information about the New Medicines
Service (for example, in a leaflet) to enable them to give their informed
consent to receiving the service,

(iii) obtaining from the patient a signed consent form to receiving the service, and

(iv) as appropriate, providing the patient with information relevant to the
objectives listed in direction 6(2) (where this is not already required under
Part 2 of Schedule 4 to the Pharmaceutical Services Regulations (terms of
service for NHS pharmacists — essential services);”; and

(b) omit sub-paragraph (g).

New directions 7BA and 7BB of the 2013 Directions

5. After direction 7B (Community Pharmacy Seasonal Influenza Vaccination Advanced Service:
ongoing conditions of arrangements), insert the following directions—

“NHS Community Pharmacist Consultation Service: general matters and
preconditions to making arrangements

7BA.—(1) The NHSCB must make arrangements for the provision of a service as part of
the CPCS with any pharmacy contractor (P) who—
(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purposes of the CPCS are, for NHS patients referred via the NHS 111
service or an [TUC CAS—
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(a) to offer NHS patients with low acuity conditions, or who require urgent
prescriptions, access to appropriate urgent care services from pharmacy
contractors, with a view to releasing capacity in other areas of the urgent care
system;

(b

-

to support NHS patients in self-managing their health more effectively, with a
view to reducing unnecessary use of the urgent care system; and

(c) to increase patient awareness and use of pharmacy contractors as the “first port of
call” for low acuity conditions and for medicines access and advice.

(3) P must register to provide the service in the manner provided for in the CPCS service
specification.

(4) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(5) P must have in place at the pharmacy premises at or from which the service is to be
provided a business continuity plan and standard operating procedures, both of which are to
cover provision of the service, as appropriate, having regard to the requirements of the
CPCS service specification.

(6) Pharmacy staff, including locums, at pharmacy premises at or from which the service
is to be provided must have been appropriately trained and must have appropriate
knowledge and skills, having regard to the requirements of the CPCS service specification,
if there is any role that they may be asked to perform as part of the service.

(7) P must be able to provide the service in a room for confidential consultations at P’s
pharmacy premises which meets the requirements for such a room in the CPCS service
specification.

(8) Pharmacy professionals at the pharmacy premises at or from which the service is to be
provided must have access to, and be able to use—

(a) the EPS;

(b) NHS summary care records;

(c) NHSmail (including the shared mailbox); and
(d

=

the CPCS IT system, as mentioned in the CPCS service specification, if it is used
within their locality.

NHS Community Pharmacist Consultation Service: ongoing conditions of
arrangements

7BB.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BA(1) with
a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.
(2) P must comply, and must ensure that their pharmacy staff including locums comply,
with the requirements of the CPCS service specification, in particular in respect of—
(a) the checking for, and handling of, referrals via the NHS 111 service or an IUC
CAS, including, where the CPCS service specification so provides, contacting a
patient who has not made contact with P;
(b) dealing with circumstances where a patient requests a service as part of the CPCS
but no referral message has been received via the NHS 111 service or an IUC
CAS, including where none has been sent;
(c) the conduct of the initial interview of the patient;
(d

(e) documentation of referrals;

=

making appropriate use of NHS summary care records and the EPS;

(f) in cases relating to referral via the NHS 111 service or an IUC CAS for the
possible emergency supply of a drug or appliance—
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(@

(@if)

(iii)
(iv)

(v

=

vi)

(vii)
(vii)

(ix)

conducting face to face consultations, where one is legally necessary or
clinically appropriate,

dealing with the circumstances where it is not appropriate to make an
emergency supply of a drug or appliance (for example, where the prescription
is available via the EPS or the relevant requirements of the Human Medicines
Regulations 2012(a) are not met),

dealing with emergency supplies of drugs and appliances, where it is
appropriate for an emergency supply to be made,

onward referrals, if it is appropriate for an emergency supply of a drug or
appliance to be made but P does not have the item in question,

ensuring that the patient and, if there is contact with a representative of the
patient, the patient’s representative are given appropriate information and
advice (in particular about ordering prescriptions in a timely manner and the
benefits of electronic repeat dispensing),

ensuring that the patient, or a representative of the patient, duly completes the
documentation required to ensure that NHS prescription charges are paid, or
exemptions are claimed correctly, and that the required checks and records are
made of evidence of entitlement to exemptions,

collecting NHS prescription charges, where these are payable,

maintaining and managing records of the emergency supply, and

post event messaging, including use of the national GP Practice Notification
Form where such use is provided for by the CPCS service specification;

(g) in cases relating to referral via the NHS 111 service or an IUC CAS because of a
possible low acuity condition—

(@
(@if)

(iii)

(iv)

(v

=

(vi)

conducting face to face consultations, where one is clinically appropriate,

identifying where a patient needs to be referred to higher acuity services and
the procedures to be followed in those circumstances (including the escalation
process),

providing advice (verbal and printed) on self-care and the management of low
acuity conditions, including advice in respect of symptoms not improving or
becoming worse and when and where to go for further advice (including
online resources) or treatment,

if medication is required for the presenting condition, responding as provided
for in the CPCS service specification (which may mean offering another NHS
service or a private sale),

maintaining and managing records of the consultation, including of any
medication offered or supplied (including supplies as part of another NHS
service and private purchases), and

post event messaging, including use of the national GP Practice Notification
Form where such use is provided for by the CPCS service specification;

(h) ensuring that the documentation that needs to be duly completed for P to be paid
the due amount for the service is duly completed and submitted; and

(i) ensuring that the governance arrangements for the service are complied with, as
provided for in the CPCS service specification.

(3) P must ensure that pharmacy staff, including locums, at pharmacy premises at or from
which the service is to be provided have been appropriately trained and have appropriate
knowledge and skills, having regard to the requirements of the CPCS service specification,
if there is any role that they may be asked to perform as part of the service.

(a) S.I.2012/1916.
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(4) P must have in place and keep under review at the pharmacy premises at or from
which the service is to be provided a business continuity plan and standard operating
procedures, both of which are to cover provision of such services, as appropriate, having
regard to the requirements of the CPCS service specification.

(5) If the provision of the service has to be suspended for any reason, P must ensure
that—

(a) the relevant elements of its business continuity plan are activated; and

(b) the NHS 111 service, any local IUC CAS and the NHSCB are informed, as
provided for in the CPCS service specification.

(6) Where P holds face to face consultations at P’s premises, these must be held in the
room at P’s premises for confidential consultations which meets the requirements for such a
room in the CPCS service specification.

(7) P must ensure, in so far as is practicable, that the service is available and on offer at
P’s pharmacy premises at the times throughout its core opening hours and supplementary
opening hours (as defined in the Pharmaceutical Services Regulations(a)).

(8) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(9) P must not actively promote services which are part of the CPCS directly to the
public.

(10) P must not use the provision of the service as an occasion for attempting to divert a
patient from, or to change their use of, their usual pharmacy.

(11) P must participate in any local audit of integrated urgent care service provision
provided for in the CPCS service specification.

(12) P must provide the reports for service evaluation and monitoring purposes provided
for in the CPCS service specification.

(13) If P is to terminate P’s participation in the CPCS, P must do so in the manner
provided for in the CPCS service specification.”.

Revocation of directions 7C and 7D of the 2013 Directions

6.—(1) Directions 7C and 7D of the 2013 Directions(b) (NHS Urgent Medicine Supply
Advanced Service Pilot Scheme — general matters and preconditions to making arrangements, and
ongoing conditions of arrangements) are revoked.

(2) Direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2016, signed on 30th November 2016, is revoked.

(3) Directions 3 and 4 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Amendment) Directions 2018, signed on 8th March 2018, are revoked.

(4) Directions 4 and 5 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Amendment) (No. 2) Directions 2018, signed on 31st August 2018, are revoked.

(5) Directions 3 and 4 of the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Amendment) Directions 2019, signed on 13th March 2019, are revoked.

(6) Direction 6 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 3) Directions 2019, signed on 11th September 2019, is revoked.

(a) See regulation 2(1) of those Regulations.
(b) Inserted by the Phar ical Services (Ad d and Ent 1 Services) (England) (Amendment) (No. 2) Directions
2016, signed on 30th November 2016.
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Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

25th October 2019 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2020

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

Services) (England) (Amendment) Directions 2020, and—
(a) apart from directions 2 and 4, come into force immediately after they are signed;
(b) directions 2 and 4 come into force on Ist April 2020.
(2) These Directions apply in relation to England.

(3) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 5 of the 2013 Directions
2.—(1) Direction 5 of the 2013 Directions(c) (MUR services: ongoing conditions of
arrangements) is amended as follows.
(2) In paragraph (1), for sub-paragraph (g) substitute—
“(g) at least 70% of the MUR service consultations carried out by P—

(i) in the period beginning on 1st April 2020 and ending at the end of 30th June
2020, are to be carried out with patients who are in one or both of the national
target groups set out in paragraphs 1 and 2 of Schedule 1, and

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Servues) (l"nEIdnd) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013 which also revoked the

(b

Phar 1 Services (Ad d and Enhanced Services) (England) (A i ) Di 2013; the Phar

Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar I Services (A & zmd Scrvucs) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pt ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th ber 2015; the Phar ical Services (Ad d and Ent d Services) (England)

(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019; and the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 25th October
2019.

(¢) A relevant amendment was made by the Phar ical Services (Ad d and Enh; d Services) (England)
(Amendment) (No. 3) Directions 2019, signed on 11th September 2019.

141



10/2023 Part VIC
ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

(ii) in the period beginning on 1st July 2020 and ending at the end of 31st March
2021, are to be carried out with patients who are in the national target group
set out in paragraph 1 of Schedule 1;”.

Amendment of direction 14 of the 2013 Directions
3.—(1) Direction 14 of the 2013 Directions(a) (enhanced services provided by pharmacy
contractors) is amended as follows.
(2) In paragraph (1), in sub-paragraph (u)—
(a) after “cases of urgency” insert “or whilst a disease is or in anticipation of a disease being

imminently pandemic and a serious risk or potentially a serious risk to human health”;
and

(b) in paragraph (ii), for from “regulation 225(1)” to “patient’s request)” substitute
“regulation 225 or 226 of the Human Medicines Regulations 2012(b) (which relate to
emergency sale etc. by pharmacist either at patient’s request or while a disease is or in
anticipation of a disease being imminently pandemic and a serious risk or potentially a
serious risk to human health)”.

4. Direction 3 of the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 3) Directions 2019, signed on 11th September 2019, is revoked.

Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

6th March 2020 Department of Health and Social Care

i

(a) A relevant amendment was made by the P ical Services (Ad and d Services) (England)
(Amendment) (No. 2) Directions 2013, signed on 6th December 2013.

(b) S.I. 2012/1916. Regulation 225 has been amended by S.I. 2014/490.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) Directions 2020

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 168A, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) Directions 2020.

(2) These Directions come into force immediately after they are signed.

(3) These Directions apply in relation to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced
and Enhanced Services) (England) Directions 2013(b).

Declaration of emergency requiring the flexible provision of pharmaceutical services

2. As aresult of the threatened and actual serious damage to human welfare caused by the Covid
19 pandemic, the NHSCB must until 1st July 2020 exercise, or where a discretion is conferred
consider exercising, their functions under regulation 29(2) and 61 of, and paragraph 27 of
Schedule 4, paragraph 17 of Schedule 5 and paragraph 26(3) of Schedule 7 to, the Pharmaceutical
Services Regulations.

New direction S5A of the 2013 Directions

3. After direction 5 of the 2013 Directions (MUR services: ongoing conditions of arrangements)
insert—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64. Section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65. Section 168A was inserted by the
2012 Act, section 49(4).

(b) Signed on 12th March 2013, and amended by: the Phar Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th ber 2013; the Phar ical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar ical Services (Ad: d and Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar: ical Services (Adv: d and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 25th October 2019; and the
Phar ical Services (Advanced and Ent d Services) (England) (Amendment) Directions 2020, signed on 6th March
2020.
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Home delivery service during a pandemic etc.
5A.—(1) The NHSCB must make arrangements for the provision of a home delivery
service with any pharmacy contractor (P) who—

(a) is to make a delivery of a prescription item as mentioned in paragraph 22A(3)(a) or
(b) of Schedule 4 to the Pharmaceutical Services Regulations; and

(b) is required, in accordance with paragraph 22A(6) of that Schedule, by virtue of
arrangements being in place as part of a directed service, to deliver the prescription
item as part of that service.

(2) The NHSCB is directed to ensure that there is in place a service specification for that
home delivery service, which is to provide the basis on which the home delivery service is
to be provided.

(3) Notwithstanding paragraph (2), if there is no service specification in place, there are
no arrangements in place as mentioned in paragraph 22A(6).

(4) The service specification must include (amongst the matters that it includes)
arrangements that provide, in terms—

(a) that only eligible patients, as mentioned in paragraph 22A of Schedule 4 to the
Pharmaceutical Services Regulations, may receive the service;

(b) that P has a clinical responsibility to ensure that items are delivered within the
timescale that clinical need demands (that being the “reasonable timescale” for the
purposes of paragraph 22A(5));

(c) for what is appropriate in terms of outsourcing delivery; and
(d) for what is appropriate in terms of social distancing.

(5) P must comply, and must ensure that their pharmacy staff including locums comply,
with the requirements of that service specification.”.

Signed by authority of the Secretary of State for Health and Social Care

Jeannette Howe

Head of Pharmacy

27th March 2020 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) (Amendment) (England)
Directions 2020

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 168A, 272(7) and (8)(a) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (Amendment) (England) Directions 2020.

(2) These Directions come into force on 1st July 2020.

(3) These Directions apply in relation to England.

(4) In these Directions—

“the 2013 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services)
(England) Directions 2013(b); and

“the Emergency Declaration Directions” means the Pharmaceutical Services (Advanced and
Enhanced Services and Emergency Declaration) Directions 2020(c).
Amendment of direction 5 of the 2013 Directions

2.—(1) Direction 5 of the 2013 Directions (MUR services: ongoing conditions of arrangements)
is amended as follows(d).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c.7) (“the 2012 Act”). Schedule 4,
paragraph 64. Section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65. Section 168A was inserted by the
2012 Act, section 49(4).

(b) Signed on 12th March 2013, and amended by: the Phar ical Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th S ber 2013; the Phar ical Services (Advanced and
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar Services (Ad d and Enhanced Services) (England) (. ) D 2013; the Phar
Services (Advanced and Enhanced sﬂvms) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Phar Services (Ad d and Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Phar Services (Ad d and Services) (England) (Amendment) Directions
2015, signed on 15th S ber 2015; the Phar ical Services (Advanced and Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the P Services (Ad d and
Services) (England) (Amendment) (No. 2) Directions 2016, signed on 30th 2016; the Phar Services

(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Phar Services (Ad d and Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; the Phar ical Services (Ad and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Phar Services (Ad d and Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Phar ical Services (Ad d and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th S ber 2019, the Phar Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019, the
Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020 and the Phar ical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020,
signed on 27th March 2020.

(¢) Signed on 27th March 2020.

(d) A relevant amendment is made by the Phar ical Services (Advanced and Services) (England) (Amendment)
Directions 2020, signed on 6th March 2020.
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(2) In paragraph (1), in sub-paragraph (g)—
(a) in paragraph (i), for “30th June 2020 substitute “31st December 2020”’; and
(b) in paragraph (ii), for “Ist July 2020” substitute “1st January 2021”.

Amendment of direction 6 of the 2013 Directions

3.In direction 6 of the 2013 Directions (New Medicine Service: general matters and
preconditions for making arrangements), omit paragraph (5).
Amendment of direction 7 of the 2013 Directions

4.In direction 7 of the 2013 Directions (New Medicines Service: ongoing conditions of
arrangements), in paragraph (1), omit sub-paragraph (a)(i).
Amendment of the Emergency Declaration Directions

5.1In direction 2 of the Emergency Declaration Directions 2020 (declaration of emergency
requiring the flexible provision of pharmaceutical services), for “Ist July 2020” substitute “1st
September 2020”.

Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

30th June 2020 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services

and Emergency Declaration) (England) (Amendment) (No. 2)
Directions 2020

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services and Emergency Declaration) (England) (Amendment) (No. 2) Directions 2020.

(2) These Directions come into force on Ist September 2020, apart from directions 9 and 10

which come into force on 1st November 2020.

(3) These Directions apply in relation to England.
(4) In these Directions—

“the 2013 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services)
(England) Directions 2013(b); and

“the Emergency Declaration Directions” means the Pharmaceutical Services (Advanced and
Enhanced Services and Emergency Declaration) Directions 2020(c).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

(€

paragraph 64; and section 128 has been amended by the 2012 Au Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar 1 Services (Ad d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th Sey ber 2013; the Phar ical Services (Adva d and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Phar Services (Ad d and Enhanced Services) (England) (A d ) Directions 2013; the Phar

Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th ber 2015; the Phar ical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019, the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Phar ical Services (Ad d and Enha
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019, the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020.

Signed on 27th March 2020. A relevant amendment was made to these Directions by the Pharmaceutical Services
(Advanced and Enhanced Services and E; Decl. ) ( ) (England) Directions 2020, signed on 30th
June 2020.
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(2) At the appropriate places in the alphabetical order insert—

““CPHCATS” means the Community Pharmacy Hepatitis C Antibody Testing Service, which
is the advanced service described in direction 7BC(2);”;

“CPHCATS service specification” means the service specification for the CPHCATS,
produced by the NHSCB, which has the publication date of August 2020(a);

“POCT” is a point of care test which tests for Hepatitis C antibodies; and
“PWID” means a person who injects illicit drugs (for example, steroids or heroin);”.

(3) In the definition of “CPSIVAS service specification”, for “August 2019” substitute “August
2020”.

(4) For the definition of “National PGD”(b) substitute the following definition—

““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine in accordance with the
CPSIVAS and the national flu immunisation programme 2020/21, which is valid from
Ist September 2020 and has the published expiry date of 31st March 2021(c) (and
which may be revised from time to time);”.

Insertion of direction 2A

3. After direction 2 insert—

Processing of data relating to service provision and remuneration and for NHS
management functions

2A.—(1) The processing of data which relates to the provision of an advanced or
enhanced service and is provided by a patient or an NHS chemist in the course of, or to
enable, the provision of an advanced or enhanced service is—

(a) necessary for the performance of a task carried out in the public interest; and

(b) if the data is personal data concerning health, necessary for the management of
health care systems or services,

where the processing is by or on behalf of a relevant body or an NHS chemist (including by
another body on behalf of the relevant body or the NHS chemist) and is for the purposes of
performing, or facilitating the performance of, the functions listed in paragraph (2).

(2) Those functions are—
(a) remunerating the NHS chemist for providing the advanced or enhanced service;
(b) post payment verification;

(c) charging the patient for providing the advanced or enhanced service (if that is
expressly provided for by or under any enactment); and

(d) management functions of a relevant body relating to ensuring that the functions
mentioned in sub-paragraphs (a) to (c) are performed effectively, efficiently and
economically.

(3) A person who—

(a) is employed or engaged by a relevant body or an NHS chemist, or by a body
processing data on their behalf as mentioned in paragraph (1); and

(b) in the course of being so employed or engaged is required, for the purposes
mentioned in paragraph (1), to undertake the processing of data described in that
paragraph,

(a

(b)

(c

)

The NHS Publishing Reference for the Hepatitis C Testing Service — Advanced Service: PAR0092.

As substituted by the Phar 1 Services (Ad d and Enhanced Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st August 2018.
NHS England and NHS Imp: Publications gateway 000781.
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owes a duty of confidentiality in respect of that data (whether or not that person would do
so but for this paragraph), but that duty is such that, if the processing is for the purposes
mentioned in paragraph (1), that person is able, lawfully, to process that data by virtue of
this direction.

(4) Words and expressions used in both—
(a) paragraphs (1) and (3); and

(b) Parts 1 and 2 (preliminary and general processing) of, and paragraph 2(2)(f) of
Schedule 1 (special categories of personal data and criminal convictions etc data)
to, the Data Protection Act 2018(a),

bear the meanings they bear in those provisions of the Data Protection Act 2018.”.

Amendment of direction 4 of the 2013 Directions
4.—(1) Direction 4 (MUR services: general matters and pre-conditions for making
arrangements) of the 2013 Directions is amended as follows.
(2) In paragraph (6)—
(a) after “who is employed or engaged by, P” insert “, where clinically appropriate,”;
(b) in sub-paragraph (a), for “by telephone” substitute “by telephone or video link™;

(c) in sub-paragraph (b), for “the telephone conversation” substitute “the telephone or video
link conversation”; and

(d) omit “but only if P has obtained the approval of the NHSCB to do so on that particular
occasion”.

Amendment of direction 5 of the 2013 Directions
5.—(1) Direction 5 (MUR service: ongoing conditions of arrangements) of the 2013 Directions
is amended as follows.
(2) In paragraph (1), in sub-paragraph (c)—
(a) for “they are only provided” substitute “they are only provided, where clinically
appropriate”;
(b) in paragraph (i), for “by telephone” substitute “by telephone or video link™;

(c) in paragraph (ii), for “the telephone conversation” substitute “the telephone or video link
conversation”;

(d) omit “with P having obtained the approval of the NHSCB to do so on that particular
occasion”; and

(e) for sub-paragraph (0), substitute—

“(0o) P must obtain from each patient to whom P provides MUR services verbal consent
and must record the patient’s consent on the pharmacy’s clinical record for the
service.”;

Amendment of direction 6 of the 2013 Directions
6.—(1) Direction 6 (New Medicine Services: general matters and preconditions for making
arrangements) of the 2013 Directions is amended as follows.
(2) For paragraph (10) substitute—
“(10) A registered pharmacist who is, or who is employed or engaged by, P may, where

clinically appropriate, provide any services as part of a New Medicine Service other than at
the acceptable location at P’s pharmacy premises if that registered pharmacist does so—

(a) 2018c.12.
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(a) by telephone or by video link, with the prior agreement of any patient; and

(b) in circumstances where the telephone or video link conversation cannot be overheard
(except by someone whom the patient wants to hear the conversation, for example a
carer).”.

Amendment of direction 7 of the 2013 Directions
7.—(1) Direction 7 (New Medicines Services: ongoing conditions of arrangements) of the 2013
Directions is amended as follows.
(2) In paragraph (1)—
(a) at the beginning of sub-paragraph (b), insert “subject to sub-paragraph (c),”;
(b) for sub-paragraph (c), substitute—

“(c) where clinically appropriate, the New Medicine Service can be provided other than
at an acceptable location at P’s pharmacy premises—
(i) by telephone or video link, with the prior agreement of any patient, and
(ii) in circumstances where the telephone or video link conversation cannot be
overheard (except by someone whom the patient wants to hear the
conversation, for example a carer).”; and
(c) in sub-paragraph (f)—

(i) for “provided that the registered pharmacist is at P’s pharmacy premises and to the
extent possible,” substitute “where clinically appropriate, and with the prior
agreement of the patient, provided from another location by P by telephone or by
video link”,

(ii) in sub-paragraph (ii), for “(for example, in a leaflet)” substitute “(for example, in a
leaflet or by P directing the patient to a web link where the patient can access such
information on line, where the service is being provided remotely)”; and

(iii) for sub-paragraph (iii), substitute—

“(iii) obtaining verbal consent from the patient and recording that consent on the
pharmacy’s clinical record for the service, and”.

Substitution of direction 7A and 7B of the 2013 Directions

8.—(1) For directions 7A and 7B of the 2013 Directions(a) (Community Pharmacy Seasonal
Influenza Vaccination Advanced Service: general matters and preconditions to making
arrangements) substitute—

“Community Pharmacy Seasonal Influenza Vaccination Advanced Service: general
matters and preconditions to making arrangements

7A.—(1) Until the end of 31st March 2021, the NHSCB must make arrangements for the
provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—
(a) meets the requirements set out in paragraphs (3) to (7); and
(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).
(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD, as part of the NHSCB, Public Health

(a) As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2)
Directions 2018, signed on 31st August 2018.
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England and Department of Health and Social Care’s national flu immunisation programme
2020 to 2021(a).

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) Any registered pharmacist who is to be involved in the administration of vaccines as
part of the service (including locums) —

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(b)
referred to in paragraph 4.5 of that specification); and

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence (c¢), copies of which must be kept at P’s pharmacy
premises.

(5) Pharmacy staff at pharmacy premises at or from which the service is to be provided, if
there is any role that they may be asked to perform as part of the service, must have been
appropriately trained, having regard to requirements of the National PGD and the
CPSIVAS service specification.

(6) P must have in place at the pharmacy premises, or any other premises or sites from
which the service is to be provided, appropriate standard operating procedures for the
service (which may be available electronically where the service is being provided at sites
other than the pharmacy premises), having regard to the requirements of the National PGD
and the CPSIVAS service specification, about which staff (if there is any role that they may
be asked to perform as part of the service) have received appropriate training and which
include procedures in respect of—

(a) cold chain integrity;

(b) needle stick injuries;

(c) advice to staff involved in the service in respect of vaccination against Hepatitis B;
(d) the identification and management of adverse reactions;

(e) the handling, removal and safe disposal of any clinical waste related to the provision
of the service (whether the service is provided at the pharmacy premises or
elsewhere); and

(f) performing that activity away from the pharmacy premises.

(7) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) a room for confidential consultations at P’s pharmacy premises which meets the
requirements for such a room in the CPSIVAS service specification, or as part of
measures put in place to assist in the handling of a pandemic, at any other location
at P’s pharmacy that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6);

(b

N

where the service is being provided at a premises or site other than P’s pharmacy
premises, such as a village hall, place of worship, mobile vaccination van or other
location or site, a location or site which in the clinical judgement of P is considered
to be suitable for the provision of the service, which meet the professional
standards required by the General Pharmaceutical Council and the CPSIVAS
service specifications;

(a) See the letters published on gov.uk with PHE publications gateway number GW-1266 and 2020153.
(b) These are available at www.gov.uk/govern ‘publications/i isation-trainis i ini
(¢) This is available on the CPPE website, www.cppe.ac.uk.

h i
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(c) if P is to provide services as part of the CPSIVAS at a care home, a room or any
other location in the home that P considers suitable having regard to the standard
operating procedures mentioned in paragraph (6); or

(d) if P is to provide services as part of the CPSIVAS at a patient’s home, a location in
the patient’s home that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6).

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Inactivated influenza vaccines must only be administered under the arrangements in
accordance with the National PGD, and this includes the requirements of the National PGD
before and after administration of a vaccine.

(3) The only inactivated influenza vaccines to be administered under the arrangements
must be those listed in the NHSCB, Public Health England and Department of Health and
Social Care’s national flu immunisation programme 2020 to 2021(a).

(4) P must have in place and keep under review at the pharmacy premises or any other
premises or sites from which the service is to be provided appropriate standard operating
procedures for the service (which may be available electronically where the service is being
provided at sites other than the pharmacy premises), as described in direction 7A(6), about
which staff (if there is any role that they may be asked to perform as part of the service)
have received appropriate training.

(5) Vaccines must only be administered under the arrangements by a registered
pharmacist, and that registered pharmacist (including if he or she is a locum)—

(a) must have been appropriately trained and be competent to do so, having regard to
the requirements of the National PGD and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(b)
referred to in paragraph 4.5 of that specification);

(b) must have completed the relevant Centre for Pharmacy Postgraduate Education
declaration of competence(c), copies of which must be kept at P’s pharmacy
premises;

(c) must be authorised by name under the National PGD before working to it; and

(d) must adhere to—

(i) the National PGD,

(ii) the relevant requirements of the publication known as the Green Book(d),
and,

=

(iii) as appropriate, to the standard operating procedures referred to in paragraph
4

(6) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location” has the same meaning as in direction 7A(7).

(7) In respect of each occasion on which P intents to administer vaccines at a site other
than the pharmacy premises as part of the CPSIVAS—

(a

(b

()
(d)

See the letters published on gov.uk with PHE publications gateway number GW-1266 and 2020153, and in particular
Appendix B to the letter of 5th August 2020.

These are available at https://www.gov.uk/government ications/national-mini dards-and riculum-for-
i isation-training-fc i healtt actitioners

This is available on the CPPE website, www.cppe.ac.uk.

Available at www.gov.uk/gover: llections/i i inst-infectious-di th book.

152



10/2023

Part VIC

ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

(a) P must ensure that appropriate arrangements are in place at the care home or the
patient’s home, or any other location at which the service is being provided,
(having regard to the standard operating procedures mentioned in direction 7A(6))
for the handling, removal and safe disposal of any clinical waste related to the
provision of the service;

(b) where vaccinations are administered at—

(i) a care home, P must ensure that vaccinations are only administered in a room
or any other location which P considers suitable having regard to the standard
operating conditions mentioned in paragraph (4),

(ii) a patient’s home, P must ensure that vaccinations are only administered in a
location which P considers suitable having regard to the standard operating
procedures referred to in paragraph (4), or

(iii) any other acceptable location within the meaning of direction 7A(7), P must
ensure that vaccinations are only administered in a location which P considers
suitable having regard to the professional standards required by the General
Pharmaceutical Council and the CPSIVAS service specifications; and

(c) P must ensure that appropriate infection control is available at the care home, the
patient’s home, or any other location at which the service is provided.

(8) P must ensure, in so far as is practicable, that services which are part of the
arrangements are available and on offer at P’s pharmacy premises throughout its core
opening hours and supplementary opening hours (as defined in the Pharmaceutical Services
Regulations(a)).

(9) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD).

(10) P must ensure the patient’s verbal consent to the administration of the vaccine is
obtained and recorded on the pharmacy’s clinical record for the service, and this
information must be shared on request with the NHSCB, where it is needed for assurance
and post payment verification.

(11) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified in
accordance with the CPSIVAS service specification, in the manner provided for in that
service specification.

(12) If —

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and
(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,
P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD and the
CPSIVAS service specification.
(13) P must keep a record of all patients receiving treatment under the arrangements—

(a) in the manner required and for the purposes specified in the National PGD and the
CPSIVAS service specification, including the requirements relating to signature

(a) See regulation 2(1) of those Regulations for the relevant definitions.
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and dating by the immuniser and, in the case of electronic records, password
protection; and

(b) for the purposes specified in the National PGD and the CPSIVAS service
specification.

(14) NHSCB must terminate any arrangements that are entered into or still in force on
31st March 2021 with effect from the end of 31st March 2021.”.

Amendment of direction 7BA

9.—(1) Direction 7BA (NHS Community Pharmacist Consultation Services: general matters and
preconditions to making arrangements) is amended as follows.

(2) In paragraph (2) for “via the NHS 111 service or an [UC CAS” substitute “via the NHS 111
service, an IUC CAS or a GP surgery”.

Amendment of direction 7BB

10.—(1) Direction 7BB (NHS Community Pharmacist Consultation Service: ongoing conditions
of arrangements), is amended as follows.

(2) In paragraph (2), in sub-paragraphs (a), (b), (f) and (g), for “NHS 111 service or an IUC
CAS” substitute “via the NHS 111 service, an IUC CAS or a GP surgery”.

(3) In paragraph (5), in sub-paragraph (b), for “NHS 111 service or an IUC CAS” substitute “via
the NHS 111 service, an IUC CAS or a GP surgery”.

New directions 7BC and 7BD of the 2013 Directions

11. After direction 7BB (NHS Community Pharmacist Consultation Service: ongoing conditions
of arrangements), insert the following directions—

“Community Pharmacy Hepatitis C Antibody Testing Service: general matters and
preconditions to making arrangements

7BC.—(1) From Ist September 2020 to 31st March 2022, the NHSCB must make
arrangements for the provision of a service as part of the CPHCATS with any pharmacy
contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (9); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purposes of the CPHCATS are—

(a) to offer PWIDs who are not engaged in community drug and alcohol treatment
services the opportunity to receive a Hepatitis C antibody test at a community
pharmacy; and

(b) where the Hepatitis C antibody test produces a positive test, to refer the PWID for
further testing and treatment.

(3) P must register to provide the service through the NHS BSA Manage Your Service
platform on the NHS BSA website.

(4) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(5) P must have in place at the pharmacy premises from which the service is to be

provided standard operating procedures which include procedures to ensure health and
safety and infection control procedures are maintained (including a needle stick injury
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procedure), as provided for in and in line with the relevant guidelines referred to in the
CPHCATS service specification.

(6) All pharmacy staff, including locums, at pharmacy premises from which the service
is to be provided, who are to be involved in the provision of the service, must be competent
to be so involved, and in particular—

(a) must be familiar with the standard operating procedures;

(b

N

if they may conduct POCTs, must be familiar with the manufacturer’s instructions
in respect of how to conduct POCTs; and

(c) if they may conduct POCTs, must have been appropriately trained (including
watching the NHSCB training video) and made aware of the risks associated with
the handling and disposal of clinical waste.

(7) P must be able to provide the service in a room for confidential consultations at P’s
pharmacy premises which meets the requirements for such a room in the CPHCATS service
specification.

(8) Pharmacy professionals at the pharmacy premises from which the service is to be
provided must have access to, and be able to use—

(a) NHSmail (including the shared mailbox); and
(b) the Hepatitis C Registry, as mentioned in the CPHCATS service specification.

(9) All pharmacy staff, including locums, at the pharmacy premises at or from which the
service is to be provided, who are to be involved in the provision of the service, must have
been advised—

(a) that as there is a small risk that they could come into contact with blood borne
viruses, they should consider being vaccinated against Hepatitis B; and

(b) of the risks should they decide not to be vaccinated.

NHS Community Pharmacy Hepatitis C Antibody Testing Service: ongoing conditions
of arrangements

7BD.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BC(1) with
a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) P must comply, and must ensure that their pharmacy staff including locums comply,
with the requirements of the CPHCATS service specification, in particular in respect of—

(a) who may conduct POCTs;
(b) the availability of POCTs;
(c) determining eligibility to receive POCTs;

(d) referral of persons who are not eligible for a POCT as part of the CPHCATS to an
alternative service as part of which they are eligible for a POCT or to their GP;

(e) which POCT is to be used;
(f) storage of POCT materials;
(g

N

=

=

the pre-test discussion between a person who is being offered a POCT and the
pharmacy professional who would conduct the test;

(h

=

obtaining a person’s oral consent to being tested, and recording the patient’s
consent on the pharmacy’s clinical record for the service;

(i) advising a person who has been tested on the outcome of the test;

(j) in a case where there is a negative antibody result, advising the person who has
been tested about re-testing, as provided for in the CPHCATS service
specification;

(k

Z

in a case where there is a positive antibody result—
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(i) referring the patient for further testing and where appropriate suitable
treatment,
(ii) providing the patient with the relevant literature, as provided for in the
CPHCATS service specification, and
(iii) if the patient has a GP and so consents, notifying the patient’s GP of the test,
the result and any onward referral for further testing and where appropriate
suitable treatment;

(1) the escalation process, if a person who has been tested fails to return for their
results (including the capturing of data in respect of that person, as provided for in
the CPHCATS service specification);

(m) the removal and safe disposal of any clinical waste related to the provision of the
service;

(n

=

ensuring that the records of, or the records needed for, service provision (including
the recording of the patient’s consent on the pharmacy’s clinical record for the
service and the records needed for post payment verification) are maintained as
provided for in the CPHCATS service specification;

(o

N2

ensuring that the documentation, including electronic documentation, that needs to
be duly completed for P to be paid the due amount for the service is duly
completed and submitted;

=

ensuring that, where a person who has been tested so consents, information about
them is included in the Hepatitis C Registry, as provided for in the CPHCATS
service specification;

[

=

ensuring that the governance arrangements for the service are complied with, as
provided for in the CPHCATS service specification; and

(q

(r) ensuring that the service evaluation arrangements for the service are complied
with, as provided for in the CPHCATS service specification.

(3) P must have in place and keep under review at the pharmacy premises from which the
service is to be provided standard operating procedures, which include procedures to ensure
health and safety and infection control procedures are maintained (including a needle stick
injury procedure), as provided for in and in line with the relevant guidelines referred to in
the CPHCATS service specification.

(4) P must ensure that all pharmacy staff, including locums, at pharmacy premises from
which the service is to be provided, who are to be involved in the provision of the service,
are competent to be so involved, and in particular—

(a) are familiar with the standard operating procedures;

®

N>

if they may conduct POCTs, are familiar with the manufacturer’s instructions in
respect of how to conduct POCTs; and

(c) if they may conduct POCTs, have been appropriately trained (including watching

the NHSCB training video) and made aware of the risks associated with the
handling and disposal of clinical waste.

(5) P must provide the service in a room for confidential consultations at P’s pharmacy
premises which meets the requirements for such a room in the CPHCATS service
specification.

(6) P must ensure that pharmacy professionals at the pharmacy premises from which the
service is to be provided have access to, and are able to use—

(a) NHSmail (including the shared mailbox); and
(b) the Hepatitis C Registry, as mentioned in the CPHCATS service specification.

(7) P must ensure that all pharmacy staff, including locums, at pharmacy premises at or
from which the service is to be provided, who are to be involved in the provision of the
service, have been advised—
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(a) that as there is a small risk that they could come into contact with blood borne
viruses, they should consider being vaccinated against Hepatitis B; and
(b) of the risks should they decide not to be vaccinated.

(8) P must ensure, in so far as is practicable, that the service is available at P’s pharmacy
premises at the times throughout its core opening hours and supplementary opening hours
(as defined in the Pharmaceutical Services Regulations(a)).

(9) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(10) P must ensure that the NHS.UK profile of P’s pharmacy indicates that a blood-borne
virus testing service is provided at the pharmacy and is kept updated to indicate any
temporary or the permanent cessation of the service.

(11) If P is to cease providing the service permanently, P must do so in the manner
provided for in the CPHCATS service specification.”.

Amendment of direction 11 of the 2013 Directions

12.—(1) Direction 11 (establishing and maintaining appliance use review services for specified
appliances) of the 2013 Directions is amended as follows.

(2) In paragraph (2), for “or when a patient visits listed chemist premises” substitute “, when a
patient visits listed chemist premises or, where clinically appropriate and with the agreement of
the patient, by telephone or video link, in circumstances where the telephone or video link
conversation cannot be overheard (except by someone whom the patient wants to hear the
conversation, for example a carer)”.

Amendment of direction 12 of the 2013 Directions

13.—(1) Direction 12 (requirements applying to appliance use review services) of the 2013
Directions is amended as follows.

(2) In paragraph (4), in sub-paragraph (b), for “must obtain the patient’s prior written consent to
receiving the service” substitute “must obtain the patient’s verbal consent to receiving the service
and must record the patient’s consent on the pharmacy’s clinical record for the service”.

Amendment of the Emergency Declaration Directions

14. In direction 2 of the Emergency Declaration Directions 2020 (declaration of emergency
requiring the flexible provision of pharmaceutical services), for “1st September 2020 substitute
“30 November 2020”.

Signed by authority of the Secretary of State for Health and Social Care

Jeannette Howe

28th August 2020 Head of Pharmacy
Department of Health and Social Care

(a) See regulation 2(1) of those Regulations.
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STATUTORY INSTRUMENTS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) (England) (Amendment) (No. 3)
Directions 2020

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation
1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (England) (Amendment) (No. 3) Directions 2020.
(2) These Directions come into force immediately after they are signed.
(3) These Directions apply in relation to England.

(4) In these Directions “the 2013 Directions” means the Pharmaceutical Services
(Advanced and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) At the appropriate places in the alphabetical order insert—

e

coronavirus” has the meaning given in section 1(1) of the Coronavirus Act 2020(c);”; and

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Phar ical Services (Adv d and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and 2
Servlce%) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013 which al%o revoked the
Phar 1 Services (Ad d and Enhanced Services) (England) (A d ) Di 2013; the Pt ical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th Sep 2015; the Phar ical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Phar ical Services (Ad d and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019, the Pharmaceutical Services (Advanced and Enhanced Services) (Enbland)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Phar ical Services (Ad d and E;

Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019, the
Pharmaceutical Sclvlu:s (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Phar I Services (Ad d and Enhanced Services and Emergency Declaration) Directions 2020, slgned
on 27th March 2020; the Phar ical Services (Ad d and Enhanced Services and Emergency D
(Amendment) (England) Directions 2020, signed on 30th June 2020 and the Pharmaceutical Services (Advanced and
Enhanced Services and Emergency Declaration) (Amendment) (No.2) (England) Directions 2020, signed on 28th August
2020.

(¢) 2020¢c.7.

(b
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““Flublok PGD” means a patient group direction authorised by the NHSCB under
regulation 233 of the Human Medicines Regulations 2012(a) (exemption for supply etc
under a PGD by a person conducting a retail pharmacy business) in respect of Flublok;”.

Amendment of directions 7A and 7B of the 2013 Directions

3.—(1) Directions 7A (Community Pharmacy Seasonal Influenza Vaccination Advanced
Service: general matters and preconditions to making arrangements) and 7B(b) (Community
Pharmacy Seasonal Influenza Vaccination Service: ongoing conditions for arrangements) are
amended as follows.

(2) After “National PGD”, at each place it occurs, insert “or the Flublok PGD”.

Amendment of direction 14 of the 2013 Directions

4.—(1) Direction 14(1) of the 2013 Directions (enhanced services provided by pharmacy
contractors) is amended as follows.

(2) After paragraph (b) insert—
“(ba) a Coronavirus Testing Service, the underlying purpose of which is for P—

(i) to supply to patients or representatives of patients diagnostic medical devices,
or accessories to such devices, to enable the carrying out of tests for
coronavirus on the patients,

(ii) to carry out tests for coronavirus on patients, or

(iii) to take or take in samples from patients or representatives of patients to enable
coronavirus tests on those patients to be carried out,

and to give appropriate advice to patients or representatives of patients about and
following such tests;

(bb) a Coronavirus Vaccination Service, the underlying purpose of which is to provide
for the administration of a medicinal product for vaccination or immunisation
against coronavirus in accordance with—

(i) a patient group direction that meets the conditions of regulation 233 of the
Human Medicines Regulations 2012(c) (exemption for supply etc under a
PGD by a person conducting a retail pharmacy business), or

(ii) a protocol that meets the conditions of regulation 247A of the Human
Medicines Regulations 2012(d) (protocols relating to coronavirus and
influenza vaccinations and immunisations);”.

Amendment of the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) Directions 2020

5.In direction 2 of the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) Directions 2020(e) (declaration of emergency requiring the flexible
provision of pharmaceutical services), for “30 November 2020” substitute “31 March 2021”.

(a) S.I. 2012/1916; the relevant amending instruments are S.I. 2013/235, 2015/1503, 2019/775 and 2020/1125.

(b) As inserted by direction 8 of the the Pharmaccutical Services (Advanced and Enhanced Services and Emergency
Declaration) (England) (A d ) (No. 2) Directions 2020, signed on 28th August 2020.

(¢) S.I.2012/1916; the relevant amending instruments are S.1. 2013/235, 2015/1503, 2019/775 and 2020/1125.

(d) TInserted by S.I. 2020/1125.

(e) Signed on 27th March 2020. A relevant amendment was made to these Directions by the Pharmaceutical Services
(Advanced and Enhanced Services and Emergency Declaration) (Amendment) (No.2) (England) Directions 2020, signed on
28th August 2020.
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Signed by authority of the Secretary of State for Health and Social Care
Jeannette Howe

Head of Pharmacy

27" November 2020 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services

and Emergency Declaration) (England) (Amendment)
Directions 2021

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

C

PP

itation, extent, tion and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services and Emergency Declaration) (England) (Amendment) Directions 2021.

(2) These Directions come into force immediately after they are signed.

(3) These Directions extend to England and Wales but apply in relation to England only.

(4) In these Directions—
“the 2013 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services)
(England) Directions 2013(b); and
“the Emergency Declaration Directions” means the Pharmaceutical Services (Advanced and
Enhanced Services and Emergency Declaration) Directions 2020(c).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th ber 2013; the Pl ical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Phar ical Services (Adv: d and Enl d Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019, the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th Sep 2019, the Phar Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019, the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (Amendment) (No. 2) (England) Directions 2020, signed on 28th August 2020; and
the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (Amendment) (No. 3)
(England) Directions 2020, signed on 27th November 2020.

(¢) Signed on 27th March 2020. A relevant amendment was made to these Directions by the Pharmaceutical Services

(Advanced and Enhanced Services and Emergency Declaration) (Amendment) (No. 3) (England) Directions 2020, signed
on 27th November 2020.
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Amendment of the Emergency Declaration Directions

2. In direction 2 of the Emergency Declaration Directions (declaration of emergency requiring
the flexible provision of pharmaceutical services), for “31st March 2021” substitute “30th June

Amendment of direction 2 of the 2013 Directions

3.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) At the appropriate places in the alphabetical order insert—

““CPCLFDDS” means the Community Pharmacy COVID-19 Lateral Flow Device
Distribution Service, which is the advanced service described in direction 7BE(2);”;

““CPCLFDDS service specification” means the service specification for the CPCLFDDS,
produced by the NHSCB, which is dated 29th March 2021(a);”; and

““LFD” means a lateral flow device test kit for COVID-19 lateral flow antigen tests;”.

New directions 7BE and 7BF of the 2013 Directions

4. After direction 7BD of the 2013 Directions(b) (NHS Community Pharmacy Hepatitis C
Antibody Testing Service: ongoing conditions of arrangements), insert the following directions—

“Community Pharmacy COVID-19 Lateral Flow Device Distribution Service: general
matters and preconditions to making arrangements

7BE.—(1) The NHSCB must make arrangements for the provision of a service as part of
the CPCLFDDS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPCLFDDS is to improve access to COVID-19 testing
by making LFDs readily available from community pharmacies for distribution to
asymptomatic patients.

(3) P must register to provide the service through the NHS BSA Manage Your Service
platform on the NHS BSA website.

(4) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(5) P must have in place at the pharmacy premises at or from which the service is to be
provided standard operating procedures for the provision of the service with which all
pharmacy staff, including locums, who are to be involved in the provision of the service are
to be familiar.

(6) All pharmacy staff, including locums, at pharmacy premises at or from which the
service is to be provided, who are to be involved in the provision of the service, must be
competent to be so involved.

(7) P must have a suitable place, away from members of the public, to store LFD boxes
that are to be provided as part of the service.

(8) P must ensure that P’s contact details, including the address of P’s pharmacy
premises, are uploaded onto the NHS Test Finder service, so that those details are

(a) The NHS Publishing Reference for the Lateral Flow Device Distribution Service is: C1181.
(b) Direction 7BD was inserted by the Phar ical Services (Ad d and Ent d Services and Emergency Declaration)
(Amendment) (No. 2) (England) Directions 2020, signed on 28th August 2020.
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accessible via the 119 telephone service and via the application and website designated by
the NHSCB for use by the public for finding the CPCLFDDS(a).

Community Pharmacy COVID-19 Lateral Flow Device Distribution Service: ongoing
conditions of arrangements

7BF.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BE(1) with
a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) P must comply, and must ensure that their pharmacy staff including locums comply,
with the requirements of the CPCLFDDS service specification, in particular in respect of—

(a

=

recording the lot numbers of LFD cartons delivered to the pharmacy premises (in
accordance with product recall requirements), including in respect of the length of
time for which that information is to be held;

(b
(c) storage of the LFD cartons;

N

the weekly order limit for LFD cartons;

(d) the numbers of LFD boxes to be provided to a person requesting provision of the
service, and any requirements in respect of whom those persons may be;

(e) the information to be requested from a person who receives the service;
(f) the weekly entry of information—

(i) about the LFD boxes P supplies as part of the service, and

(ii) obtained from a person who receives the service,

onto the NHS BSA Manage Your Service platform on the NHS BSA website,
including the timeframe within which information must be entered;

(g) the information to be provided to a person who receives the service in respect of—
(i) the contents of the boxes being supplied and the purpose of the tests,
(ii) the reporting of results and the importance of doing so,
(iii) the implications of negative results, and
(iv) the recording of lot numbers of LFD cartons and reporting incidents in
relation to LFDs;
(h) advertising LFD product recalls;

(i) ensuring that the documentation, including electronic documentation, that needs to
be duly completed for P to be paid the due amount for the service, and for post
payment verification processes, is duly completed and submitted;

(j) the steps to be taken if P is having problems delivering the service; and

(k

<

ensuring that the clinical governance requirements for the service are complied
with.

(3) P must have in place and keep under review at the pharmacy premises at or from
which the service is to be provided standard operating procedures for the provision of the
service with which all pharmacy staff, including locums, who are to be involved in the
provision of the service are to be familiar.

(4) P must ensure that all pharmacy staff, including locums, at pharmacy premises at or
from which the service is to be provided, who are to be involved in the provision of the
service, are competent to be so involved.

(5) P must have a suitable place, away from members of the public, to store LFD boxes
that are to be provided as part of the service.

(a) See https://find-covid-19-rapid-test-sites.maps.test-and-trace.nhs.uk/.
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(6) P must ensure that P’s contact details, including the address of P’s pharmacy
premises, are, and remain, uploaded onto the NHS Test Finder service, so that those details
are accessible via the 119 telephone service and via the application and website designated
by the NHSCB for use by the public for finding the CPCLFDDS.

(7) P must ensure, in so far as is practicable, that the service is available at P’s pharmacy
premises at the times throughout its core opening hours and supplementary opening hours
(as defined in the Pharmaceutical Services Regulations(a)).

(8) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(9) If P is to cease providing the service permanently, P must do so in the manner
provided for in the CPCLFDDS service specification.”.

Signed by authority of the Secretary of State for Health and Social Care

¢ HoHlowe

29 March 2021 Department of Health and Social Care

Jeannette Howe
Head of Pharmacy

(a) See regulation 2(1) of those lati
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) (Amendment) (England)
Directions 2021

The Secretary of State gives the following Directions in exercise of the powers conferred by sections
168A, 272(7) and (8)(a) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (A il ) (England) Directions 2021.

(2) These Directions come into force immediately after they are signed.
(3) These Directions extend to England and Wales but apply only to England.

(4) In these Directions, “the Emergency Declaration Directions” means the Pharmaceutical
Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020(b).

Amendment of the Emergency Declaration Directions

2. In direction 2 of the Emergency Declaration Directions (declaration of emergency requiring the
flexible provision of pharmaceutical services), for “30th June 20217 substitute “30th September
20048

Signed by authority of the Secretary of State for Health and Social Care

Alette Addison

Deputy Director Pharmacy, Dentistry and Eye Care
29th June 2021 Department of Health and Social Care

(a) 2006 c. 41. Section 168A was m&cncd by the Health and Social Ldre Act 2012 (¢.7). wcuon 49(4). See regulation 2(5) of the
National Health Service ( and Local Services) 2013 (¢ 3/349, as amended),
which contains a definition of “emergency requiring the flexible provision of pharmauullcal serv which is relevant to
the powers being exerc
Signed on 27th March 2020. A relevant is made in the P ervices (Advanced and Enhanced Services
and D (England) (. Directions 2021.

K

5
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DIRECTIONS

2021 No.
THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) Directions 2021

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Amendment) Directions 2021.

(2) These Directions come into force immediately after they are signed.
(3) These Directions extend to England and Wales but apply in relation to England only.
(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) (England) Directions 2013(b).

Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) At the appropriate place in the alphabetical order insert—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”™), Schedule 4,

(b

paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.
Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Dircctions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Dircctions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Dircctions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Dircctions 2019, signed on 13th March 2019; the Pharmaccutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Dircctions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced

Services and y D ) (England) (Amendment) (No.2) Directions 2020, signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2021, signed on 9th March
2021; the Pharmaceutical Services (Advanced and Enhanced Services and E: r ion) (England) (. )

Directions 2021, signed on 29th March 2021; and the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021.
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““the National Protocol” means the protocol under regulation 247A of the Human
Medicines Regulations 2012(a) (protocols relating to coronavirus and influenza
vaccinations and immunisations) that has been approved by or on behalf of the
Secretary of State in respect of the administration of inactivated influenza vaccine in
accordance with the national flu immunisation programme 2021/22, which is valid
from 1st September 2021(b) (and which may be revised from time to time);”;

(3) In the definition of “CPSIVAS service specification”, for “August 2020” substitute “August

20217.

(4) For the definition of “National PGD”(¢) substitute the following definition—
““National PGD” means the Patient Group Direction authorised by the NHSCB in
respect of the administration of inactivated influenza vaccine in accordance with the
CPSIVAS and the national flu immunisation programme 2021/22, which is valid from
Ist September 2021 and has the published expiry date of 31st March 2022(d) (and
which may be revised from time to time);”.

Amendment of direction 6 of the 2013 Directions

3.—(1) Direction 6(e) (New Medicine Service: general matters and preconditions for making
arrangements) is amended as follows.

(2) After paragraph (4) insert—

“(5) Any registered pharmacist who will provide the New Medicine Service must have
the necessary knowledge and skills to do so, and must assess and declare their competence
by completing the NHS self-assessment form (f) and by providing a completed copy of the
form to P, and P must retain a copy of this form.”.

(3) At the beginning of paragraph (9), for “Subject to paragraph (10),” substitute “Subject to
paragraphs (10) and (11),” .
(4) In paragraph (10)—
(a) at the end of sub-paragraph (a), omit “and”;
(b) at the end of sub-paragraph (b), insert “or”’; and
(c) after sub-paragraph (b) insert—

“(c) where required, in a patient’s home, provided P has ensured that appropriate
safeguarding checks have been made in accordance with the service specification,
and that if requested to do so, P provides the evidence of the safeguarding checks
required under the service specification to NHSCB.”.

(5) After paragraph (10), insert—

“(11) Paragraph (9) does not apply where P has been exempted from the requirement to
have a consultation room at P’s pharmacy pursuant to paragraphs 28A and 28B of Schedule
4 to the Pharmaceutical Services Regulations, in which case P may provide the service
remotely or at a patient’s home but must nevertheless ensure that P has arrangements in
place at those premises which enable a person providing the New Medicine Service to
communicate confidentially with a person accessing that service by—

(a) telephone or another live audio link, and

(b) viaa live video link.”.

(a) S.1.2012/1916; regulation 247A was inserted by S.1. 2020/1125.

(b) Approved but at time of signature not yet published on gov.uk.

() As substituted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)
(Amendment) (No.2) Directions 2020, signed on 28th August 2020..

(d) Template published on gov.uk. PHE gateway number GOV-9226.

(e) Relevant amendments are made by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency
Declaration) (England) (Amendment) (No.2) Directions 2020 signed on 28th August 2020.

(f) The form can be downloaded from psnc.org.uk/nms.
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Amendment of direction 7 of the 2013 Directions

4. In direction 7 (New Medicine Service: ongoing conditions of arrangements), in paragraph
(H(@)—
(a) for sub-paragraph (a), substitute—

“(a) any registered pharmacist who will provide the New Medicine Service must have the
necessary knowledge and skills to do so, and must assess and declare their competence by
completing the NHS self-assessment form (b) and by providing a completed copy of the form
to P, and P must retain a copy of this form;”;

(b) in sub-paragraph (b), after “at P’s pharmacy premises,” insert “(unless P has been
exempted from the requirement to have a consultation room at P’s pharmacy pursuant to
paragraphs 28A and 28B of Schedule 4 to the Pharmaceutical Services Regulations, in
which case P may provide the service remotely or at a patient’s home),”;

(c) in sub-paragraph (c)—

(i) at the end of paragraph (i), omit “and”;
(ii) at the end of paragraph (ii), insert “or”; and
(iii) after paragraph (ii) insert—

“(iii) where required, in a patient’s home, provided P has ensured that appropriate

safeguarding checks have been made in accordance with the service specification, and that if

requested to do so, P provides the evidence of the safeguarding checks required under the
service specification to NHSCB.”;

(d) in sub-paragraph (f), for “where clinically appropriate, and with the prior agreement of
the patient, provided from another location by P by telephone or by video link”, substitute
“where clinically appropriate, and with the prior agreement of the patient, provided from
another location by P by telephone or by video link, or if required at a patient’s home,
subject to the requirements set out in sub-paragraph (c)”; and

(e) after sub-paragraph (n), insert—

“(0o) between 1st September 2021 and 31st March 2022, catch up reviews may be
provided by P to eligible patients who meet the criteria set out in the service
specification and who have missed a review due to the coronavirus pandemic as
part of the New Medicine Service;

(p) where P provides catch up reviews, P must do so in accordance with the service
specification, and in particular—

(i) though catch up reviews will ordinarily follow the standard New Medicine
Service approach, as set out above, patient engagement and intervention
stages of the New Medicine Service review may occur simultancously at the
point at which the patient is identified or contacted by P (which could be
following a review of the pharmacy’s patients by P or when the patient’s
medication is next dispensed at or from the pharmacy), or may vary from the
standard approach, in accordance with the service specification, where
patients have started taking the new medicines and have been established on
the new medicine for a period of months,

(ii) if it is identified during the intervention stage that the patient has no issues
with the prescribed medication requiring further review or support, P can use
their professional judgement and not undertake the follow up review stage,

(iii) if P, following the delivery of the intervention stage, does not identify any
issues requiring the follow up stage, P must provide clinical advice to support

(a) Relevant amendments are made by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency
Declaration) (England) (Amendment) (No.2) Directions 2020 signed on 28th August 2020.

(b) The form can be downloaded from psnc.org.uk/nms.
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the patient as required and close the New Medicine Service review process,
and must record this in the pharmacy record, and

(iv) if it is identified that the patient does not require a follow up review and the
New Medicine Service is concluded after completion of the intervention stage,
this is to be treated as if P had completed a full New Medicine Service
review.”.

Substitution of direction 7A and 7B of the 2013 Directions

5.For directions 7A and 7B of the 2013 Directions (a) (Community Pharmacy Seasonal
Influenza Vaccination Advanced Service: general matters and preconditions to making
arrangements), substitute—

“Ci ity Pharmacy S 1 Infl Vaccination Advanced Service: general
matters and pr ditions to making arr

7A.—(1) Until the end of 31st March 2022, the NHSCB must make arrangements for the
provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (7); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD or the National Protocol, as part of the
NHSCB, Public Health England and Department of Health and Social Care’s national flu
immunisation programme 2021 to 2022(b).

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) Any pharmacist, pharmacy technician or other authorised person who is to be
involved in the administration of vaccines as part of the service must have been
appropriately trained and be competent to do so, having regard to the requirements of the
National PGD, the National Protocol and the CPSIVAS service specification (including the
relevant requirements of the National Minimum Standards(c¢) referred to in paragraph 4.5 of
that specification), and to any JCVI guidance on the required interval between, or the co-
administration of, vaccinations under this service and other vaccination types.

(5) Pharmacy staff or other persons at pharmacy premises at or from which the service is
to be provided, if there is any role that they may be asked to perform as part of the service,
must have been appropriately trained, having regard to requirements of the National PGD,
the National Protocol and the CPSIVAS service specification, and to any JCVI guidance on
the required interval between, or the co-administration of, vaccinations under this service
and other vaccination types.

(6) P must have in place at the pharmacy premises, or any other premises or sites from
which the service is to be provided, appropriate standard operating procedures for the
service (which may be available electronically), having regard to the requirements of the
National PGD, the National Protocol and the CPSIVAS service specification, and to any
JCVI guidance on the required interval between, or the co-administration of, vaccinations
under this service and other vaccination types, about which staff (if there is any role that

(@

(b)
©

As substituted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)
(Amendment) (No.2) Directions 2020, signed on 28th August 2020.

See the letters published on gov.uk with PHE publications gateway number GW-1266 and 2020153,

These are available at www.gov.uk/g | dard:
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they may be asked to perform as part of the service) have received appropriate training and
which include procedures in respect of—

(a) cold chain integrity;

(b) needle stick injuries;

(c) advice to staff involved in the service in respect of vaccination against Hepatitis B;
(d) the identification and management of adverse reactions;

(e) the handling, removal and safe disposal of any clinical waste related to the provision
of the service (whether the service is provided at the pharmacy premises or
elsewhere); and

(f) performing that activity away from the pharmacy premises.

(7) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) a room for confidential consultations at P’s pharmacy premises which meets the
requirements for such a room in the CPSIVAS service specification, or, as part of
measures put in place to assist in the handling of a pandemic, at any other location
at P’s pharmacy that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6);

(b

where the service is being provided at a premises or site other than P’s pharmacy
premises, such as a village hall, place of worship, mobile vaccination van or other
location or site, a location or site which in the clinical judgement of P is considered
to be suitable for the provision of the service, having regard to the standard
operating procedures mentioned in paragraph (6) and which meet the professional
standards required by the General Pharmaceutical Council and the CPSIVAS
service specifications;

(c) if P is to provide services as part of the CPSIVAS at a care home, a room or any
other location in the home that P considers suitable having regard to the standard
operating procedures mentioned in paragraph (6); or

(d

if P is to provide services as part of the CPSIVAS at a patient’s home, a location in
the patient’s home that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6).

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) The NHSCB must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Inactivated influenza vaccines must only be administered under the arrangements in
accordance with the National PGD or the National Protocol, and this includes the
requirements of the National PGD or the National Protocol before and after
administration of a vaccine, and in line with any JCVI guidance on the required interval
between, or the co-administration of, vaccinations under this service and other
vaccination types,

(3) The only inactivated influenza vaccines to be admini d under the arr 1t
must be those listed in the NHSCB, Public Health England and Department of Health and
Social Care’s national flu immunisation programme 2021 to 2022(a).

(4) P must have in place and keep under review at the pharmacy premises or any other
premises or sites from which the service is to be provided appropriate standard operating
procedures for the service (which may be available electronically), as described in direction

(a) See the letters published on gov.uk with PHE publications gateway number GW-1266 and 2020153.
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7A(6), about which staff (if there is any role that they may be asked to perform as part of
the service) have received appropriate training.

(5) P must ensure that the requirements in the service specification that apply to any
responsible pharmacist and the superintendent pharmacist of P are adhered to, including
through an appropriate governance framework.

(6) Vaccinations must be administered under the supervision of a pharmacist trained in
vaccination (including having a clear understanding of this service), and a record must be
maintained of who that person is at each premises at any given time while the service is
being provided.

(7) Vaccines must only be administered by a registered pharmacist or pharmacy
technician or, to the extent that the National Protocol or the National PGD and the
CPSIVAS service specification permit, any authorised person, and—

(a) that registered pharmacist or pharmacy technician, or authorised person, must have
completed the training required of that registered pharmacist, pharmacy technician
or authorised person—them under the National PGD and the National Protocol,
and must be competent to do so, having regard to the requirements of the National
PGD, the National Protocol and the CPSIVAS service specification (including the
relevant requirements of the National Minimum Standards(a) referred to in
paragraph 4.5 of that specification), and to any JCVI guidance on the required
interval between, or the co-administration of, vaccinations under this service and
other vaccination types; and

(b) P must ensure that the training mentioned in sub-paragraph (a) must have been
updated each year by any registered pharmacist, pharmacy technician or authorised
person that P has employed or engaged to administer vaccines from the date the
training was originally undertaken by that registered pharmacist, pharmacy
technician or authorised person, and in addition, P must ensure that face to face
training for injection technique and basic life support (including administration of
adrenaline for anaphylaxis) must have been undertaken by any such registered
pharmacist, pharmacy technician or authorised person every three years from the
time they last undertook such training;

(c) that registered pharmacist or pharmacy technician, or authorised person, must be
authorised by name under the National PGD or the National Protocol before
working to it; and

(d) that registered pharmacist or pharmacy technician, or authorised person, must adhere
to—

(i) the National PGD or a National Protocol,

(ii) the relevant requirements of the publication known as the Green Book(b),
and,

(iii) as appropriate, to the standard operating procedures referred to in paragraph
).

(6) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location™ has the same meaning as in direction 7A(7).
(7) In respect of each occasion on which P intents to administer vaccines at a site other
than the pharmacy premises as part of the CPSIVAS—
(a) P must ensure that appropriate arrangements are in place at the care home or the
patient’s home, or any other location at which the service is being provided,
(having regard to the standard operating procedures mentioned in direction 7A(6))

(a) These are available at https:/www.gov.uk/ T icati i i tandards-and fe
A - "

health

(b) Available at www.gov st-infe isease-th be
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for the handling, removal and safe disposal of any clinical waste related to the
provision of the service;

(b) where vaccinations are administered at—

(i) a care home, P must ensure that vaccinations are only administered in a room
or any other location which P considers suitable having regard to the standard
operating conditions mentioned in paragraph (4),

(ii) a patient’s home, P must ensure that vaccinations are only administered in a
location which P considers suitable having regard to the standard operating
procedures referred to in paragraph (4), or

(iii) any other acceptable location within the meaning of direction 7A(7), P must
ensure that vaccinations are only administered in a location which P considers
suitable having regard to the standard operating procedures mentioned in
paragraph (4) and the professional standards required by the General
Pharmaceutical Council and the CPSIVAS service specifications; and

c) P must ensure that appropriate infection control is available at the care home, the
pprop!
patient’s home, or any other location at which the service is provided.

(8) P must ensure, in so far as is practicable, that services which are part of the
arrangements are available and on offer at P’s pharmacy premises throughout its core
opening hours and supplementary opening hours (as defined in the Pharmaceutical Services
Regulations(a)).

(9) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD or the National
Protocol).

(10) P must ensure the patient’s verbal consent to the administration of the vaccine is
obtained and recorded on the pharmacy’s clinical record for the service, and this
information must be shared on request with the NHSCB, where it is needed for assurance
and post payment verification.

(11) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified in
accordance with the CPSIVAS service specification, in the manner provided for in that
service specification.

(12) If —
(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,

P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD, the
National Protocol and the CPSIVAS service specification.

(13) P must keep a record of all patients receiving treatment under the arrangements—

(a) in the manner required and for the purposes specified in the National PGD, the
National Protocol and the CPSIVAS service specification, including the
requirements relating to signature and dating by the immuniser and, in the case of
electronic records, password protection; and

(a) See regulation 2(1) of those Regulations for the relevant definitions.
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(b) for the purposes specified in the National PGD, the National Protocol and the
CPSIVAS service specification, and to ensure compliance with any JCVI guidance
on the required interval between, or the co-administration of, vaccinations under
this service and other vaccination types:

(14) NHSCB must terminate any arrangements that are entered into or still in force on
31st March 2022 with effect from the end of 31st March 2022.”.

Signed by authority of the Secretary of State for Health and Social Care

\* | o (;,lcuw»a—

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
1st September 2021 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) (Further Amendments) (England)

Directions 2021

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 168A, 272(7) and (8)(a) and 273(1) of the National Health Service Act 2006(a).

Citation,

extent, lication and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services and Emergency Declaration) (Further Amendments) (England) Directions 2021.

(2) These Directions come into force—
(a) in the case of this direction and directions 2 and 4, immediately after they are signed;
(b) in the case of direction 3(1) and (3) and 6, on 1st October 2021; and
(¢) in the case of direction 3(2) and 5, on 4th October 2021.

(3) These Directions extend to England and Wales but apply only to England.

(4) In these Directions—

“the 2013 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services)
Directions 2013(b); and

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b,

paragraph 64. Section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65. Section 168A was inserted by the
2012 Act, section 49(4). See regulation 2(5) of the National Health Service (P! and Local P

Services) Regulations 2013 (S.L 2013/349, as amended), which contains a definition of “emergency requiring the flexible
provision of pharmaceutical services” which is relevant to the powers being exercised.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaccutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Dircctions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Dircctions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency D ) (England) (. ) (No.2) Directions 2020 signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services and ) (England) ( )
Directions 2021, signed on 29th March 2021; the Pharmaceutical Services (Advanced and Enhanced Services and
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“the 2020 Directions” means the Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) Directions 2020(a).

Amendment of the 2020 Directions

2.1In direction 2 of the 2020 Directions(b) (declaration of emergency requiring the flexible
provision of pharmaceutical services), for “30th September 20217 substitute “31st January 2022”.

Amendment of direction 2 of the 2013 Directions

3.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.
(2) At the appropriate place in the alphabetical order insert—

““CPCLFDDS service specification” means the service specification for the
CPCLFDDS, produced by the NHSCB, which is dated 31st August 2021(c);”.

(3) At the appropriate places in the alphabetical order insert—

““CPHCFAS” means the Community Pharmacy Hypertension Case-Finding Advanced
Service, which is the service described in direction 7BG(2);”; and

““CPHCFAS service specification” means the service specification for the CPHCFAS,
produced by the NHSCB, published in September 2021(d);”.

Amendment of directions 7A and 7B of the 2013 Directions

4.—(1) In direction 7A of the 2013 Directions(e) (Community Pharmacy Seasonal Influenza
Vaccination Advanced Service: general matters and preconditions to making arrangements), in
paragraph (4), omit “, pharmacy technician”.

(2) In direction 7B of the 2013 Directions(f) (Community Pharmacy Seasonal Influenza
Vaccination Advanced Service: ongoing conditions of arrangements)—

(a) from the second numbered paragraph (6) to the end of the direction, the sequence of
paragraphs is renumbered paragraphs (8) to paragraph (16); and
(b) in paragraph (7)—
in the stem, omit “pharmacy technician or”,

in sub-paragraph (a), omit “or pharmacy technician,” and “, pharmacy technician”,

in sub-paragraph (b), omit “, pharmacy technician™ at each place where it occurs
(thrice),

(iv) in sub-paragraph (c), omit “or pharmacy technician,”, and
(v) in sub-paragraph (d), omit “or pharmacy technician,”.

Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; and the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2021, signed on 1st September 2021.

(a) Signed on 27th March 2020. A relevant amendment is made in the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021.

(b) As amended by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (Amendment)
(England) Directions 2021, signed on 29th June 2021.

(¢) The service specification for the Lateral Flow Device Distribution Service is published on www.nhsbsa.uk. The publication
reference is: C1181.2.0.

(d) The service specification for the Community Pharmacy Hypertension Case-Finding Advanced Service is published on
www.nhsbsa.nhsk.uk.

(¢) As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions

2021, signed on Ist September 2021.
(f) As substituted by the Pharmaccutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2021, signed on Ist September 2021
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Amendment of direction 7BE of the 2013 Directions
5. In direction 7BE of the 2013 Directions(a) (Community Pharmacy COVID-19 Lateral Flow
Device Distribution Service: general matters and preconditions to making arrangements)—
(a) omit “, including locums,” at each place where it occurs (twice); and
(b) for paragraph (8) substitute the following paragraph—
“(8) P must ensure, in the manner provided for in the CPCLFDDS service specification,
that P’s contact details as a provider of the service are available to potential users of the
service on an NHS website.”.

Revised direction 7BF of the 2013 Directions

6. For direction 7BF of the 2013 Directions(b) (Community Pharmacy COVID-19 Lateral Flow
Device Distribution Service: ongoing conditions of arrangements), substitute the following
direction—

“Community Pharmacy COVID-19 Lateral Flow Device Distribution Service: ongoing
conditions of arrangements

7BF.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BE(1) with
a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) P must comply, and must ensure that their pharmacy staff comply, with the
requirements of the CPCLFDDS service specification, in particular in respect of—

(a) recording the lot numbers of LFD cartons delivered to the pharmacy premises (in
accordance with product recall requirements), including in respect of the length of
time for which that information is to be held;

(b

(c) storage, and stock and quality control, of the LFD cartons;

«

the weekly order limit for LFD cartons;

the numbers of LFD boxes to be provided to a person requesting provision of the
service (a maximum of two boxes per transaction, unless this is amended in
accordance with the service specification);

(e) any requirements in respect of whom those persons may be (including in respect of
the recommended minimum age for the collection of LFD boxes);

(f) the information to be requested from a person who receives the service, including
the 16-digit collect code;

encouraging the obtaining of 16-digit collect codes, and in respect of recording of
any 16-digit collect codes supplied to P;

(g

(h

the information to be recorded by P onto the NHS BSA Manage Your Service
platform on the NHS BSA website in respect of each individual transaction,
including anonymous collections, and in respect of how long P is to keep that
information;

(i) the supply by P of additional information about anonymous collections, on request;

(j) the frequency of entry by P of information onto the NHS BSA Manage Your
Service platform on the NHS BSA website, and in respect of the entry of nil
returns;

(@) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)
(Amendment) Directions 2021, signed on 29th March 2021.
(b) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)

(Amendment) Directions 2021, signed on 29th March 2021.
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(k) the information to be provided by P to a person who receives the service in respect
of—
(i) the purpose of the test (and when instead to complete a PCR test),
(ii) the contents of the boxes being supplied,
(iii) the implications of negative results,
(iv) the implications of positive results and what to do in the event of one,
(v) the reporting of all results, and

(vi) the recording of lot numbers of LFD cartons and reporting incidents in
relation to LFDs;

(1) advertising service availability;
(m) advertising and responding to LFD product recalls;

(n) ensuring that the documentation, including electronic documentation, that needs to
be duly completed for P to be paid the due amount for the service, and for post
payment verification processes, is duly completed and submitted;

(0) the steps to be taken if P is having problems delivering the service; and

(p) ensuring that the clinical governance requirements for the service are complied
with; and

(q) the service evaluation requirements of the service.

(3) P must have in place and keep under review at the pharmacy premises at or from
which the service is to be provided standard operating procedures for the provision of the
service with which all pharmacy staff who are to be involved in the provision of the service
are to be familiar.

(4) P must ensure that all pharmacy staff at pharmacy premises at or from which the
service is to be provided, who are to be involved in the provision of the service, are
competent to be so involved.

(5) P must have a suitable place, away from members of the public, to store LFD boxes
that are to be provided as part of the service.

(6) P must ensure, in the manner provided for in the CPCLFDDS service specification,
that P’s contact details as a provider of the service are available to potential users of the
service on an NHS website.

(7) P must ensure, in so far as is practicable, that the service is available at P’s pharmacy
premises at the times throughout its core opening hours and supplementary opening hours
(as defined in the Pharmaceutical Services Regulations(a)).

(8) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(9) If P is to cease providing the service permanently, P must do so in the manner
provided for in the CPCLFDDS service specification.”.

New Directions 7BG and 7BH of the 2013 Directions

7. After direction 7BF of the 2013 Directions(b), insert the following directions—

(a) See regulation 2(1) of those Regulations
(b) As substituted by these Directions.
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“Community Pharmacy Hypertension Case-Finding Advanced Service: general
matters and pr ditions to making arr

7BF.—(1) The NHSCB must make arrangements for the provision of a service as part of
the CPHCFAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purposes of the CPHCFAS are—

(a) to identify people with high blood pressure who have previously not had a
confirmed diagnosis of hypertension, and to refer them to a provider of primary
medical services in order to confirm the diagnosis and for appropriate management
of the condition;

(b) at the request of a provider of primary medical services, to undertake ad hoc clinic
and ambulatory blood pressure measurements; and

(c) to promote healthy behaviours in the persons to whom the service is provided.

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) In advance of providing the service, P must—

(a) notify the NHSCB of P’s intention to provide the service by completion of the
registration declaration on the NHS BSA Manage Your Service platform on the
NHS BSA website; and
engage with providers of primary medical services or Primary Care Networks (or
where appropriate both) locally in order to make them aware of P’s intention to
participate in the service.

(®

(5) All pharmacists providing the service must be appropriately trained and competent to
do so, and in particular—

(a) must have completed the training provided by the equipment manufacturer on how
to use the blood pressure monitoring equipment (if any);

(b) must have read and understood and be familiar with the operational processes in
the CPHCFAS service specification; and

(c) must have read and understood and be familiar with NICE Guideline (NG 136)
Hypertension in Adults: diagnosis and management(a).

(6) P must have a room for confidential consultations at P’s pharmacy premises available
for use for the provision of the service which meets the requirements for such a room in the
CPHCFAS service specification, in particular in respect of measuring blood pressure and
access to IT equipment in order to make contemporaneous records (notwithstanding that the
service specification permits aspects of the service to be provided elsewhere).

(7) P must have available for use as part of the service blood pressure monitors validated
by the British and Irish Hypertension Society (as recommended by the National Institute for
Health and Care Excellence).

(8) P must have in place at the pharmacy premises from which the service is to be
provided standard operating procedures for the service—
(a) which include the processes for maintenance and validation of the equipment used
in the course of providing the service; and

(a) Available at www.nice.org.uk/guidance/ng136.
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(b)

with which all pharmacy staff who are to be involved in providing the service must
be familiar.

Community Pharmacy Hypertension Case-Finding Advanced Service: ongoing
conditions of arrangements

7BG.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BF(1) with
a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

2P

must comply, and must ensure that their pharmacy staff comply, with the

requirements of the CPHCFAS service specification, in particular in respect of—

(a)

(b

©

(d

(e)
®

(g

(h)
(0]

(U]
(k
0]

(m)

(m)

the inclusion and exclusion criteria in respect of people who are to be offered, or
not offered, the service;

the identification of people to whom the service is to be provided (including by the
use of promotional materials);

the taking of referrals from providers of primary medical services (which may be
for an initial consultation or for ambulatory blood pressure monitoring (ABPM)
without an initial consultation);

the initial consultation (where appropriate) at which, if the patient consents (and
qualifies for the service), the patient’s blood pressure is to be taken and the results
discussed;

the provision of information to the patient about the results at or after the initial
consultation;

the provision of information about the results to the patient’s GP (if the patient has
a GP);

the next steps to be followed if either the systolic or diastolic measurements, or
both, fall outside the normal range;

the offer, in the circumstances provided for in the CPHCFAS, of ABPM;

the loaning of ABPM devices, including where patients fail to attend appointments
to borrow ABPM devices, and the follow-up action to be taken when ABPM
devices are loaned;

the return of ABPM devices;

promoting healthy behaviours (including signposting to other services);

recording the advice given to patients, and record management;

ensuring that the documentation, including electronic documentation, that needs to
be duly completed for P to be paid the due amount for the service, and for post
payment verification processes, is duly completed and submitted; and

the service evaluation requirements of the service.

(3) All pharmacists providing the service must be appropriately trained and competent to
do so, and in particular—

(a)

(b)

()

must have completed the training provided by the equipment manufacturer on how
to use the blood pressure monitoring equipment (if any);

must have read and understood and be familiar with the operational processes in
the CPHCFAS service specification; and

must have read and understood and be familiar with NICE Guideline (NG 136)
Hypertension in Adults: diagnosis and management(a).

(4) P must have a room for confidential consultations at P’s pharmacy premises for use in
the provision of the service which meets the requirements for such a room in the CPHCFAS

(a) Available at www.nice.org.uk/guidance/ng136.
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service specification, in particular in respect of measuring blood pressure and access to IT
equipment in order to make contemporaneous records (notwithstanding that the service
specification permits aspects of the service to be provided elsewhere).

(5) P must ensure, in so far as is practicable, that the service is available at P’s pharmacy
premises at the times throughout its core opening hours and supplementary opening hours
(as defined in the Pharmaceutical Services Regulations(a)).

(6) P must only use, in the course of providing the service, blood pressure monitors
validated by the British and Irish Hypertension Society (as recommended by the National
Institute for Health and Care Excellence).

(7) P must ensure that all blood pressure monitors used in the course of providing the
service are subject to—

(a) periodic validation, maintenance and recalibration; and
(b) infection control and cleaning measures,
in the manner provided for by the CPHCFAS service specification.

(8) P must have in place at the pharmacy premises from which the service is to be

provided standard operating procedures for the service—
(a) which include the processes for maintenance, validation and recalibration of the
equipment used in the course of providing the service; and
(b) with which all pharmacy staff who are to be involved in providing the service must
be familiar,
and P must review these procedures regularly or following any significant incident or
change to the service.

(9) P must ensure that patient safety incidents arising in the course of the provision of the
service are reported in accordance with the clinical governance approved particulars
provided for by paragraph 28 of Schedule 4 to the Pharmaceutical Services Regulations.

(10) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(11) If P is to cease providing the service permanently, P must do so in the manner
provided for in the CPHCFAS service specification.”.

Signed by authority of the Secretary of State for Health and Social Care

(et Oletwr——

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
30th September 2021 Department of Health and Social Care

(a) See regulation 2(1) of those Regulations.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced Services
and Emergency Declaration) (Amendment) (England)
Directions 2022

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 168A, 272(7) and (8)(a) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (Amendment) (England) Directions 2022.

(2) These Directions come into force immediately after they are signed.

(3) These Directions extend to England and Wales but apply only to England.

(4) In these Directions, “the Emergency Declaration Directions” means the Pharmaceutical
Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020(b).
Amendment of the Emergency Declaration Directions

2. In direction 2 of the Emergency Declaration Directions (declaration of emergency requiring

the flexible provision of pharmaceutical services), for “31st January 2022” substitute “31st March
2022".

Signed by authority of the Secretary of State for Health and Social Care

e Olees——

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
27 January 2022 Department of Health and Social Care

(a) 2006 c. 41. Section 168A was inserted by the Health and Social Care Act 2012 (c.7), section 49(4). See regulation 2(5) of
the National Health Service (P and Local i Services) i 2013 (S.I. 2013/349, as

amended), which contains a definition of “emergency requiring the flexible provision of pharmaceutical services” which is

relevant to the powers being exercised.

Signed on 27th March 2020. A relevant amendment is made in the Pharmaceutical Services (Advanced and Enhanced

Services and Declaration) (Further (England) Directions 2021, signed on 30th September 2021

(b,
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Smoking Cessation Service)
(England) Directions 2022

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8)(a) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, ication and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Smoking Cessation

Service) (England) Directions 2022.

(2) These Directions, apart from direction 4, come into force on 10th March 2022.

(3) Direction 4 comes into force on 1st April 2022.

(4) These Directions extend to England and Wales but apply only to England.

(5) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) Directions 2013(b).

A

mendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.

(2) At the appropriate places in the alphabetical order insert—

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

paragraph 64, Scction 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.
Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Dircctions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8thMarch
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Scrvices (Advanced and Enhanced
Services and Emergency [ ) (England) (. ) (No.2) Directions 2020, signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England) (Amendment)
Directions 2021, signed on 29th March 2021; the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions zon signed on 1t September 2021; and the
Pharmaceutical Services (Advanced and Enhanced Services and tion) (Further (England)
Directions 2021, signed on 30th September 2021.
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““SCS” means the Smoking Cessation Service, which is the advanced service described
in direction 7BH(2);”; and

““SCS service specification” means the service specification for the SCS, produced by
the NHSCB, dated 9th March 2022(a);”.

Renumbering of second direction 7BF and direction 7BG

3. As regards the directions inserted into the 2013 Directions by direction 7 of the
Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (Further
Amendments) (England) Directions 2021(b)—

(a) direction 7BF (Community Pharmacy Hypertension Case-Finding Advanced Service:
general matters and preconditions to making arrangements) is renumbered direction 7BG;
and

(b) direction 7BG (Community Pharmacy Hypertension Case-Finding Advanced Service:
ongoing conditions of arrangements) is renumbered direction 7BH.

Revocation of directions 7BE and 7BF of the 2013 Directions and consequential amendments

4.—(1) Directions 7BE of the 2013 Directions(¢) (Community Pharmacy COVID-19 Lateral
Flow Device Distribution Service: general matters and preconditions to making arrangements) and
7BF of the 2013 Directions(d) (Community Pharmacy COVID-19 Lateral Flow Device
Distribution Service: ongoing conditions of arrangements) are revoked.

(2) In direction 2 of the 2013 Directions(e) (interpretation), omit the definitions of
“CFCLFDDS”, “CFCLFDDS service specification” and “LFD”.

New directions 7BI and 7BJ of the 2013 Directions

5. After direction 7BH of the 2013 Directions, insert the following directions—

“Smoking Cessation Service: general matters and preconditions to making
arrangements

7BI.—(1) The NHSCB must make arrangements for the provision of a service as part of
the SCS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (9); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purposes of the SCS are to provide patients, referred on discharge
from hospital by NHS trusts or NHS foundation trusts to community pharmacies, with
medication and support to continue their smoking cessation treatment, with the aim of
reducing morbidity and mortality from smoking and reducing health inequalities associated
with higher rates of smoking.

(a) The service specification for the Smoking Cessation Service is published on wwiw.nhsbsa.nhs.uk and has the NHS England
and NHS Imp Publication Approval : PAR1298

(b) Signed on 30th September 2021.

(¢) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)
(Amendment) Directions 2021, signed on 29th March 2021, and amended by the Pharmaceutical Services (Advanced and

Enhanced Services and Declaration) (Further ) (England) Directions 2021, signed on 30th
September 2021.

(d) Substituted by the Pharmaccutical Services (Advanced and Enhanced Services and Emergency Declaration) (Further
Amendments) (England) Directions 2021, signed on 30th September 2021.

(¢) Relevant amendments were made by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency

Declaration) (England) (Amendment) Directions 2021, signed on 29th March 2021 and the Pharmaceutical Services
(Advanced and Enhanced Services and E D, (Further ) (England) Directions 2021, signed
on 30 September 2021.
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(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) In advance of providing the service, P must notify the NHSCB of P’s intention to
provide the service by completion of an electronic registration declaration on the NHS BSA
Manage Your Service platform on the NHS BSA website.

(5) P must ensure that pharmacists providing the service are appropriately trained and
competent to do so, as provided for in section 3 of the SCS service specification.

(6) P must be able to ensure, where possible, that referrals as part of the SCS, via the
secure electronic system used for such referrals, can be received at the pharmacy
throughout the pharmacy’s core and supplementary opening hours.

(7) P must have in place at the pharmacy premises at or from which the service is to be
provided standard operating procedures covering provision of the service, with which all
pharmacy staff who are to be involved in the service are to be familiar, and which are to
include—

(a) key contact details;

(b) equipment validation, maintenance and infection prevention and control measures
(as per manufacturer’s instructions and in line with current infection prevention
and control guidance); and

(c) signposting of locally commissioned smoking cessation services.

(8) P must have a room for confidential consultations at P’s pharmacy premises available
for use for the provision of the service (notwithstanding that it may be provided remotely, if
that is agreed with the patient), which meets the applicable requirements of the
Pharmaceutical Services Regulations.

(9) P must have a working carbon monoxide monitor that meets the requirements of the
SCS service specification, and sufficient disposable mouthpieces to meet the likely demand
for the service when providing it via face to face consultations at the pharmacy.

Smoking Cessation Service: of arr

7BJ.—(1) The NHSCB must ensure that arrangements pursuant to direction 7BI(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) P must comply, and must ensure that their pharmacy staff comply, with the
requirements of the SCS service specification, in particular in respect of—

(a) the inclusion and exclusion criteria in respect of people who are to be offered, or
not offered, the service;

(b) the signposting of people excluded from the service to other services;
(c
(d) contacting the patients referred to them, and dealing with cases where the patient

cannot be contacted, declines the service or needs to be referred to a different NHS
pharmacist or another smoking cessation service provider;

the taking of referrals of patients from hospitals via a secure electronic referral;

(e) where the patient consents to receiving the service, conducting the initial
consultation, following the consultation structure within the NCSCT Standard
Treatment Programme, and including where appropriate—

(i) undertaking a CO test,
(ii) provision of behavioural support, and

(iii) the provision of Nicotine Replacement Therapy (NRT) in accordance with the
arrangements made at the hospital (a maximum of two weeks NRT is to be
supplied at any one time, for a course length not exceeding 12 weeks from the
defined quit date, and the products supplied must be on the list of the GSL
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NRT products which may be supplied as part of the service that is published
in the Drug Tariff);
(f) agreeing and undertaking a follow-up appointment cycle to monitor progress and
provide support (interim appointments are to be no more than two weeks apart and
timed to ensure supply of NRT does not run out on the day of the appointment);

agreeing and undertaking the formal reviews at four and twelve weeks after the
defined quit date;

(g

(h

patients not continuing with the service, including in respect of re-engagement
with the patient and signposting them to locally commissioned services;

(i) ongoing support for the patients between the two formal reviews, if theirs is a
successful quit as defined in the SCS service specification, including the provision
of NRT as required;

(j) communication with the patient’s GP (if the patient has one) and the referring NHS
Trust or NHS foundation trust, and reporting to the NHS BSA (including for
payment and service evaluation purposes(a)); and

(k) record keeping and data and information management, including compliance with
the Records Management Code of Practice for Health and Social Care(b).

(3) P must ensure that the service is only provided by pharmacists, and all pharmacists
providing the service must be appropriately trained and competent to do so, as provided for
in section 3 of the SCS service specification.

(4) P must be able to ensure, where possible, that referrals as part of the SCS, via the
secure electronic system used for such referrals, can be received at the pharmacy
throughout the pharmacy’s core and supplementary opening hours.

(5) P must have in place and keep updated at the pharmacy premises at or from which the
service is to be provided standard operating procedures covering provision of the service,
with which all pharmacy staff who are to be involved in the service are to be familiar, and
which are to include—

(a) key contact details;

(b

equipment validation, maintenance and infection prevention and control measures
(as per manufacturer’s instructions and in line with current infection prevention
and control guidance); and

(c
and P must review these procedures regularly or following any significant incident or
change to the service.

signposting of locally commissioned smoking cessation services,

(6) P must have a room for confidential consultations at P’s pharmacy premises available
for use for the provision of the service (notwithstanding that it may be provided remotely, if
that is agreed with the patient), which meets the applicable requirements of the
Pharmaceutical Services Regulations.

(7) P must ensure that remote consultations with the patient take place in circumstances
where the conversation cannot be overheard, except by someone whom the patient wants to
hear the conversation (for example, a carer).

(8) P must at all times have a working carbon monoxide monitor that meets the
requirements of the SCS service specification, and sufficient disposable mouthpieces to
meet the likely demand for the service when providing it via face to face consultations at
the pharmacy.

(a)

0

The service specification requires data to be collected via an i interface (API) for the
service, but the obligations that arise in relation to the APl are couungenl on it being in operation.
Published at: https:/www.gov.uk/gover f-practice-for-health.

and-social-care.
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(9) P must ensure that patient safety incidents arising in the course of the provision of the
service are reported in accordance with the clinical governance approved particulars
provided for by paragraph 28 of Schedule 4 to the Pharmaceutical Services Regulations.

(10) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(11) If P is to cease providing the service permanently, P must do so in the manner
provided for in the SCS service specification.”.

Signed by authority of the Secretary of State for Health and Social Care

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
9th March 2022 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendment) Directions 2022

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, commencement, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendment) Directions 2022.

(2) These Directions come into force immediately after they are signed.

(3) These Directions extend to England and Wales but apply only to England.

(4) In these Directions “the 2013 Directions” means the Pharmaceutical Services (Advanced and
Enhanced Services) (England) Directions 2013(b).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64; and section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Dircetions 2013, signed on 16th Scptember 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019, the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019, the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020, the Pharmaceutical Services (Advanced and Enhanced

(b,

Services and Declaration) (England) (. ) (No.2) Directions 2020, signed on 28th August 2020, the
Pharmaceutical Services (Advanced and Enhanced Services and D ion) (England) (. dment) (No.3)
Directions 2020, signed on 27th November 2020, the Pharmaceutical Services (Advanced and Enhanced Services and

D (England) (. ) Directions 2021, signed on 29th March 2021, the Pharmaceutical

Services (Advanced and Enhanced Services and Emergency Declaration) (Amendment) (England) Directions 2021, signed
on 29th June 2021, the Pharmaceutical Services (Advanced and Enhanced Services) (England) Amendment Directions
2021, signed on Ist September 2021, the Pharmaceutical Services (Advanced and Enhanced Services and Emergency
Declaration (Further Amendments) (England) Directions 2021, signed on 30th September 2021; the Pharmaceutical
Services (Advanced and Enhanced Services and Emergency Declaration) (Amendment) (England) Directions 2022, signed
on 27th January 2022; and the Pharmaceutical Services (Smoking Cessation Service) (England) Directions 2022, signed on
9th March 2022.
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Amendment of direction 7BC of the 2013 Directions
2.—In direction 7BC of the 2013 Directions(a) (Community Pharmacy Hepatitis C Antibody

Testing Service: general matters and preconditons to making arrangements), in paragraph (1), for
“31st March 2022” substitute “31st March 2023”.

Signed by authority of the Secretary of State for Health
\
N ot v./Le i s———
Pt odew

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
5th April 2022 Department of Health and Social Care

(a) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England)
(Amendment) (No.2) Directions 2020, signed on 28th August 2020.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendments) Directions 2022

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, ication and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendments) Directions 2022.

(2) These Directions come into force immediately after they are signed.
(3) These Directions extend to England and Wales but apply in relation to England only.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services
(Advanced and Enhanced Services) (England) Directions 2013(b).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,
paragraph 64, and by the Health and Care Act 2022 (c. 31) (“the 2022 Act”) Schedule 1, paragraph 1. Section 128 has been
amended by the 2012 Act, Schedule 4, paragraph 65, and by the 2022 Act, Schedule 1, paragraph 1. Section 273 has been
amended by the 2012 Act, Schedule 4, paragraph 137, and by the 2022 Act, Schedule 1, paragraph 1.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency D ) (England) (. ) (No.2) Directions 2020, signed on 28th August 2020; the
Phammaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2021,signed on 9th March
2021; the Pharmaceutical Services (Advanced and Enhanced Services and (England) (. )
Directions 2021, signed on 29th March 2021; the Pharmaceutical Services (Advdnued and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2021 signed on lst September 2021; the
Pharmaceutical Services (Advanced and Enhanced Services and ) (Further (England)
Directions 2021, signed on 30th September 2021; the Pharmaceutical ‘srvmca (Smoking Cessation Service) (England)
Directions 2022, signed on 9th March 2022; and the Pharmaceutical Services (Advanced and Enhanced Services) (Further
Amendment) Directions 2022, signed on 5th April 2022.

(b
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Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.

(2) In the definition of “CPSIVAS service specification”, for “August 2021 substitute
“August 20227,

(3) For the definition of “National PGD”(a) substitute the following definition—

““National PGD” means the Patient Group Direction authorised by NHS England in
respect of the administration of inactivated influenza vaccine in accordance with the
CPSIVAS and the national flu immunisation programme 2022/23, which is valid from
Ist September 2022 and has the published expiry date of 31st March 2023(b) (and
which may be revised from time to time);”.

(4) For the definition of “the National Protocol”(c¢) substitute the following definition—

““the National Protocol” means the protocol under regulation 247A of the Human
Medicines Regulations 2012(d) (protocols relating to coronavirus and influenza
vaccinations and immunisations) that has been approved by or on behalf of the
Secretary of State in respect of the administration of inactivated influenza vaccine in
accordance with the national flu immunisation programme 2022/23, which is valid
from 1st September 2022(e) (and which may be revised from time to time);”

Substitution of directions 7A and 7B of the 2013 Directions

3.For directions 7A and 7B of the 2013 Directions(f) (Community Pharmacy Seasonal

Influenza Vaccination Advanced Service: general matters and preconditions to making
arrangements), substitute—

“C ity Pharmacy S 1 Infl Vaccination Advanced Service: general
matters and pr ditions to making arr

7A.—(1) Until the end of 31st March 2023, NHS England must make arrangements for
the provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (7); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD or the National Protocol, as part of NHS
England, the UK Health Security Agency and the Department of Health and Social Care’s
national flu immunisation programme 2022 to 2023(g).

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) Any pharmacist, pharmacy technician or other authorised person who is to be
involved in the administration of vaccines as part of the service must have been

(g

As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2021, signed on Ist September 2021.

(b) This is available at: https://www.england.nhs. L-infl vicel.
(¢) Tnserted by the Pharmaceutical Services (Advanced and Enhanced Scrv|cc~) (England) (Amendment) Directions 2021,

signed on 1t September 2021.

(d) S.L.2012/1916; regulation 247A was inserted by S.1. 2020/1125.
(¢) This has been approved but not yet published on gov.uk.
(f) As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions

2021, signed on Ist September 2021.
See the joint letters that were published on gov.uk on 22nd April 2022 and 22nd July 2022 and which are available at
www.gov.uk/g p
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appropriately trained and be competent to do so, having regard to the requirements of the
National PGD, the National Protocol and the CPSIVAS service specification(a) (including
the relevant requirements of the National Minimum Standards(b)referred to in paragraph
4.5 of that specification).

(5) Other pharmacy staff or other persons at pharmacy premises at or from which the
service is to be provided, if there is any role that they may be asked to perform as part of
the service, must have been appropriately trained, including updates, having regard to
requirements of the National PGD, the National Protocol and the CPSIVAS service
specification.

(6) P must have in place at the pharmacy premises, or for any other locations from which
the service is to be provided, appropriate standard operating procedures for the service
(which may be available electronically), having regard to the requirements of the National
PGD, the National Protocol and the CPSIVAS service specification, about which staff (if
there is any role that they may be asked to perform as part of the service) have received
appropriate training and which include procedures in respect of—

(a) cold chain integrity;

(b) needle stick injuries;

(c) the identification and management of adverse reactions;

(d) the handling, removal and safe disposal of any clinical waste related to the provision
of the service (whether the service is provided at the pharmacy premises or
elsewhere); and

(e) performing that activity away from the pharmacy premises.

(7) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) where the service is being provided at P’s pharmacy premises—

(i) aroom for consultations at P’s pharmacy premises which meets the applicable
requirements of paragraph 28A of Schedule 4 to the Pharmaceutical Services
Regulations, or

(ii) other locations at P’s pharmacy where suitable facilities are available,
infection control standards can be maintained and patient confidentiality and
dignity respected;

(b) where the service is being provided at a premises or site other than P’s pharmacy
premises or the patient’s home, a location—

(i) which in the clinical judgement of P is considered to be suitable for the
provision of the service, having regard to the standard operating procedures
mentioned in paragraph (6), and which meets the standards for such locations
required by the General Pharmaceutical Council, and

(i) where suitable facilities are available, infection control standards can be
maintained and patient confidentiality and dignity respected;

(c) if P is to provide services as part of the CPSIVAS at a patient’s home, a location in
the patient’s home that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6).

(a) This is available at: https://www.cngland.nhs.uk/publi ity-ph L-infl vicel.
(b) These are available at https://www.gov.uk/gover tandards-and. fi
; ining-for-r L-healthe, ;
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Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) NHS England must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Inactivated influenza vaccines must only be administered under the arrangements in
accordance with the National PGD or the National Protocol, and this includes the
requirements of the National PGD or the National Protocol before and after administration
of a vaccine.

(3) The only inactivated influenza vaccines to be administered under the arrangements
must be those listed in NHS England, the UK Health Security Agency and the Department
of Health and Social Care’s national flu immunisation programme 2022 to 2023(a).

(4) P must have in place and keep under review at the pharmacy premises or any other
premises or sites from which the service is to be provided appropriate standard operating
procedures for the service (which may be available electronically), as described in direction
7TA(6), about which staff (if there is any role that they may be asked to perform as part of
the service) have received appropriate training.

(5) P must ensure that the requirements in the CPSIVAS service specification(b) that
apply to any responsible pharmacist and the superintendent pharmacist of P are adhered to,
including through an appropriate governance framework.

(6) Vaccinations must be administered under the supervision of a pharmacist trained in
vaccination (including having a clear understanding of this service), and a record must be
maintained of who that person is at each premises at any given time while the service is
being provided.

(7) Vaccines must only be administered by a registered pharmacist or, to the extent that
the National Protocol and the CPSIVAS service specification permit, another appropriately
trained vaccinator, and—

(a) P must ensure that every person involved in the administration of the vaccine must
have completed the training, including any updates, required of that person under
the National PGD or the National Protocol, and must be competent to perform the
tasks required of them, having regard to the applicable requirements of the
National PGD, the National Protocol and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(c)
referred to in paragraph 4.5 of that specification);

(b) any vaccinator must be authorised by name under the National PGD or the
National Protocol before working to it; and

(c

any person involved in the administration of the vaccine must adhere to—

(i) the National PGD or a National Protocol,

(ii) the relevant requirements of the publication known as the Green Book(d), and
(iii) as appropriate, the standard operating procedures referred to in paragraph (4).

(8) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location” has the same meaning as in direction 7A(7).

(9) If the service is provided at P’s pharmacy premises and the patient expresses a
preference for the vaccination to take place in a consultation room, P must respect that
preference.

(a

(b)

(c]

I

)

See the joint letters that were published on gov.uk on 22nd April 2022 and 22nd July 2022 and which are available at:
www.gov.uk/g i flu-i P y

This is available at: https://www.cngland.nhs pharmacy-scasonal-infl vice!
These are available at hitps://www.gov.uk/gover jcati i imum-standards-and-c i
immunisation-training-for-registered-health

Available at www.gov. i i t-infectious-disease-th book.
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(10) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD or the National
Protocol).

(11) Prior to vaccination, P must—
(a) seek the consent of the patient to the administration of the vaccine; and

(b) as appropriate, seek the patient’s consent to, or advise them about, the handling of
information about them relating to the provision of the service, to the extent that
this is, and in the manner in which this is, provided for in the National PGD, the
National Protocol and the CPSIVAS service specification,

including advising the patient about how that information may be anonymised and used by
NHS England for the purposes of service evaluation and research.

(12) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified in
accordance with the CPSIVAS service specification, in the manner provided for in that
service specification.

(13)If—

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,

P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD, the
National Protocol and the CPSIVAS service specification.

(14) P must keep a record of all patients receiving treatment under the arrangements—

(a) in the manner required and for the purposes specified in the National PGD, the
National Protocol and the CPSIVAS service specification, including the
requirements relating to signature and dating by the vaccinator and, in the case of
electronic records, password protection; and

(b

N

for the purposes specified in the National PGD, the National Protocol and the
CPSIVAS service specification.

(15) NHS England must terminate any arrangements that are entered into or still in force
on 31st March 2023 with effect from the end of 31st March 2023.”.

Signed by authority of the Secretary of State for Health and Social Care

Edward Scully
Director of Primary and Community Health Care

24 August 2022 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced
Services) (Amendment) (England) Directions 2023

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, application and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced

Services) (Amendment) (England) Directions 2023.

(2) These Directions come into force on 1st April 2023.
(3) These Directions extend to England and Wales but apply only to England.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) Directions 2013(b).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

paragraph 64. Section 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017 the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Dircctions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency Declaration) (England) (Amendment) (No.2) Directions 2020, signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (England) (Amendment)
Directions 2021, signed on 29th March 2021; the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2021, signed on Ist September 2021; the
Pharmaceutical Services (Advanced and Enhanced Services and Declaration) (Further (England)
Directions 2021, signed on 30th September 2021; the Pharmaceutical Services (Smoking Cessation Service) (England)
Directions 2022, signed on 9th March 2022; the Pharmaceutical Services (Advanced and Enhanced Services) (Further
Amendment) Directions 2022, signed on Sth April 2022; and the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendments) Directions 2022, signed on 24th August 2022.
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Amendment of direction 7BG of the 2013 Directions

2. In direction 7BG of the 2013 Directions (Community Pharmacy Hypertension Case-Finding
Advanced Service: general matters and preconditions to making arrangements)(a), in paragraph
(5), for “pharmacists™ substitute “pharmacists and pharmacy technicians”.

Amendment of direction 7BH of the 2013 Directions

3. In direction 7BH of the 2013 Directions (Community Pharmacy Hypertension Case-Finding
Advanced Service: ongoing conditions of arrangements)(b), in paragraph (3), for “pharmacists”
substitute “pharmacists and pharmacy technicians”.

Amendment of direction 7BI of the 2013 Directions

4.1In direction 7BI of the 2013 Directions (Smoking Cessation Service: general matters and
preconditions to making arrangements)(c), in paragraph (5), for “pharmacists” substitute
“pharmacists or pharmacy technicians”.

Amendment of direction 7BJ of the 2013 Directions

5. In direction 7BJ of the 2013 Directions (Smoking Cessation Service: ongoing conditions of
arrangements)(d), in paragraph (3), for “pharmacists”, at both places where it occurs, substitute
“pharmacists or pharmacy technicians”.

Signed by authority of the Secretary of State for Health and Social Care

N (Rews——
Jui (R4
Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
28th March 2023 Department of Health and Social Care

(a) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (Further
Amendments) England Directions 2021, signed on 30th 2021, and by the P Services
(Smoking Cessation Service) (England) Directions 2022, signed on 9th March 2022.

(b) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) (Further
Amendments) England Directions 2021, signed on 30th 2021, and by the P Services
(Smoking Cessation Service) (England) Dircctions 2022, signed on 9th March 2022.

(¢) Inserted by the Pharmaceutical Services (Smoking Cessation Service) (England) Directions 2022, signed on 9th March
2022.

(d) Tnserted by the Pharmaceutical Services (Smoking Cessation Service) (England) Directions 2022, signed on 9th March
2022
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (NHS Pharmacy Contraception
Service and Other Amendments) (England) Directions 2023

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, extent,

and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (NHS Pharmacy

Contraception Service and Other Amendments) (England) Directions 2023.

(2) As regards the commencement of these Directions—
(a) directions 3 and 4 come into force on 15 May 2023; and
(b) this direction and directions 2 and 5 come into force on 24 April 2023.
(3) These Directions extend to England and Wales but apply only to England.
(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services (Advanced

and Enhanced Services) Directions 2013(b).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b

paragraph 64. Scction 128 has been amended by the 2012 Act, Schedule 4, paragraph 65.

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Directions 2019, signed on 13th March 2019; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and Emergency D (England) ( ) (No.2) Directions 2020, signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services and Declaration) (England) (. )
Dircctions 2021, signed on 29th March 2021; the Pharmaccutical Services (Advanced and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2021 signed on Ist September 2021: the
Pharmaceutical Services (Advanced and Enhanced Services and tion) (Further (England)
Dircctions 2021, signed on 30th September 2021; the Pharmaceutical Scr\'\ccs (Smoking Cessation Service) (England)
Directions 2022, signed on 9th March 2022; the Pharmaceutical Services (Advanced and Enhanced Services) (Further
Amendment) Directions 2022, signed on 5th April 2022; the Pharmaceutical Services (Advanced and Enhanced Services)
(England) (Further Amendments) Directions 2022, signed on 24th August 2022 and the Pharmaceutical Services (Advanced
and Enhanced Services) (Amendment) (England) Directions; signed on 28th March 2023.
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Amendment of direction 2 of the 2013 Directions

2.1In direction 2 of the 2013 Directions (interpretation), at the appropriate places in the
alphabetical order insert—
““NHS Pharmacy Contraception Service” means the NHS Pharmacy Contraception
Service Advanced Service described in direction 7BK(2);”;

““NHSPCS” means the NHS Pharmacy Contraception Service;”; and
““NHSPCS service specification” means the service specification for Tier 1 of the

NHSPCS, which relates to the ongoing supply of oral contraception, produced by NHS
England, published on 10 January 2023 and updated on 27 March 2023(a);”.

Amendment of direction 7BA of the 2013 Directions

3.—(1) Direction 7BA of the 2013 Directions (NHS Community Pharmacist Consultation
Service: general matters and preconditions to making arrangements) (b) is amended as follows.

(2) In paragraph (2), for “via the NHS 111 service, an IUC CAS or a GP surgery” substitute “via
the NHS 111 service, an IUC CAS, a GP surgery, 999 services and providers of urgent and
emergency care who are authorised by NHS England to provide this (for example, Urgent
Treatment or Urgent Care Centres, an Emergency Department or an Accident and Emergency
Unit)”.

Amendment of direction 7BB of the 2013 Directions

4.—(1) Direction 7BB of the 2013 Directions (NHS Community Pharmacist Consultation
Service: ongoing conditions of arrangements) (c) is amended as follows.

(2) In paragraph (2), in sub-paragraphs (a), (b), (f) and (g), for “via the NHS 111 service, and
TUC CAS or a GP surgery” substitute “via the NHS 111 service, an IUC CAS, a GP surgery, 999
services and providers of urgent and emergency care who are authorised by NHS England to
provide this (for example, Urgent Treatment or Urgent Care Centres, an Emergency Department
or an Accident and Emergency Unit)”.

(3) In paragraph (5), for sub-paragraph (b) substitute—

“(b) the relevant bodies and services are informed to prevent them making any further
referrals, as provided for in the CPCS service specification.”.

New directions 7BK and 7BL of the 2013 Directions
5. After direction 7BJ of the 2013 Directions(d) (Smoking Cessation Service: ongoing
conditions of arrangements), insert the following directions—
“NHS Pharmacy Contraception Service: general matters and preconditions to making
arrangements

7BK.—(1) NHS England must make arrangements for the provision of a service as part
of the NHS Pharmacy Contraception Service Advanced Service with any pharmacy
contractor (P) who—

(a) The service specification is published on www.cngland.nhs.uk/l d/nhs-ph i ice-tier-1

ongoing-supply -of -oral-contraception and has the NHS England Publication Approval Reference: PRN00019.

Inserted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No.4) Directions

2019, signed on 25th October 2019, and amended by the Pharmaceutical Services (Advanced and Enhanced Services and
Declaration) (England) (. ) (No.2) Directions 2020, signed on 28th August 2020.

Inserted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No.4) Directions

2019, signed on 25th October 2019, and amended by the Pharmaceutical Services (Advanced and Enhanced Services and
Declaration) (England) ( ) (No.2) Directions 2020, signed on 28th August 2020.

(b;

(©

(d) Inserted by the Pharmaceutical Services (Smoking Cessation Service) (England) Directions 2022, signed on 9th March

2022.
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(a) meets the requirements set out in paragraphs (3) to (8); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the NHSPCS is to offer greater choice of where people can
access contraception services, and in particular, as regards Tier 1 of the NHSPCS—

(a) to provide a model for community pharmacy teams to continue the provision of
oral contraception supplies initiated in primary care or sexual health clinics using a
patient group direction to support the review and supply process; and

(b

to establish an integrated pathway between NHS services to allow people greater
choice and access when considering continuing their current form of oral
contraception.

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) In advance of providing the service, P must notify NHS England of P’s intention to
provide the service by completion of an electronic registration declaration on the NHS BSA
Manage Your Service platform on the NHS BSA website.

(5) P must ensure that all pharmacy staff providing the service are appropriately trained
and competent to do so, as provided for in section 5 of the NHSPCS service specification.

(6) P must—

(a) have standard operating procedures in place covering the provision of the service
that cover the matters specified in Section 3.5 of the NHSPCS service
specification, and must have in place arrangements for regularly reviewing those
procedures; and

(b) have arrangements in place to ensure that all pharmacy staff involved in the
provision of the service are familiar with those procedures.

(7) As regards premises—

(a) P must have a room for confidential consultations at P’s pharmacy premises
available for use for the provision of the service which meets the applicable
requirements of the Pharmaceutical Services Regulations; and

(b

in all cases, where remote access to the service is preferred by the patient, P must
have arrangements in place at P’s premises which enable a person providing the
service to communicate securely and confidentially via live video or audio link
with the patient.

(8) As regards equipment, P must have—
(a) the equipment for blood pressure readings and body mass index readings that is
required by the NHSPCS service specification for delivery of the service; and
(b) arrangements in place to meet the minimum digital requirements of the service as
provided for in the NHSPCS service specification.

NHS Pharmacy Contraception Service: ongoing conditions of arrangements

7BL.—(1) NHS England must ensure that arrangements pursuant to direction 7BK(1)
with a pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) P must comply, and must ensure that their pharmacy staff comply, with the
requirements of the NHSPCS service specification, in particular in respect of—
(a) the inclusion and exclusion criteria in respect of people who are to be offered, or
not offered, the service;
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(b) the taking of referrals of patients from other providers of NHS services (although
the service may be offered directly to people self-referring, and this possibility
may be highlighted to people presenting with prescriptions for oral contraception);

(c

<

responding to requests from patients for the service and where appropriate
referring them to alternative providers of a contraception service;

©

where the patient consents to receiving the service, conducting the consultation
provided for in the NHSPCS service specification in the manner specified,
including in respect of—

@

(ii) discussing alternative forms of contraception,

assessing safeguarding issues,

(iii) body mass index and blood pressure tests, where appropriate,

(iv) compliance with the patient group direction in accordance with which the oral
contraception may be supplied, and

(v) advice about information sharing;

(e

outcomes of the consultation, including in respect of repeat supplies and what to
do if supplying oral contraception is not clinically appropriate;
(f) patient safety incidents;
(g) communication with the patient’s GP (if the patient has one and the patient
consents to this);
(h) record keeping and data and information management, including compliance with
the Records Management Code of Practice for Health and Social Care(a); and
(i) post payment verification, monitoring and service evaluation (including what is to
be available for inspection if there is a site visit).
(3) P must ensure that the service is only provided by pharmacists, except that body mass
index and blood pressure tests may be conducted by a suitably trained pharmacy technician.
(4) P must ensure that all pharmacy staff providing the service are appropriately trained
and competent to do so, as provided for in section 5 of the NHSPCS service specification.
(5) P must—
(a) have in place and keep updated, as well as regularly reviewing, standard operating
procedures covering the provision of the service that cover the matters specified in
Section 3.5 of the NHSPCS service specification; and

(b) have arrangements in place to ensure that all pharmacy staff involved in the
provision of the service are familiar with and adhere to those procedures.
(6) As regards premises—
(a) P must have a room for confidential consultations at P’s pharmacy premises
available for use for the provision of the service which meets the applicable
requirements of the Pharmaceutical Services Regulations; and

(b

in all cases, where remote access to the service is preferred by the patient, P must
have arrangements in place at P’s premises which enable a person providing the
service to communicate securely and confidentially via live video or audio link
with the patient.

(7) As regards equipment, P must have at all times when the service is provided—

(a) the equipment for blood pressure readings and body mass index readings that is
required by the NHSPCS service specification for delivery of the service; and

(a) Published at: https://t england.nh:

i de/ and has the
NHS England Publication Approval Reference: PAR00019.
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(b) arrangements in place to meet the minimum digital requirements of the service as
provided for in the NHSPCS service specification.

(8) P must ensure that the service is accessible, appropriate and sensitive to the needs of
all service users, and that no eligible patient is excluded, or experiences difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age.

(9) If P is to cease providing the service permanently, P must do so in the manner
provided for in the NHSPCS service specification.”.

Signed by authority of the Secretary of State for Health and Social Care

q o Oleos——

Alette Addison
Deputy Director Pharmacy, Dentistry and Eye Care
17 April 2023 Department of Health and Social Care
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DIRECTIONS

THE NATIONAL HEALTH SERVICE ACT 2006

The Pharmaceutical Services (Advanced and Enhanced

Services) (England) (Further Amendments) Directions 2023

The Secretary of State gives the following Directions in exercise of the powers conferred by
sections 127, 128, 272(7) and (8) and 273(1) of the National Health Service Act 2006(a).

Citation, extent, ication and interpretation

1.—(1) These Directions may be cited as the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Further Amendments) Directions 2023.

(2) These Directions come into force immediately after they are signed.
(3) These Directions extend to England and Wales but apply in relation to England only.

(4) In these Directions, “the 2013 Directions” means the Pharmaceutical Services
(Advanced and Enhanced Services) (England) Directions 2013(b).

(a) 2006 c. 41. Section 127 has been amended by the Health and Social Care Act 2012 (c. 7) (“the 2012 Act”), Schedule 4,

(b,

paragraph 64, and by the Health and Care Act 2022 (c. 31) (“the 2022 Act”) Schedule 1, paragraph 1. Section 128 has been
amended by the 2012 Act, Schedule 4, paragraph 65, and by the 2022 Act, Schedule 1, paragraph 1. Section 273 has been
amended by the 2012 Act, Schedule 4, paragraph 137, and by the 2022 Act, Schedule 1, paragraph 1

Signed on 12th March 2013, and amended by: the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2013, signed on 16th September 2013; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 2) Directions 2013, signed on 6th December 2013, which also revoked the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2013; the Pharmaceutical
Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2014, signed on 12th March 2014; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2014, signed on
5th December 2014; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions
2015, signed on 15th September 2015; the Pharmaceutical Services (Advanced and Enhanced Services) (England)
(Amendment) Directions 2016, signed on 30th August 2016; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No.2) Directions 2016, signed on 30th November 2016; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2017, signed on 29th August 2017; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2018, signed on 8th March
2018; the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) (No. 2) Directions 2018,
signed on 31st August 2018; and the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment)
Dircctions 2019, signed on 13th March 2019; the Pharmaccutical Services (Advanced and Enhanced Services) (England)
(Amendment) (No. 2) Directions 2019, signed on 22nd August 2019; the Pharmaceutical Services (Advanced and Enhanced
Services) (England) (Amendment) (No. 3) Directions 2019, signed on 11th September 2019, the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) (No. 4) Directions 2019, signed on 24th October 2019; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Dircctions 2020, signed on 6th March
2020; the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration) Directions 2020, signed
on 27th March 2020; and the Pharmaceutical Services (Advanced and Enhanced Services and Emergency Declaration)
(Amendment) (England) Directions 2020, signed on 30th June 2020; the Pharmaceutical Services (Advanced and Enhanced
Services and D (England) ( ) (No.2) Directions 2020, signed on 28th August 2020; the
Pharmaceutical Services (Advanced and Enhanced Services) (England) (Amendment) Directions 2021, signed on 9th Mdth
2021; the Pharmaceutical Services (Advanced and Enhanced Services and r ) (England) (.

Directions 2021, signed on 29th March 2021; the Pharmaceutical Services (Advanced and Enhanced Services and
Emergency Declaration) (Amendment) (England) Directions 2021, signed on 29th June 2021; the Pharmaceutical Services
(Advanced and Enhanced Services) (England) (Amendment) Directions 2021, signed on lst September 2021; the
Pharmaceutical Services (Advanced and Enhanced Services and E Declaration) (Further ) (England)
Directions 2021, signed on 30th September 2021; the Pharmaceutical Services (Smoking Cessation Service) (England)
Directions 2022, signed on 9th March 2022; the Pharmaceutical Services (Advanced and Enhanced Services) (Further
Amendment) Directions 2022, signed on Sth April 2022; the Pharmaceutical Services (Advanced and Enhanced Services)
(Further Amendments) Directions 2022, signed on 24th August 2022; the Pharmaceutical Services (Advanced and
Enhanced Services) (Amendment) (England) Directions 2023, signed on 28th March 2023; and the Pharmaceutical Services
(NHS Pharmacy Contraception Service and Other Amendments) (England) Directions 2023, signed on 17th April 2023.
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Amendment of direction 2 of the 2013 Directions

2.—(1) Direction 2 of the 2013 Directions (interpretation) is amended as follows.

(2) In the definition of “CPSIVAS service specification”, for “August 2022 substitute
“August 2023”.

(3) For the definition of “National PGD”(a) substitute the following definition—

““National PGD” means the Patient Group Direction authorised by NHS England in
respect of the administration of inactivated influenza vaccine in accordance with the
CPSIVAS and the national flu immunisation programme 2023/24, which is valid from
1st September 2023 and has the published expiry date of 31st March 2024(b) (and
which may be revised from time to time);”.

(4) For the definition of “the National Protocol”(¢) substitute the following definition—

the National Protocol” means the protocol under regulation 247A of the Human
Medicines Regulations 2012(d) (protocols relating to coronavirus and influenza
vaccinations and immunisations) that has been approved by or on behalf of the
Secretary of State in respect of the administration of inactivated influenza vaccine in
accordance with the national flu immunisation programme 2023/24, which is valid
from 1st September 2023(e) (and which may be revised from time to time);”.

Substitution of directions 7A and 7B of the 2013 Directions

3.For directions 7A and 7B of the 2013 Directions(f) (Community Pharmacy Seasonal
Influenza Vaccination Advanced Service: general matters and preconditions to making
arrangements), substitute—

“C ity Pharmacy 1 Infl Vaccination Advanced Service: general
matters and pr diti to making arr

7A.—(1) Until the end of 31st March 2024, NHS England must make arrangements for
the provision of a service as part of the CPSIVAS with any pharmacy contractor (P) who—

(a) meets the requirements set out in paragraphs (3) to (7); and

(b) wishes to enter into such arrangements or is required to do so by virtue of
regulation 66 of the Pharmaceutical Services Regulations (conditions relating to
providing directed services).

(2) The underlying purpose of the CPSIVAS is to enable pharmacy contractors to
participate in arrangements for the administration of inactivated influenza vaccine to
patients in accordance with the National PGD or the National Protocol, as part of NHS
England’s, the UK Health Security Agency’s and the Department of Health and Social
Care’s national flu immunisation programme 2023 to 2024(g).

(3) P must be satisfactorily complying with P’s obligations under Schedule 4 to the
Pharmaceutical Services Regulations (Terms of service of NHS pharmacists) in respect of
the provision of essential services and an acceptable system of clinical governance.

(4) Any pharmacist, pharmacy technician or other authorised person who is to be
involved in the administration of vaccines as part of the service must have been

@

As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Further Amendments)

Directions 2022, signed on 24th August 2022.

(b) This is available at: https://www.england.nhs.uk it phi 1-infl ey

(6) Inserted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Further Amendments) Duecuons
2022, signed on 24th August 2022,

(d) S 012/1916; regulation 247A was inserted by S.I. 2(]20/| 125.

(¢) This is available at https://www.gov.uk/govers tocol-for-inacti 1l i

(D As substituted by the Pharmaceutical Services (Advanced and Enhanced Services) (England) (Further Amendmems)

Directions 2022, signed on 24th August 2022.

See the joint letter that was published on 3rd July 2023 and which i

. o ! Y p

1-l

ilable at: https://www.gov.uk/government/
023-10-2024-letter.

(g
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appropriately trained and be competent to do so, having regard to the requirements of the
National PGD, the National Protocol and the CPSIVAS service specification(a) (including
the relevant requirements of the National Minimum Standards(b)referred to in paragraph
4.5 of that specification).

(5) Other pharmacy staff or other persons at pharmacy premises at or from which the
service is to be provided, if there is any role that they may be asked to perform as part of
the service, must have been appropriately trained, including updates, having regard to
requirements of the National PGD, the National Protocol and the CPSIVAS service
specification.

(6) P must have in place, at the pharmacy premises or for any other locations from which
the service is to be provided, appropriate standard operating procedures for the service
(which may be available electronically), having regard to the requirements of the National
PGD, the National Protocol and the CPSIVAS service specification, about which staff (if
there is any role that they may be asked to perform as part of the service) have received
appropriate training and which include procedures in respect of—

(a) cold chain integrity;

(b) needle stick injuries;

(c) the identification and management of adverse reactions;

(d) the handling, removal and safe disposal of any clinical waste related to the provision
of the service (whether the service is provided at the pharmacy premises or
elsewhere); and

(e) performing that activity away from the pharmacy premises.

(7) P must be able to provide the services which are part of the CPSIVAS at an acceptable
location, and for these purposes “acceptable location” means—

(a) where the service is being provided at P’s pharmacy premises—

(i) a room for consultations at P’s pharmacy premises which meets the applicable
requirements of paragraph 28A of Schedule 4 to the Pharmaceutical Services
Regulations, or

(ii) other locations at P’s pharmacy premises where suitable facilities are
available, infection control standards can be maintained and patient
confidentiality and dignity respected;

(b) where the service is being provided at a premises or site other than P’s pharmacy
premises or the patient’s home, a location—

(i) which in the clinical judgement of P is considered to be suitable for the
provision of the service, having regard to the standard operating procedures
mentioned in paragraph (6), and which meets the standards for such locations
required by the General Pharmaceutical Council, and

(ii) where suitable facilities are available, infection control standards can be
maintained and patient confidentiality and dignity respected; or

(c) if P is to provide services as part of the CPSIVAS at a patient’s home, a location in
the patient’s home that P considers suitable having regard to the standard operating
procedures mentioned in paragraph (6).

(a) This is available at: https:/www.england.nh: y-ph 1
(b) These are available at https://www.gov.uk/gover i
. ¢ _ane al ps

vice.

{-healthe;

203



10/2023

Part VIC

ADVANCED SERVICES (PHARMACY AND APPLIANCE CONTRACTORS)(ENGLAND)

Community Pharmacy Seasonal Influenza Vaccination Advanced Service: ongoing
conditions of arrangements

7B.—(1) NHS England must ensure that arrangements pursuant to direction 7A(1) with a
pharmacy contractor (P) include terms equivalent to the requirements set out in this
direction.

(2) Inactivated influenza vaccines must only be admini d under the arr in
accordance with the National PGD or the National Protocol, and this includes the
requirements of the National PGD or the National Protocol before and after administration
of a vaccine.

(3) The only inactivated influenza vaccines to be administered under the arrangements
must be those listed in NHS England’s, the UK Health Security Agency’s and the
Department of Health and Social Care’s national flu immunisation programme 2023 to
2024 joint letter(a).

(4) P must have in place and keep under review at the pharmacy premises or any other
locations from which the service is to be provided appropriate standard operating
procedures for the service (which may be available electronically), as described in direction
7TA(6), about which staff (if there is any role that they may be asked to perform as part of
the service) have received appropriate training.

(5) P must ensure that the requirements in the CPSIVAS service specification(b) that
apply to any responsible pharmacist and the superintendent pharmacist of P are adhered to,
including through an appropriate governance framework.

(6) Vaccinations must be administered under the supervision of a pharmacist trained in
vaccination (including having a clear understanding of this service), and an appropriate
record must be maintained of who that person is at each premises at any given time while
the service is being provided.

(7) Vaccines must only be administered by a registered pharmacist or, to the extent that
the National Protocol and the CPSIVAS service specification permit, another appropriately
trained vaccinator, and—

(a) P must ensure that every person involved in the administration of the vaccine must
have completed the training, including any updates, required of that person under
the National PGD or the National Protocol, and must be competent to perform the
tasks required of them, having regard to the applicable requirements of the
National PGD, the National Protocol and the CPSIVAS service specification
(including the relevant requirements of the National Minimum Standards(c)
referred to in paragraph 4.5 of that specification);

(b) any vaccinator must be authorised by name under the National PGD or the
National Protocol before working to it; and

(c

N

any person involved in the administration of the vaccine must adhere to—
(i) the National PGD or the National Protocol,
(ii) the relevant requirements of the publication known as the Green Book(d), and
(iii) as appropriate, the standard operating procedures referred to in paragraph (4).
(8) P must only provide the service at an acceptable location, and for these purposes,
“acceptable location” has the same meaning as in direction 7A(7).

(@

(b)
©

6

See the joint letter that was updated on 3rd July 2023 and which is available at: https://www.gov.uk/government/
. o . |

1-fl 023-t0-2024-letter.
This is available at: https://www.england.nh: icati ph: y I-infl /acci vice.
These are available at https:; OV / tandards-and:
i ining-for-registered-healthc, i
Available at www.gov.uk/g isati inst-infectious-discase-th book
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(9) If the service is provided at P’s pharmacy premises and the patient expresses a
preference for the vaccination to take place in a consultation room, P must respect that
preference.

(10) P must ensure the service is accessible, appropriate and sensitive to the needs of all
service users, and that no eligible patient is excluded or experiences particular difficulty in
accessing or using the service due to their race, gender, disability, sexual orientation,
religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or
maternity, or age (subject to the requirements of the National PGD or the National
Protocol).

(11) Prior to vaccination, P must—
(a) seek the consent of the patient to the administration of the vaccine; and

(b) as appropriate, advise them about the handling of information about them relating
to the provision of the service, to the extent that this is, and in the manner in which
this is, provided for in the National PGD, the National Protocol and the CPSIVAS
service specification,

including advising the patient about how that information may be pseudonymised and used
by NHS England for the purposes of service delivery, evaluation and research.

(12) As regards each patient vaccinated under the arrangements who is registered with a
general practitioner, P must ensure that the patient’s general practitioner is notified (where
this is known) in accordance with the CPSIVAS service specification, in the manner
provided for in that service specification.

(13) If —

(a) a patient vaccinated under the arrangements presents with an adverse drug reaction
which is or may be linked to that vaccination; and

(b) a pharmacist who is P or who is employed or engaged by P believes the adverse
reaction is of clinical significance,

P or a person employed or engaged by P must ensure that, having managed the patient’s
condition appropriately, the patient’s general practitioner and where appropriate the
Medicines and Healthcare products Regulatory Agency (under the Yellow Card Scheme)
are notified as soon as possible, in the manner provided for in the National PGD, the
National Protocol and the CPSIVAS service specification.

(14) P must keep a record of all patients receiving treatment under the arrangements—

(a) using a NHS assured point of care system in the manner required and for the
purposes specified in the National PGD, the National Protocol and the CPSIVAS
service specification, including the requirements relating to signature and dating by
the vaccinator and, in the case of electronic records, password protection; and

(b

for the purposes specified in the National PGD, the National Protocol and the
CPSIVAS service specification.

(15) NHS England must terminate any arrangements that are entered into or still in force
on 31st March 2024 with effect from the end of 31st March 2024.”.

Signed by authority of the Secretary of State for Health and Social Care

Edward Scully
Director of Primary and Community Health Care
Department of Health and Social Care

29 August 2023
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THE CLINICAL COMMUNITY PHARMACY SERVICE, DISCHARGE MEDICINES REVIEW
SERVICE, PHARMACIST PRESCRIBING SERVICE AND STOMA CUSTOMISATION AND
APPLIANCE USE REVIEW

The Clinical Community Pharmacy Service

1. The Clinical Community Pharmacy Service (CCPS) is a nationally directed service within the
community pharmacy contractual framework. The CCPS comprises the following five components:

The provision of emergency contraception

The provision of Bridging and QuickStart contraception
The supply of prescribed medicines in an emergency
The provision of the national common ailments service
The provision of seasonal influenza vaccinations

o o o o o

2. In order to provide the CCPS a pharmacy contractor must provide all elements listed in 1.

3. A payment of £12,500 is payable to pharmacy contractors providing the CCPS and will be paid
monthly, calculated as 1/1 2t of the payment.

4. The fees payable for individual components of the CCPS can be found in Part VIE Additional
Clinical Services (Wales).

The Discharge Medicines Review Service

5. A fee of £48.77 per DMR full service intervention is payable from 1 April 2012 to all pharmacy
contractors meeting the requirements to provide the service.

6. Contractors will be paid monthly via the NHS Wales Shared Services Partnership on the basis of
the number of completed DMR claims submitted to NHS Wales Shared Services Partnership in the
relevant month. All claims for payment must be made using the relevant module available on the
Choose Pharmacy Application.

7. Where a contractor initiates DMR service consultations in any financial year but is not able to
complete the full service intervention before 31 March of that financial year they shall be eligible
to receive payment provided that they initiate a claim using the relevant module available on the
Choose Pharmacy Application not later than 5 April of the following financial year. The payment
will be made on completion of the DMR full service intervention.

Pharmacist Prescribing Service

8. The Pharmacist Independent Prescribing Service (PIPS) is a nationally directed service within the
community pharmacy contractual framework.

9. Any pharmacy wishing to provide the PIPS must also be providing the CCPS. The PIPS comprises
the following components:

«  The prescribing of routine contraception

¢ The management of common ailments, not normally managed by the national common
ailment service

«  The provision of a prescribing service agreed by the relevant local health board
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10. The fees payable to pharmacies providing the PIPS for the first twelve months of delivering the
service are shown in the following table:

Minimum Upper consultation Fees up to the upper Fees above the upper
Band availability (hours threshold per consultation threshold per | consultation threshold
per month) month month per month
80 and not fewer
1 than 2 days each 75 £1,903.25
week
110 and not fewer £5
2 than 3 days each 100 £2,446.88 .
per consultation
week
150 and not fewer
3 than 4 days each 145 £3,261.80
week

11. Where a pharmacy has not yet reached the first threshold level for consultations, a declaration
must be made on the national electronic claim and audit form (NECAF) system within six months
of listing the pharmacy for the Pharmacy Independent Prescribing Service.

12. The fees payable to pharmacies providing the PIPS following twelve months of delivering the
service are shown in the following table:

£2,174.54/ month

Minimum
availability (hours Minimum Threshold Upper limit
per month)
Consultations |15 35 75
80 and not fewer [Payment Below min. £25  [£1,903.25/ month [Above upper limit
Band 1 | than 2 days each per consultation  |once reach £1,903.25 + £25
week Once reach min. [threshold per consultation
£1,195.99/ month
Consultations [25 50 100
110 and not fewer [Payment Below min. £25  [£2,446.88/ month [Above upper limit
Band 2 | than 3 days each per consultation  |once reach £2,446.88 + £25
week Once reach min. [threshold per consultation
£1,522.18/ month
Consultations |40 80 145
150 and not fewer |Payment Below min. £25  [£3,261.80/ month |Above upper limit
Band 3 | than 4 days each per consultation  |once reach £3,261.80 + £25
week Once reach min. [threshold per consultation

13. Contractors will be paid monthly via the NHS Wales Shared Services Partnership on the basis of
a monthly submission of their banded availability and consultation numbers. Submissions must be
made by the 5t of the following month, using the national electronic claim and audit form (NECAF)
system.

. A quarterly fee of £263.90 will be payable to pharmacies to support ongoing clinical governance

requirements and professional development of the pharmacist independent prescriber. A
submission can be made each quarter using NECAF with records of any activity undertaken kept
for health board teams to inspect where required.

Stoma customisation and Appliance Use Reviews are provided by appliance contractors.

Stoma Customisation

15. In Wales, from 1 April 2010 a fee of £4.32 is payable for every Part IXC prescription item that can
be customised'. The fee does not have to be claimed and will be paid automatically to those
pharmacy and appliance contractors who in Wales have informed their Local Health Board of their
intention to provide stoma appliance customisation services as an advanced service by the end of
the month before they start providing the service.
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16. Contractors are however required to meet certain preconditions, set out below in direction 3
Pharmaceutical Services (Advanced Services) (Appliances) (Wales) Directions 2010, (“the
Appliances Directions”) before their Local Health Board is able to enter into arrangements with
them to provide the service - and their ongoing entitlement to provide the service is subject to
compliance with the conditions that Local Health Boards are required to impose on them by virtue
of direction 4 of the Appliances Directions.

Appliance Use Review

17. In Wales, from 1 April 2010 a fee is payable to all pharmacy and appliance contractors meeting the
requirements for this service for each Appliance Use Review they have carried out. The
requirements they have to meet are also set out below in the Appliances Directions. As with the
stoma customisation, there are both preconditions that the contractor has to meet before the Local
Health Board is able to enter into arrangements with them (set out in direction 5 of the Appliances
Directions), and ongoing entitlement to provide the service is subject to compliance with the
conditions that the Local Health Board is required to impose on them (see direction 6 of the
Appliances Directions).

18. A Fee of £28 is payable for an Appliance Use Review conducted at premises managed by the
pharmacy or appliance contractor. A fee of £54 is payable for a review conducted at the user's
home. If, within a 24 hour period, reviews are conducted for several users living at the same
location, the appliance or pharmacy contractor may claim £54 for the first review and £28 for each
subsequent review.

19. In Wales, the total number of Appliance Use Reviews that an appliance or pharmacy contractor
may claim fees for will be limited to one for every 35 Part IXA (qualifying items), Part IXB and Part
IXC prescription items dispensed for the period commencing on 1 April and ending on 31 March
in any one year (see direction 7 of the Appliances Directions)

20. In Wales contractors will be paid monthly via the NHS Wales Shared Services Partnership on
behalf of LHBs on receipt of the appropriate claim form in the relevant month

"Products that qualify for the stoma customisation fee have been annotated in the Drug Tariff.
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SUBORDINATE LEGISLATION

WG22-06
THE NATIONAL HEALTH SERVICE (WALES) ACT 2006

The Pharmaceutical Services (Clinical Services) (Wales) Directions 2022

Made 4 March 2022
Coming into force 1 April 2022

The Welsh Ministers, in exercise of the powers conferred by sections 12(3), 81, 82 and 203(9) and (10) of the
National Health Service (Wales) Act 2006(1), give the following Directions.

Title, commencement and application

1.—(1) The title of these Directions is the Pharmaceutical Services (Clinical Services) (Wales) Directions 2022.
(2) These Directions come into force on 1 April 2022.

(3) These Directions are given to Local Health Boards.

Interpretation

2.—(1) In these Directions—
“the Act” means the National Health Service (Wales) Act 2006;
“approved” means approved by the Welsh Ministers;
“Choose Pharmacy” means the electronic system used by NHS pharmacists to create a Choose Pharmacy
Record;
“Choose Pharmacy Record” means the patient record kept by an NHS pharmacist who, in accordance with an
arrangement made with a Local Health Board, provides a service specified in these Directions;
“clinical management plan” means a written plan relating to the treatment of an individual patient that is agreed
by—
(a
(b
(c) any supplementary prescriber who is to prescribe, give directions for administration or administer under

the plan;

the patient,

the doctor or dentist who is a party to the plan, and

“drug misuser” means a person who misuses drugs by self-injection;

“enhanced criminal record certificate” means an enhanced criminal record certificate issued under section
113B(1) of the Police Act 1997(2) which includes, in such cases as are from time to time prescribed under
section 113BA(1)4 of that Act, suitability information relating to children or vulnerable adults, and any relevant
up-date information where such a certificate is subject to up-date arrangements;

“financial year” means a year ending with 31 March;

I 2006 . 42.
@) 1997 c. 50.

209



10/2023

Part VID

NATIONAL COMMUNITY PHARMACY AND APPLIANCE CONTRACTOR SERVICES

(WALES)

“gluten free foods” means only those gluten free foods that are specified in list A of Part XV (borderline
substances) of the Drug Tariff;

“GMS contract essential services” means the services required to be provided by GMS contractors in
accordance with regulation 15 of the National Health Service (General Medical Services Contracts) (Wales)
Regulations 2004(1);

“Human Medicines Regulations” means the Human Medicines Regulations 2012(2);

“independent prescriber” means a—

(a) doctor or dentist who is a party to a clinical management plan with a supplementary prescriber,
(b
(c) independent nurse prescriber,
(d
(e

(f) paramedic independent prescriber,

dispensing doctor,

nurse independent prescriber,

optometrist independent prescriber,

(g) pharmacist independent prescriber,

(h) physiotherapist independent prescriber,

(i) podiatrist or chiropodist independent prescriber, or

(j) therapeutic radiographer independent prescriber;

“NECAF” means the National Electronic Claim and Audit Form, the electronic system used by NHS
pharmacists to submit claims for remuneration for the provision of NHS services;

“NHS body” has the meaning given by regulation 213 of the Human Medicines Regulations;

“notify” means to notify in writing and includes electronic communications;

“NWSSP” means NHS Wales Shared Services Partnership, established by the Velindre National Health Service
Trust Shared Services Committee (Wales) Regulations 2012(3), which is responsible for exercising functions
of Velindre University NHS Trust in relation to shared services, policy and strategy, and the management and
provision of shared services to the health service in Wales;

“out of hours period” means, in relation to a pharmacy, the days and times at which the pharmacy is not obliged
to remain open under paragraph 23 (pharmacy opening hours: general) of Schedule 5 to the Pharmaceutical
Services Regulations;

“patient care record” means the patient records kept by the person who is providing the patient with GMS
contract essential services, or their equivalent;

“pharmaceutical essential services” has the meaning given to “essential services” in regulation 2(1) of the
Pharmaceutical Services Regulations;

“Pharmaceutical Services Regulations” means the National Health Service (Pharmaceutical Services) (Wales)
Regulations 2020(4);

“pharmacy technician” means a person registered in Part 2 of the General Pharmaceutical Council Register.

(2) Expressions used in these Directions and in the Pharmaceutical Services Regulations have the same meaning
as in those Regulations.

General matters and pre-conditions for making arrangements

3.—(1) Where a Local Health Board makes arrangements with an NHS pharmacist for the provision of any of the
clinical services specified in directions 4 to 8, the NHS pharmacist must satisfy the conditions set out in paragraphs

@) to (7).

1. 2004/478 (W. 48).

. 2012/1916

1. 2012/1261 (W. 156).
. 2020/1073 (W. 241).
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(2) The first condition is that the NHS pharmacist has notified the Local Health Board of their intention to
provide the relevant clinical service, in the manner approved(1) for that purpose, and provided the Local Heath
Board with a satisfactory enhanced criminal record certificate.

(3) The second condition is that the NHS pharmacist is satisfactorily complying with their obligations under
Schedule 5 to the Pharmaceutical Services Regulations in connection with the provision of pharmaceutical services.

(4) The third condition is that—

(a) if the NHS pharmacist is a registered pharmacist, they must complete all approved training required in
order to provide the services which form part of the relevant clinical service;
(b

if the NHS pharmacist is a registered pharmacist and they intend to employ or engage a registered
pharmacist or pharmacy technician to provide services which form part of a clinical service, that registered
pharmacist or pharmacy technician must complete all approved training required in order to provide the
services which form part of the relevant clinical service; or

(c

<

if the NHS pharmacist is a body corporate or partnership, any registered pharmacist or pharmacy
technician they intend to employ or engage to provide any services which form part of a clinical service
must complete all approved training required in order to provide services as part of the relevant clinical
service.

(5) The fourth condition is that—

(a) if the NHS pharmacist is a registered pharmacist, they must complete [in the approved manner the
approved form] warranting that they are competent to provide the services which form the relevant clinical
service;

(b) if the NHS pharmacist is a registered pharmacist and they intend to employ or engage a registered
pharmacist or pharmacy technician to perform services which form part of a clinical service, that
registered pharmacist or pharmacy technician must complete in the approved manner the approved form
warranting that they are competent to provide those services; or

—
o
N

if the NHS pharmacist is a body corporate or partnership, any registered pharmacist or pharmacy
technician they intend to employ or engage to provide any services which form part of a clinical service
must complete in the approved manner the approved form warranting that they are competent to provide
those services.

(6) The fifth condition is that the NHS pharmacist has in place, at the pharmacy at, or from, which services which
form part of the relevant clinical service are to be provided, a standard operating procedure for the delivery of the
service—

(a) which has been notified to all pharmacy staff,

(b

which explains the clinical service, its eligibility criteria and the roles that pharmacy staff may be required
to perform as part of its delivery, and

(c

<

about which pharmacy staff have received appropriate training, if there is any role that they may be
required to perform as part of the service.

(7) The sixth condition, subject to paragraph (8), is that the clinical services provided under any arrangement are
provided at an acceptable location, and in this direction, “acceptable location” means an area for confidential
consultations at the NHS pharmacist’s pharmacy premises, which is—

(a) clearly designated as an area for confidential consultations,
(b) distinct from the general public areas of the pharmacy premises, and

(c) is an area where both the person receiving services and the registered pharmacist or pharmacy technician
providing those services are able to sit down together and talk at normal speaking volume without being
overheard by any other person (including other pharmacy staff).

(8) A registered pharmacist or pharmacy technician who is, or who is employed or engaged by, the NHS
pharmacist may provide services other than at the acceptable location at the NHS pharmacist’s pharmacy premises
if that registered pharmacist or pharmacy technician does so—

Loc

I The approved forms for the clinical services can be accessed at: hitp: wales.nh

211



10/2023 Part VID
NATIONAL COMMUNITY PHARMACY AND APPLIANCE CONTRACTOR SERVICES
(WALES)

(a

&

by telephone, or video call or in person at a location other than the pharmacy premises in order to provide
services to a particular patient on a particular occasion,

(b

with the agreement of that patient, that patient having expressed a preference for that contact to be by
telephone, or video call or at a location other than the pharmacy premises on that occasion, and

in circumstances where—

(ii) the conversation cannot be overheard (except by someone who the patient wants to hear the
conversation, for example, a carer); or

(c

N

the registered pharmacist or pharmacy technician is at the NHS pharmacist’s pharmacy, and

(iii) the provision of services takes place in a location other than the NHS pharmacy premises, with the
consent of the Local Health Board.

The Discharge Medicines Review Service

4.—(1) Each Local Health Board must make arrangements for the provision of a discharge medicine review
(“DMR?”) service, for persons within and outside its area, with NHS pharmacists included in its pharmaceutical list
who—

(a) wish to enter into such arrangements and notify the Local Health Board of their intention to provide the
DMR service in accordance with direction 3(2), and

(b

(c) agree to provide the DMR service in accordance with the relevant specification(1).

satisfy the conditions set out in direction 3, paragraphs (3) to (7) inclusive, and

(2) The underlying purpose of the DMR service is, with the patient’s agreement, to contribute to a reduction in
risk of medication errors and adverse drug events by, in particular—

(a) increasing the availability of accurate information about a patient’s medicines,

(b) improving communication between health care professionals and others involved in the transfer of patient
care, and patients and their carers,

(c) increasing patient involvement in their own care by helping them to develop a better understanding of their
medicines, and

(d) reducing the likelihood of unnecessary duplicated prescriptions being dispensed, and reducing wastage of

medicines.

5.—(1) Prior to entering into arrangements with an NHS pharmacist for the provision of the DMR service under
direction 4, a Local Health Board must satisfy itself those arrangements provide that—

(a) only a registered pharmacist or pharmacy technician, who has completed in the approved manner the
approved form warranting that they are competent to provide Part 1 and Part 2 services as part of the DMR
service, is to provide those services;

(b) Part 1 and Part 2 services provided as part of the DMR service are to be provided at an acceptable location
at the NHS pharmacist’s pharmacy premises, within the meaning given by direction 3(7) except in the
circumstances provided for by direction 3(8);

(c) the NHS pharmacist may only offer the provision of the DMR service—

(i) to persons who have been discharged from one care setting to another within the previous 4 weeks,

(ii) for whom the pharmacy has received a copy of an advice note regarding the patient’s medicines
issued by the care setting from which the patient has been discharged, and—
(aa) achange has occurred to the patient’s medicines prior to the patient being discharged,
(bb) the patient is taking 4 or more medicines,
(cc)  the patient requires a reasonable adjustment to be made to the presentation of their medicines,

or
i) s ah ices/primary-care-servi ices/pharmacy-ser les-ph datab
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(d

(e

(€3]

(dd) the registered pharmacist or pharmacy technician has, in their professional opinion, reason to
consider that the patient would benefit from the service, and

(iii) if the NHS pharmacist, or a pharmacy technician employed or engaged by the NHS pharmacist,
providing the DMR service has obtained consent to receiving DMR services from the patient to whom
the registered pharmacist or pharmacy technician provides those services, which amongst other
matters indicates that the patient has either consented or does not consent to particular information,
relating to DMR services provided to the patient, being handled in the manner specified by the Welsh
Ministers (for example, the purpose of post payment verification).

the registered pharmacist or pharmacy technician—
(i) must maintain a record of any consent obtained under sub-paragraph (c)(iii),

(ii) must not provide Part 1 or Part 2 services to a patient unless the patient has consented to receive those
services in accordance with sub-paragraph (c)(iii), and

(iii) may only process the information, including the patient’s personal data, in the manner for which the
patient has provided their consent in accordance with sub-paragraph (c)(iii);
the Part 1 services that are to be provided by the registered pharmacist or pharmacy technician as part of
the DMR service must comprise—
(i) providing the patient with sufficient information about the DMR service to enable that patient to give
their informed consent to receiving the service,

(ii) a discussion with the patient about the medicines the patient is taking,

(iii) identification by the registered pharmacist or pharmacy technician providing the service of any
discrepancies between the medicines the patient is taking and those prescribed at discharge, and

(iv) agreement, where possible, between the registered pharmacist or pharmacy technician and the patient
of the next steps, that is—

(aa) if no discrepancies between the medicines the patient is taking and those prescribed at
discharge, agreeing with the patient a time and location for the provision of Part 2 services to
the patient,

(bb) if any discrepancies or problems are identified under sub-paragraph (e)(iii) and it is the clinical
judgment of the registered pharmacist or pharmacy technician that intervention by a general
practitioner is required, explaining that to the patient, completing the approved DMR feedback
form and referring the matter to the general practitioner with whom the patient is a registered
patient,

(cc) if any discrepancies or problems are identified under sub-paragraph (e)(iii) but it is the clinical
judgement of the registered pharmacist or pharmacy technician that intervention by a general
practitioner is not required, agreeing with the patient a time and location for the provision of
Part 2 services to that patient, and any remedial steps to be taken prior to that intervention;

the Part 2 services that are to be provided by the registered pharmacist or pharmacy technician as part of
the DMR service must comprise—

(i) a discussion with the patient about the medicines the patient is taking,

(ii) an assessment by the registered pharmacist or pharmacy technician performing the Part 2 services of

the extent to which any discrepancies between the medicines the patient is taking and those prescribed
at discharge have been resolved,

(iii) if any problems are identified under sub-paragraph (f)(ii) and it is the clinical judgement of the
registered pharmacist or pharmacy technician that intervention by a general practitioner is required,
explaining that to the patient, completing the approved DMR feedback form and referring the matter
to the general practitioner with whom the patient is a registered patient;

the registered pharmacist or pharmacy technician ensures that the Choose Pharmacy Record is updated as

soon as reasonably practicable after each consultation has been carried out by or on behalf of the NHS

pharmacist as part of the DMR service and includes the approved data;
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(h) the NHS pharmacist provides information from the Choose Pharmacy Record to the Local Health Board
and Digital Health and Care Wales(1); and

(i) the NHS pharmacist keeps a copy of the record mentioned in sub-paragraph (g) for at least 2 years,
beginning with the date on which the service intervention is completed or discontinued.
(2) For the purposes of sub-paragraphs (1)(e) and (f), provision to a patient of the DMR service has been
completed—
(a) once a patient has received the Part 1 and, if necessary, Part 2 services, or
(b) if, as a consequence of an act or omission of the patient, the patient does not receive the Part 2 services at

the agreed time and the NHS pharmacist is unable, having made reasonable efforts to do so, to rearrange
and provide those Part 2 services on another occasion, once those reasonable efforts have been made.

The Clinical Community Pharmacy Service

6.—(1) Each Local Health Board must make arrangements for the provision of the Clinical Community
Pharmacy Service services specified in paragraph (2), for persons within and outside its area, with NHS
pharmacists included in its pharmaceutical list who—

(a) wish to enter into such arrangements and notify the Local Health Board of their intention to provide the
Clinical Community Pharmacy Service in accordance with direction 3(2),

(b

(c) agree to provide the Clinical Community Pharmacy Service in accordance with the relevant
specification(2).

satisfy the conditions set out in direction 3, paragraphs (3) to (7) inclusive, and

(2) An arrangement to provide the Clinical Community Pharmacy Service must include the provision by the NHS
pharmacist of—

(a) a Common Ailment Service, the underlying purpose of which is for the registered pharmacist to provide
advice and support to eligible patients complaining of a common ailment, and where appropriate, to supply
drugs to them for the treatment of the common ailment;

(b

an Urgent Contraception Service, the underlying purpose of which is for the registered pharmacist to
supply contraception in cases of urgency or emergency, or to supply regular contraception, to a patient
under a Patient Group Direction(3);

(c

<

a Seasonal Influenza Vaccination Service, the underlying purpose of which is for the registered pharmacist
to administer an influenza vaccination to a patient under a Patient Group Direction, or a protocol
authorised by Welsh Ministers in accordance with regulation 247A of the Human Medicines Regulations
(Protocols relating to coronavirus and influenza vaccinations and immunisations);

(d

an Emergency Medicine Supply Service, the underlying purpose of which is to ensure, at the request of a
patient in cases of urgency, prompt access to drugs or appliances—
(i) which have previously been prescribed for them in an NHS prescription but for which they do not
have an NHS prescription, and

(ii) where, in the case of prescription only medicines, the requirements of regulation 225(1) of the Human
Medicines Regulations (emergency sale etc. by Pharmacist: at patient’s request) are satisfied.

The Pharmacy Independent Prescribing Service

7.—(1) Each Local Health Board must make arrangements for the provision of the Pharmacy Independent
Prescribing Service, for persons within and outside its area, with NHS pharmacists who are independent
prescribers, or NHS pharmacists who intend to employ or engage an independent prescriber to deliver the service
on their behalf, included in its pharmaceutical list and who—

m Digital Health and Care Wales is a Special Health Authority established under section 22 of the National Health Service (Wales) Act 2006
by the Digital Heallh and Care Wales (Establishment and Membership) Order 2020 (S.1. No. 1451).

@) ices/primary-care-ser ph datab:

3 Patient Gmup Dnccuons allow health care professionals to supply and administer specified medicines to pre-defined groups of patients,

without a prescription.
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(a

=

are providing the Clinical Community Pharmacy Service under an arrangement with a Local Health Board
in accordance with direction 6,

(b) wish to enter into an arrangement to provide the Pharmacy Independent Prescribing Service and notify the
Local Health Board of their intention to do so in accordance with direction 3(2),

(c

)

N

satisfy the conditions set out in direction 3, paragraphs (3) to (7) inclusive, and

agree to provide the Pharmacy Independent Prescribing Service in accordance with the relevant
specification(1).

(2) The underlying purposes of the Pharmacy Independent Prescribing Service are—

(a) to provide access to prescription only medicines for the treatment of common ailments that require
treatment with prescription only medicines that are not available under the Clinical Community Pharmacy
Service;

(b) to provide access to emergency or regular contraception where those needs cannot be met under the
Clinical Community Pharmacy Service; and

(c) for the provision of any other service which the NHS pharmacist agrees with the relevant Local Health
Board to provide.

Additional services
8.—(1) Each Local Health Board may make arrangements for the provision of the additional pharmaceutical
services specified in paragraph (2), to persons within or outside its area, with NHS pharmacists included in its
pharmaceutical list, or in the pharmaceutical list of a neighbouring Local Health Board, who—
(a) wish to enter into an arrangement to provide an additional service specified in paragraph (2) and notify the
Local Health Board of their intention to do so in accordance with direction 3(2),
(b) satisfy the conditions set out in direction 3, paragraphs (3) to (7) inclusive, and
(c) agree, where applicable, to provide that additional service in accordance with the relevant specification(2).
(2) The additional pharmaceutical services specified are—
(a) an Anticoagulant Monitoring Service, the underlying purpose of which is for the NHS pharmacist to test
the patient’s blood clotting time, review the results and adjust (or recommend an adjustment to) the
anticoagulant dose accordingly;

(b) a Care Home Service, the underlying purpose of which is for the NHS pharmacist to provide advice and
support to residents and staff in a care home relating to—
(i) the proper and effective ordering of drugs and appliances for the benefit of residents in the care home,
(ii) the clinical and cost-effective use of drugs,
(iii) the proper and effective administration of drugs and appliances in the care home,
(iv) the safe and appropriate storage and handling of drugs and appliances, and
(v) the recording of drugs and appliances ordered, handled, administered, stored or disposed of;

(c

<

a Disease Specific Management Service, the underlying purpose of which is for the NHS pharmacist to
advise on, support and monitor the treatment of patients with specified conditions, and where appropriate,
to refer the patient to another health care professional;

(d) an Emergency Pandemic Treatment and Prophylaxis Supply Service—

(i) the underlying purpose of which is for the NHS pharmacist to supply medicines to a patient under a
Patient Group Direction or protocol authorised by Ministers or an NHS body in accordance with
regulation 247 of the Human Medicines Regulations (exemption for supply in the event or
anticipation of pandemic disease), and

(ii) if an NHS pharmacist arranges to provide this service, it must provide it for the duration of the
arrangement it has agreed with the Local Health Board;

I ps: nhs. wales/ourservices/primary-care-services/our-services/pharmacy-services/all-wales-phs
@) ://nwssp.nh ices/primary-care-servi ices/p y p
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(e) an Emergency Pandemic Vaccination Service—

(i) the underlying purpose of which is for the NHS pharmacist to administer a vaccination to a patient
under a Patient Group Direction or protocol authorised by the Welsh Ministers in accordance with
regulation 247A of the Human Medicines Regulations (protocols relating to coronavirus and influenza
vaccinations and immunisations), and

(i) if an NHS pharmacist arranges to provide this service, it must provide it for the duration of the
arrangement it has agreed with the Local Health Board;

(f) a Gluten Free Food Supply Service, the underlying purpose of which is for the NHS pharmacist to supply
gluten free foods to patients;

(g) a Home Delivery Service, the underlying purpose of which is for the NHS pharmacist to deliver to
patients’ homes—
(i) drugs, and
(ii) appliances, other than specified appliances within the meaning of regulation 2(1) of the
Pharmaceutical Services Regulations;

(h) a Language Access Service, the underlying purpose of which is for the NHS pharmacist to provide, either
orally or in writing, advice and support to patients in a language understood by them in relation to—

(i) drugs which they are using,
(ii) their health,
(iii) general health matters relevant to them, and
(iv) where appropriate, refer the patient to another health care professional;
(i) aMedication Review Service, the underlying purpose of which is for the NHS pharmacist to—

(i) conduct a review of the drugs used by a patient on the basis of information and test results included in
the patient’s patient care record, with the objective of considering the continued appropriateness and
effectiveness of the drugs for the patient,

(ii) advise and support a patient regarding the use of their drugs including encouraging the active
participation of the patient in decision making relating to their use of drugs, and

(iii) where appropriate, refer the patient to another health care professional;

(j) aMedicines Assessment and Compliance Support Service, the underlying purpose of which is for the NHS
pharmacist to—

(i) assess the knowledge of, compliance with and use of, drugs by vulnerable patients and patients with
additional learning needs, and

(ii) offer advice, support and assistance to vulnerable patients and patients with additional learning
needs(1) regarding the use of drugs with a view to improving the patient’s knowledge of, compliance
with and use of, such drugs;

(k) aNeedle and Syringe Supply Service, the underlying purpose of which is for the NHS pharmacist to—
(i) provide sterile needles, syringes and associated materials to drug misusers,

(ii) receive from drug misusers used needles, syringes and associated materials, and

(iii) offer advice to drug misusers and where appropriate refer the drug misuser to another health care
professional or a specialist drug treatment centre;

() an On Demand Availability of Specialist Drugs Service, the underlying purpose of which is for the NHS
pharmacist to ensure that patients or health care professionals have prompt access to specialist drugs;

(m) an Out of Hours Service, the underlying purpose of which is for the NHS pharmacist to dispense drugs and
appliances in the out of hours period (whether or not for the whole of the out of hours period);

(n) a Patient Group Direction Service, the underlying purpose of which is for the NHS pharmacist to supply or
administer prescription only medicines to patients under Patient Group Directions;

@

As defined in section 2 of the Additional Learning Needs and Education Tribunal (Wales) Act 2018 (anaw. 2).
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(o

a Prescriber Support Service, the underlying purpose of which is for the NHS pharmacist to support health
care professionals who prescribe drugs, and in particular to offer advice on—

(i) the clinical and cost-effective use of drugs,
(ii) prescribing policies and guidelines, and

(iii) repeat prescribing;

a Schools Service, the underlying purpose of which is for the NHS pharmacist to provide advice and
support to children and staff in schools relating to—

®

(i) the clinical and cost-effective use of drugs in a school,
(ii) the proper and effective administration and use of drugs and appliances in a school,
(iii) the safe and appropriate storage and handling of drugs and appliances, and
(iv) the recording of drugs and appliances ordered, handled, administered, stored or disposed of;

(q) a Screening Service, the underlying purpose of which is for the NHS pharmacist to—
(i) identify patients at risk of developing a specified disease or condition,

(ii) offer advice regarding testing for a specified disease or condition,

(iii) carry out such a test with the patient’s consent, and

(iv) offer advice following a test and refer the patient to another health care professional where
appropriate;

(r

=

a Stop Smoking Service, the underlying purpose of which is for the NHS pharmacist to—
(i) advise and support patients wishing to give up smoking, and
(ii) where appropriate, to supply appropriate drugs and aids;

(s) a Supervised Administration Service, the underlying purpose of which is for the NHS pharmacist to
supervise the administration of prescribed medicines in the pharmacy;

(t) a Prescribing Service, the underlying purpose of which is for the NHS pharmacist who is an independent
prescriber, or who employs or engages an independent prescriber, to prescribe medicines in circumstances
specified by the relevant Local Health Board;

(u) an Anti-viral Collection Service, the underlying purpose of which is for the NHS pharmacist to supply
anti-viral medicines, in accordance with regulation 247 of the Human Medicines Regulations (Exemption
for supply in event of or in anticipation of pandemic disease), to patients for treatment or prophylaxis; and

(v) a Waste Minimisation Service, the underlying purpose of which is to identify prescribed medicines or
appliances which are not required by the patient at the point of supply.

(3) The Local Health Board may terminate an arrangement made under paragraph (2) if, in the opinion of the
Local Health Board, the NHS pharmacist is not, or no longer, satisfactorily complying with their obligations under
Schedule 5 to the Pharmaceutical Services Regulations in connection with the provision of pharmaceutical services.

Payment for provision of clinical services

9. The Local Health Board must make payments to an NHS pharmacist who provides services under an
arrangement made pursuant to these Directions in accordance with—
(a) Part VID of the Drug Tariff, for the provision of the DMR service, the Clinical Community Pharmacy
Service or Pharmacy Independent Prescribing Service, and

(b) Part VIE of the Drug Tariff, for the provision of any other service.

Conditions of payment

10.—(1) A payment under these Directions is only payable if an NHS pharmacist, in respect of each person for
which a payment under these Directions is claimed in accordance with the arrangements for claiming payments set
out in Parts VID and VIE of the Drug Tariff, has supplied the Local Health Board via Choose Pharmacy, NECAF
(where the relevant Choose Pharmacy module is not available), or an alternative mechanism agreed between the
NHS pharmacist and Local Health Board, with—
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(a

(b

(c) the NHS number of the person, where it is known, and

(d

(2) The Local Health Board may request from an NHS pharmacist any information which the Local Health Board
does not have but needs, and the NHS pharmacist either has or could be reasonably expected to obtain, in order for

the Local Health Board to form an opinion on whether the NHS pharmacist is entitled to a payment under these
Directions.

the name of the person,
the date of birth of the person,

the date on which the service has been provided to the person.

(3) The Local Health Board may, in appropriate circumstances, withhold payment of any, or any part of,
payments due under these Directions if an NHS pharmacist breaches any of these conditions.

Overpayments and withheld amounts

11.—(1) If a Local Health Board makes a payment to an NHS pharmacist pursuant to these Directions and—

(a) the NHS pharmacist was not entitled to receive all or part thereof, whether because it did not meet the
entitlement conditions for the payment or because the payment was calculated incorrectly (including where
a payment on account overestimates the amount that is to fall due);

(b) the Local Health Board was entitled to withhold all or part of the payment because of a breach of a
condition attached to the payment, but is unable to do so because the money has already been paid; or

(c
regulation 57 of the Pharmaceutical Services Regulations applies and the Local Health Board may recover the
money paid by deducting an equivalent amount from any payment payable under these Directions or any other
payment payable to an NHS pharmacist in accordance with the Drug Tariff and by virtue of its provision of NHS
services, and where no such deduction can be made, it is a condition of the payments made pursuant to these
Directions that the NHS pharmacist must pay to the Local Health Board that equivalent amount.

<

the Local Health Board is entitled to repayment of all or part of the money paid,

(2) Where a Local Health Board is entitled pursuant to paragraph (1) to withhold all or part of a payment because
of a breach of a payment condition, and the Local Health Board does so or recovers the money by deducting an
equivalent amount from another payment payable under these Directions or any other payment payable to an NHS
pharmacist in accordance with the Drug Tariff and by virtue of its provision of NHS services, it may, where it sees
fit to do so, reimburse the NHS pharmacist the amount withheld or recovered, if the breach is remedied.

Underpayments and late payments
12.—(1) If the full amount of a payment that is payable under these Directions has not been paid before the date
on which the payment falls due, once it falls due, it must be paid promptly unless—
(a) this is with the consent of the NHS pharmacist, or
(b) the amount of, or entitlement to, the payment, or any part thereof, is in dispute.

(2) If the NHS pharmacist’s entitlement to the payment is not in dispute but the amount of the payment is in
dispute, then once the payment falls due, pending the resolution of the dispute, the Local Health Board must—

(a) pay to the NHS pharmacist, promptly, an amount representing the amount that the Local Health Board
accepts that the NHS pharmacist is at least entitled to, and

(b) thereafter pay any shortfall promptly, once the dispute is finally resolved.
(3) However, if an NHS pharmacist has—
(a) not claimed a payment to which it would be entitled under these Directions if it claimed the payment, or

(b) claimed a payment to which it is entitled under these Directions but a Local Health Board is unable to
calculate the payment until after the payment is due to fall due because it does not have the information it
needs in order to calculate that payment (all reasonable efforts to obtain the information having been
undertaken),

that payment is (instead) to fall due on the first working day of the month after the month during which the Local
Health Board obtains the information it needs in order to calculate the payment.
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Payments on account

13. Where a Local Health Board and the NHS pharmacist agree (but the Local Health Board’s agreement may be
withdrawn where it is reasonable to do so and if it has given the NHS pharmacist reasonable notice thereof), the
Local Health Board must pay to an NHS pharmacist on account any amount that is—

(a) the amount of, or a reasonable approximation of the amount of, a payment that is due to fall due under
these Directions, or

(b) an agreed percentage of the amount of, or a reasonable approximation of the amount of, a payment that is
due to fall due under these Directions, and if that payment results in an overpayment in respect of the
payment, direction 11 applies.

Post payment verification

14. Post payment verification(1) applies to the provision of services under arrangements made pursuant to these
Directions.

Dispute resolution

15.—(1) In the case of a dispute (other than in relation to an overpayment, in which case regulation 57(1)(b) of
the Pharmaceutical Services Regulations applies) arising out of, or in connection with, the provision of services
under these Directions, the NHS pharmacist and the Local Health Board must make every reasonable effort to
communicate and cooperate with each other with a view to resolving the dispute, before referring the dispute for
consideration and determination to the Welsh Ministers in accordance with the dispute resolution procedure (or,
where applicable, before commencing court proceedings) specified in paragraphs (2) to (15) below.

(2) The procedure specified in the following paragraphs applies in the case of any dispute arising out of or in
connection with the provision of services under these Directions which is referred to the Welsh Ministers.

(3) Any party wishing to refer a dispute as mentioned in paragraph (2) must send to the Welsh Ministers a written
request for dispute resolution which must include or be accompanied by—

(a) the names and addresses of the parties to the dispute,
(b) a copy of any arrangement made under these Directions, and
(c) abrief statement describing the nature and circumstances of the dispute.

(4) Any party wishing to refer a dispute as mentioned in paragraph (2) must send the request under paragraph (3)
within a period of 3 years beginning with the date on which the matter giving rise to the dispute happened or should
reasonably have come to the attention of the party wishing to refer the dispute.

(5) The Welsh Ministers may determine the dispute themselves or, if the Welsh Ministers consider it appropriate,
appoint a person or persons to consider and determine it.

(6) Before reaching a decision as to who should determine the dispute, under paragraph (5), the Welsh Ministers
must, within 7 days beginning with the date on which a matter under dispute was referred to them, send a written
request to the parties to make in writing, within a specified period, any representations which they may wish to
make about the matter under dispute.

(7) The Welsh Ministers must give, with the notice given under paragraph (6), to the party other than the one
which referred the matter to dispute resolution a copy of any document by which the matter was referred to dispute
resolution.

(8) The Welsh Ministers must give a copy of any representation received from a party to the other party and must
in each case request (in writing) a party to whom a copy of the representations is given to make within a specified
period any written observations which it wishes to make on those representations.

(9) Following receipt of any representations from the parties or, if earlier at the end of the period for making such
representations specified in the request sent under paragraph (6) or (8), the Welsh Ministers must, if they decide to
appoint an adjudicator to hear the dispute—

5 For more information on post payment verification, please see: hitps:/nwssp.nhs. ices/primary-care-ser

post-p Pr
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(a) inform the parties in writing of the name of the person or persons whom they have appointed, and
(b) pass to the adjudicator any documents received from the parties under paragraph (3), (6) or (8).

(10) For the purpose of assisting the Welsh Ministers or the adjudicator, as the case may be, in the consideration
of the matter, the Welsh Ministers or the adjudicator may—
(a) invite representatives of the parties to appear before them to make oral representations either together or,
with the agreement of the parties, separately, and may in advance provide the parties with a list of matters
or questions to which the Welsh Ministers or the adjudicator wish them to give special consideration, or

(b

consult other persons whose expertise the Welsh Ministers or the adjudicator consider would assist in the
consideration of the matter.

(11) Where the Welsh Ministers or the adjudicator consult another person under paragraph (10)(b), the Welsh
Ministers or the adjudicator must notify the parties accordingly in writing and, where the Welsh Ministers or the
adjudicator consider that the interests of any party might be substantially affected by the result of the consultation,
they must give to the parties such opportunity as they consider reasonable in the circumstances to make
observations on those results.

(12) In considering the matter, the Welsh Ministers or the adjudicator must consider—

(a) any written representations made in response to a request under paragraph (6), but only if they are made
within the specified period;

(b

any written observations made in response to a request under paragraph (8), but only if they are made
within the specified period;

(c) any oral representations made in response to an invitation under paragraph (10)(a);
d
(e) any observations made in accordance with an opportunity given under paragraph (11).

the results of any consultation under paragraph (10)(b); and

(13) Subject to the other provisions within this direction and to any agreement by the parties, the Welsh Ministers
or the adjudicator, as the case may be, have wide discretion in determining the procedure for the resolution of the
dispute to ensure the just, expeditious, economical and final determination of the dispute.

(14) The determination of the Welsh Ministers or the adjudicator, as the case may be, and the reasons for it, must
be recorded in writing and the Welsh Ministers or the adjudicator must give notice of the determination (including
the record of the reasons) to the parties.

(15) In this direction—

“adjudicator” (“dyfarnwr’) means the person or persons appointed by the Welsh Ministers under paragraph (5);
“specified period” (“cyfirod penodedig”) means such period as the Welsh Ministers specify in a request, being
not less than 2, nor more than 4, weeks beginning with the date on which the notice referred to is given, but the
Welsh Ministers may, if they consider that there is good reason for doing so, extend any such period (even after
it has expired) and, where they do so, a reference in this paragraph to the specified period is to the period as so
extended.

C ial d revocations and savings

16. The Schedule provides for consequential amendments and revocations.

17.—(1) An arrangement entered into by a Local Health Board and NHS pharmacist under direction 4 of the
Pharmaceutical Services (Advanced and Enhanced Services) (Wales) Directions 2005 continues to apply as if it
were made under direction 8 of these Directions, subject to paragraph (2).

(2) An arrangement for the provision of the Minor Ailment Scheme, the Patient Group Direction Service or the
Emergency Supply Service, entered into by a Local Health Board and NHS pharmacist under direction 4 of the
Pharmaceutical Services (Advanced and Enhanced Services) (Wales) Directions 2005, continues to apply as if it
were made under direction 8 of these Directions until 1 April 2022 when any such arrangement expires.

(K ok renn, MA_C S
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Signed by Andrew Evans, Chief Pharmaceutical Officer under the authority of the Minister for Health and
Social Services, one of the Welsh Ministers

Date: 4 March 2022

)
2)

3)
4
5)
6)
7

8)

SCHEDULE

Direction 16

Consequential amendments and revocations

The Pharmaceutical Services (Advanced and Enhanced Services) (Wales) Directions 2005 are revoked.

The Pharmaceutical
2006(1) are revoked.

The Pharmaceutical
2008(2) are revoked.
The Pharmaceutical
2011(3) are revoked.
The Pharmaceutical
2013(4) are revoked.
The Pharmaceutical
2014(5) are revoked.

The Pharmaceutical
2015(6) are revoked.

Services (Advanced
Services (Advanced
Services (Advanced
Services (Advanced
Services (Advanced

Services (Advanced

and Enhanced Services) (Wales) (Amendment) Directions

and Enhanced Services) (Wales) (Amendment) Directions
and Enhanced Services) (Wales) (Amendment) Directions
and Enhanced Services) (Wales) (Amendment) Directions
and Enhanced Services) (Wales) (Amendment) Directions

and Enhanced Services) (Wales) (Amendment) Directions

In the Pharmaceutical Services (Wales) (Miscellaneous Amendments) Directions 2019(7), omit direction

2.

2006 No. 88.
2008 No. 11.
2011 No. 47.
2013 No. 7.

2014 No. 15.
2015 No. 10.
2019 No. 40.
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DIRECTIONS

THE NATIONAL HEALTH SERVICE
(WALES) ACT 2006

The Pharmaceutical Services (Advanced

Services) (Appliances) (Wales) Directions 2010

The Welsh Ministers, in exercise of the powers conferred by sections 80,
83, 121 and 203(9) and (10) of the National Health Service (Wales) Act
2006(1), hereby give the following Directions—

Title,

and lication

PP

1.—(1) These Directions may be cited as the Pharmaceutical Services

(Advanced Services) (Appliances) (Wales) Directions 2010 and come into

force on 1st April 2010.
(2) These Directions are given to Local Health Boards in Wales.

Interpretation

2. In these Directions—

2005 Directions” (“cyfarwyddiadau 2005”) means the
Pharmaceutical Services (Advanced and Enhanced Services) (Wales)
Directions 2005(2);

“Drug Tariff” (“Tariff Cyffuriau™) has the meaning given in regulation
2(1) of the Pharmaceutical Services Regulations;

“financial year” (“blwyddyn ariannol”) means a period of 12 months
ending with 31 March in any year;

“health care professional” (“gweithiwr gofal iechyd proffesiynol™)
means a person who is a member of a profession regulated by a body
mentioned in section 25(3) of the National Health Service Reform and
Health Care Professions Act 2002(3) (the Council for Healthcare
Regulatory Excellence);

1
@)

Signed on 4 May 2005. These Directions were amended by the Pharmaceutical
Services (Advanced and Enhanced Services) (Wales) (Amendment) Directions 2006,
signed on 15 December 2006 and the Pharmaceutical Services (Advanced and
Enhanced Services)(Wales) (Amendment) Directions 2008, made on 3 March 2008.
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“pharmaceutical list” (“rhestr fferyllol”) means a list referred to in
regulation 4(1)(a) of the Pharmaceutical Services Regulations
(preparation of lists);

“Pharmaceutical Services Regulations” (“Rheoliadau Gwasanaethau
Fferyllol”) means the National Health Service (Pharmaceutical
Services) Regulations 1992(1);

“pharmacist”(“fferyllydd”)—

(a) means—

(i) aregistered pharmacist, or

(ii) a person lawfully conducting a retail pharmacy business in
accordance with section 69 (general provisions) of the
Medicines Act 1968(2),

whose name is included in the pharmaceutical list of a Local

Health Board (including a pharmacist who is suspended from

such a list); but

(b) does not include a supplier of appliances only;

“pharmacy” (“fferyllfa”) has the meaning given in regulation 2(1) of

the Pharmaceutical Services Regulations;

“registered patient”(“claf cofrestredig”) means a patient who is

included in a list that is a registered patient list for the purposes of the

Primary Medical Services (Sale of Goodwill and Restrictions on Sub-

contracting) (Wales) Regulations 2004(3);

“specialist nurse” (“nyrs arbennigol”’) means a person who is—

(a) registered in the Nurses’ Part or Specialist Community Public
Health Nurses’ Part of the register maintained by the Nursing and
Midwifery Council under article 5 of the Nursing and Midwifery
Order 2001(4) (establishment and maintenance of register); and

(b) employed or engaged by any pharmacist or supplier of appliances
for the purposes of conducting a review of a person’s use of
specified appliances;

“specified appliance” (“cyfarpar penodedig”) means—

(a) any of the following appliances listed in Part IXA of the Drug

Tariff—
(i) a catheter appliance (including a catheter accessory and
maintenance solution),
(ii) a laryngectomy or tracheostomy appliance,

(iii) an anal irrigation system,

1
)
3)

3)
)

2002 c.17. The Council’s name was changed to the Council for Healthcare Regulatory
Excellence by section 113 of the Health and Social Care Act 2008 (c.14).

S.I. 1992/662 Relevant amending instruments are S.I. 2007/205 (W.19) and S.I.
2009/1491 (W.144).

1998 ¢.67. Section 69 was amended by Part 12 of Schedule 1 to the Statute Law
Repeals Act 1993 (c.50); by regulation 13 of the European Qualifications (Pharmacy)
Regulations (Northern Ireland) 2008 (S.R. 2008/182); and by S.I. 1976/1213 and
2007/289 and 3101.

S.1.2004/1017 (W.114); see regulation 2(2) of those Regulations.
S.1.2002/253.
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(iv) a vacuum pump or constrictor ring for erectile dysfunction,

or

(v) a wound drainage pouch;

(b) an incontinence appliance listed in Part IXB of the Drug Tariff; or

(c) a stoma appliance listed in Part IXC of the Drug Tariff;

“stoma appliance customisation” (“addasu cyfarpar stoma”) means
the customisation of a quantity of more than one stoma appliance,
where—

(a

(b

)

(©

)

the stoma appliances to be customised are listed in Part IXC of
the Drug Tariff;

the customisation involves modification to the same specification
of multiple identical parts for use with each appliance; and

that modification is based on the patient’s measurements or
record of those measurements and, if applicable, a template; and

“supplier of appliances” (“cyflenwr cyfarpar”) means a person with
whom a Local Health Board has entered into arrangements for the
provision of pharmaceutical services, being arrangements which are
incorporated into terms of service as a consequence of regulation 3(c)
of the Pharmaceutical Services Regulations.

Stoma appliance customisation services

Establishing and maintaining stoma appliance customisation services

3.—(1) The underlying purpose of a stoma appliance customisation
service is to—

(a)

(b

N

ensure the proper use and comfortable fitting of the stoma
appliance by a patient; and
improve the duration of usage of the appliance, thereby reducing
wastage of such appliances.

(2) Each Local Health Board must make arrangements for the provision
of stoma appliance customisation services for persons within or outside its
area by any pharmacist (“P”) or supplier of appliances (“S”)—

(2)

(b

)

(©
(d)

who is on the Local Health Board’s pharmaceutical list;

who supplies stoma appliances listed in Part IXC of the Drug
Tariff in the normal course of business;

who wishes to enter into the arrangements; and
in relation to whom—
(i) Conditions 1, 2 and 3 are met, and

(ii) if services are to be provided elsewhere than at P’s pharmacy
or S’s premises, Condition 4 is also met.

(3) Condition 1 is that, before any arrangements are entered into, the
Local Health Board has been supplied with notice that P or S wishes to
provide stoma appliance customisation services.

(4) Condition 2 is that P or S—

224



10/2023 Part VID
NATIONAL COMMUNITY PHARMACY AND APPLIANCE CONTRACTOR SERVICES
(WALES)

(a) is satisfactorily complying with P’s obligations under Schedule 1
to the Pharmaceutical Services Regulations or S’s obligations
under Schedule 3 to those Regulations (as the case may be);

(b) has an acceptable system of clinical governance; and

(c) has procedures in place to ensure referral of a patient to the
prescriber of the appliance in any case where—

(i) a customised stoma appliance is not suitable for further
customisation, or

(ii) a stoma appliance has been customised and is not a proper fit
for the patient.

(5) Condition 3 is that stoma appliance customisation services must be
provided at an acceptable location and, for these purposes, an “acceptable
location” (“lleoliad derbynid”) means—

(a) an area within P’s pharmacy or S’s premises which—
(i) is distinct from the general public areas,

(ii) at all times when stoma appliance customisation services are
being provided, is clearly designated as a private area,

(iii) is suitable and designated for the retention of the appropriate
equipment for stoma appliance customisation,

(iv) is suitable and designated for the carrying out of
modification of stoma appliances, and

(v) is suitable and designated for the volume of stoma appliances
that may be customised at any given time; or

(b) an area elsewhere than at P’s pharmacy or S’s premises which—

(i) is distinct from the general public areas of the premises in
which it is situated, and
(ii) meets the requirements of paragraph (a)(ii) to (v).

(6) Condition 4 is that, in any case where any stoma appliance
customisation services are to be provided elsewhere than at P’s pharmacy
or S’s premises, procedures must be in place to ensure co-operation with
any reasonable inspection or review of the premises by the Local Health
Board of the area where the services are provided.

Requirements applying to stoma customisation services

4.—(1) This direction has effect in relation to any arrangements with a
pharmacist (“P”) or supplier of appliances (“S”") which are made pursuant
to direction 3.

(2) The Local Health Board must ensure that the arrangements provide
that—

(a) only appropriately trained and qualified persons are permitted to
customise a stoma appliance;

(b) arecord of each stoma customisation must be completed;

(¢) each record must include the information listed in paragraph (3);
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(d) each record must be retained for a minimum period of 12 months
or such longer period as the Local Health Board may reasonably
require;

(e) a copy of the record must be supplied to the patient or, if
requested by the patient, to the prescriber or another health care
professional; and

(f) unless prevented from doing so by illness or other reasonable
cause, P or S must give at least 3 months’ notice in writing to
both the Local Health Board in advance of ceasing to provide any
stoma appliance customisation services.

(3) Each stoma customisation record must include—

(a) details of advice given;

(b

(c) dimensions used in respect of the modification of parts of the
appliance;

N

the type of stoma appliance customised;

(d) measurements of the patient (if taken);

(e) dimensions of any template made or modification of any existing
template;

(f) any referrals made to the prescriber; and

(g) such other details as may be specified in the arrangements made
with P or S.
(4) Stoma customisation records may be in the form of an electronic
record and may be stored electronically.

Appliance use review services for specified appliances

Establishing and maintaining appliance use review services for
specified appliances

5.—(1) The underlying purpose of an appliance use review service
(“AUR service”) is, with a patient’s agreement, to improve the patient’s
knowledge and use of any specified appliance by, in particular—

(a) establishing the way the patient uses the specified appliance and
the patient’s experience of such use;

(b

<

identifying, discussing and assisting in the resolution of poor or
ineffective use of the specified appliance by the patient;

(c

-

advising the patient on the safe and appropriate storage of the
specified appliance; and

It}

=

advising the patient on the safe and proper disposal of specified
appliances that are used or unwanted,
and an AUR service may be provided either when a pharmacist or
specialist nurse visits a patient at home or when a patient visits a
pharmacy or visits the premises of a supplier of appliances.

(2) Each Local Health Board must make arrangements for the provision
of AUR services for persons within or outside its area by any pharmacist
(“P”) or supplier of appliances (“S”)—

(a) who is on the Local Health Board’s pharmaceutical list;
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(b) who supplies specified appliances in the normal course of
business;

(c) who wishes to enter into the arrangements; and

(d) in relation to whom—

(i) Conditions 1, 2 and 3 are met, and

(i) if services are to be provided at a pharmacy or at the
premises of a supplier of appliances, Condition 4 is also met.

(3) Condition 1 is that, before any arrangements are entered into, the
Local Health Board have each been supplied with—

(a) notice that P or S wishes to provide AUR services;

(b) a statement of whether or not P or S proposes to provide any
services to patients at home; and

(c) unless services are to be provided solely during visits to a patient
at home, a statement of each location at which services are to be
provided.

(4) Condition 2 is that, before any arrangements are entered into, the
Local Health Board has also been supplied with the following information
in relation to each pharmacist or specialist nurse who, as part of the AUR
services to be provided by P or S, is to review the use of specified
appliances—

(a) full name;

(b) documentary evidence of qualifications; and

(c) details as to competency in respect of the use of specified
appliances.

(5) Condition 3 is that P or S—

(a) is satisfactorily complying with P’s obligations under Schedule 1
to the Pharmaceutical Services Regulations or S’s obligations
under Schedule 3 to those Regulations (as the case may be);

(b) has an acceptable system of clinical governance; and

(c) has procedures in place to ensure referral of a patient to the
prescriber of the appliance in any case where a matter relating to
a patient’s use of a specified appliance arises in the course of an
AUR service but falls outside the scope of the service.

(6) Condition 4 is that, where any AUR services are to be provided at a
pharmacy or at the premises of a supplier of appliances, there is a
consultation area at the pharmacy or premises which—

(a) is distinct from the general public areas;

(b) at all times when a pharmacist or specialist nurse is reviewing the
use of specified appliances, is clearly designated as an area for
confidential consultation;

(c) allows all persons taking part in the review to sit down together
and talk at normal speaking volumes without being overhead by
other visitors to, or staff at, the pharmacy or the premises; and

(d

=

having regard to the nature of specified appliances and the
underlying purpose of AUR services, is suitable for a
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consultation to determine how a patient uses an appliance and the
extent of the patient’s knowledge about it.

Requirements applying to appliance use review services

6.—(1) This direction has effect in relation to any arrangements with a
pharmacist (“P”) or supplier of appliances (“S”) which are made pursuant
to direction 5.

(2) The Local Health Board must ensure that the arrangements include
such provision about—

(a) the qualifications of persons who review a patient’s use of
specified appliances;

(b) the delivery of each AUR service; and
(c) the administration of AUR services,
as is set out in the following provisions of this direction.
(3) The provision referred to in paragraph (2)(a) is that—
(a) only a pharmacist or specialist nurse is permitted to review the
use of specified appliances; and

(b) the Local Health Board must be sent the following information in
relation to each pharmacist or specialist nurse who, as part of the
AUR services provided by P or S, reviews the use of specified
appliances—

(i) full name,

(ii) documentary evidence of education, training or experience in
respect of the use of specified appliances, and

(iii) details as appropriate of relevant clinical training and
practice in respect of the use of specified appliances.

(4) The provision referred to in paragraph (2)(b) is that—
(a) where reasonably possible, an AUR service must be provided

within 2 working days of the day on which a patient requests a
review or agrees to one at the suggestion of P or S;

(b) the pharmacist or specialist nurse who reviews the patient’s use
of a specified appliance must obtain the patient’s prior written
consent to receiving the service;

(c) arecord of each service must be completed;
(d) each record must include—

(i) the date of the review of the patient’s use of the specified
appliance,

(ii) the name of the pharmacist or specialist nurse who carried
out the review,

(iii) the name of the patient and the address at which the review
took place,

(iv) the name of any other person present (and their relationship
with the patient),

(v) the reason why a review is required,

(vi) the advice given to the patient, and
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(vii) any intervention made; and
(e) the patient must be informed in writing that the record will be
kept and that information from it will be forwarded in accordance
with paragraphs (5)(a) to (d).
(5) The provision referred to in paragraph (2)(c) is that—
(a) a copy of each record of an AUR service must be forwarded to P
orS;

(b) if the patient is a registered patient, the information referred to in
paragraph (4)(d)(i), (ii) and (iii) must be forwarded to any
provider of primary medical services with which the patient is a
registered patient;

(c) if the patient is a registered patient and the pharmacist or
specialist nurse considers it necessary for the provider of primary
medical services with which the patient is registered to be aware
of other information from the record, all such information must
be forwarded to that provider;

It

=

any information forwarded to any provider of primary medical
services under this paragraph must be copied to any nurse
employed by a Local Health Board who is practising with the
provider and providing relevant primary medical services to the
patient, if it is known that there is such a nurse;

(e) each record must be retained for a minimum period of 12 months
or for such longer period as the Local Health Board may
reasonably require; and

(f) information about the number of AUR services provided in any
financial year must be submitted in accordance with any
arrangements for payment of which P or S is notified.

(6) The record of an AUR service may be in the form of an electronic
record and may be stored electronically.

Maximum number of appliance use review services eligible for
payment

7. The maximum number of AUR services for which a pharmacist (“P”)
or a supplier of appliances (S”) is eligible for payment in any financial
year is not more than 1/35th of the aggregate number of specified
appliances dispensed during that financial year by P or S (as the case may
be).

Amendment of the 2005 Directions
8. In the 2005 Directions, for paragraph (1)(e) of direction 4 (enhanced
services), substitute—
“(e) a Home Delivery Service, the underlying purpose of which
is for the pharmacist to deliver to the patient’s home—
(i) drugs, and
(i) appliances other than specified appliances within the
meaning of regulation 2(1) of the Pharmaceutical
Services Regulations;”.
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Transitional provision

9.—(1) Paragraph (2) applies to any arrangements which were made
between a Local Health Board and a pharmacist under direction 4(1)(e) of
the 2005 Directions and which were in force immediately before 1 April
2010.

(2) In so far as the arrangements relate to home delivery by the
pharmacist of any specified appliance, the arrangements may continue in
force until—

(a) the pharmacist enters into arrangements to provide appliance use
review services in accordance with directions 5 and 6; or

(b) iflater, 31 December 2010.

Signed by the authority of the Welsh Ministers

Edwina Hart

2010
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2019 No.40
THE NATIONAL HEALTH SERVICE (WALES) ACT 2006

The Pharmaceutical Services (Wales) (Miscellaneous Amendments)

Directions 2019
Made 5 November 2019
Coming into force 5 November 2019

The Welsh Ministers, in exercise of the powers conferred on them by sections 12(3), 81, 82, 203(9) and (10)
and 204(1) of the National Health Service (Wales) Act 2006(1), give the following Directions:

Title and commencement
1.—(1) The title of these Directions is the Pharmaceutical Services (Wales) (Miscellaneous Amendments)
Directions 2019.

(2) These Directions come into force on 1 November 2019.

Amendments to the Pharmaceutical Services (Advanced and Enhanced Services) (Wales) Directions
2005

2.—(1) The Pharmaceutical Services (Advanced and Enhanced Services) (Wales) Directions 2005(2) are
amended as follows.
(2) In direction 2—
(a) omit the definition of “the Act”;
(b) for the definition of “Drug Tariff” substitute—
““Drug Tariff” has the meaning given to it in regulation 2(1) of the Pharmaceutical Services
Regulations;” ;
(c) in the definition of “out of hours period”—
(i) for “paragraph 21(1)” substitute “paragraph 22(1)”; and
(ii) for “Schedule 2” substitute “Schedule 4”;
(d) for the definition of “Pharmaceutical Services Regulations” substitute—

““Pharmaceutical Services Regulations” means the National Health Service (Pharmaceutical
Services) (Wales) Regulations 2013(3);”.

(3) In direction 3 (Advanced Services: Medicines Use Review and Prescription Intervention Service)—
(a) for paragraph (5) substitute—

) 2006 c. 42.

1)) The Phar Services (Advanced and Enhanced Services) (Wales) Directions 2005 have been amended by Directions 2006
No. 88,2008 No. 11, 2010 No. 13,2011 No. 47, 2013 No. 7, 2014 No. 15, and 2015 No. 10.

3) S.I. 2013/898 (W. 102) (“the Pharmaceutical Services Regulations™), amended by S.I. 2019/917 (W. 162); there are other amending

instruments but none is relevant to these Directions.
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“(5) Subject to direction 6(2), the third condition is that the chemist is satisfactorily complying with
their obligations under Schedule 4 to the Pharmaceutical Services Regulations in connection with the
provision of pharmaceutical services(1).”

(b) in paragraph (6)(k) for “Schedule 2” substitute “Schedule 4”.
(4) In direction 4 (enhanced services)—
(a) for paragraph (1)(s) substitute—
“(s) a Prescribing Service, the underlying purpose of which is for the chemist to prescribe
medicines in circumstances specified by the relevant Local Health Board.”
(b) after paragraph (2)(d) insert—
“(e) in accordance with the obligations of the chemist under Schedule 4 to the Pharmaceutical
Services Regulations, in connection with the provision of pharmaceutical services. The Local
Health Board may terminate the arrangements if it is on notice that the chemist is not
satisfactorily complying with those obligations.”

(5) In direction 5 (Advanced Services: Discharge Medicines Review Service general matters and
preconditions for making arrangements), for paragraph (4) substitute—

“(4) The second condition is that the chemist is satisfactorily complying with their obligations under
Schedule 4 to the Pharmaceutical Regulations in connection with the provision of pharmaceutical
services.”

(6) In direction 6 (Advanced Services: Discharge Medicines Review Service ongoing conditions of
arrangements), in paragraph (1)(h)—

(a) for “must” substitute “may”’;
(b) for “Schedule 2” substitute “Schedule 4”’; and

(c) for the words from “in respect” to the end substitute
pharmaceutical services;”.

“

, in connection with the provision of

Amendments to the Pharmaceutical Services (Advanced Services) (Appliances) (Wales) Directions
2010

3.—(1) The Pharmaceutical Services (Advanced Services) (Appliances) (Wales) Directions 2010(2) are
amended as follows.
(2) In direction 2 (interpretation), for the definition of “Pharmaceutical Services Regulations” substitute—

““Pharmaceutical Services Regulations” (“Rheoliadau Gwasanaethau Fferyllol”) means the
National Health Service (Pharmaceutical Services) (Wales) Regulations 2013(3);”.

(3) In direction 3 (establishing and maintaining stoma appliance customisation services), in paragraph
@@—
(a) for “Schedule 1” substitute “Schedule 4”; and
(b) for “Schedule 3” substitute “Schedule 5”.
(4) In direction 4 (requirements applying to stoma customisation services), after paragraph (4) insert—

“(5) The Local Health Board may terminate the arrangements if it is on notice that P or S is not
satisfactorily complying with their obligations under Schedule 4 or 5 to the Pharmaceutical Services
Regulations, in connection with the provision of pharmaceutical services(4).”

(5) In direction 5 (establishing and maintaining appliance use review services for specified appliances), in
paragraph (5)(a)—
(a) for “Schedule 17 substitute “Schedule 4”; and

1 See the definition of “pharmaceutical services” in the Pharmaceutical Services Regulati

2) Directions 2010 No. 13.

3) S.I. 2013/898 (W. 102), amended by S.I. 2019/917 (W. 162); there are other amending instruments but none is relevant to these
Directions.

“ See the definition of “pharmaceutical services” in the Pharmaceutical Services Regulations.
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(b) for “Schedule 3” substitute “Schedule 5”.
(6) In direction 6 (requirements applying to appliance use review services), after paragraph (6) insert—

“(7) The Local Health Board may terminate the arrangements if it is on notice that P or S is not
satisfactorily complying with their obligations under Schedule 4 or 5 to the Pharmaceutical Services
Regulations, in connection with the provision of pharmaceutical services.”

A2 =

Signed by Alexander Slade, Deputy Director, Primary Care Division, under the authority of the Minister for
Health and Social Services, one of the Welsh Ministers

Date 5 November 2019
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SUBORDINATE LEGISLATION

WG22-32
THE NATIONAL HEALTH SERVICE (WALES) ACT 2006

The Pharmaceutical Services (Advanced Services) (Appliances) (Wales)
(Amendment) Directions 2022

Made 29 July 2022
Coming into force 1 August 2022

The Welsh Ministers, in exercise of the powers conferred by sections 12, 81, 82 and 203(9) and (10) of the
National Health Service (Wales) Act 2006(1), give the following Directions.

Title and commencement

1.—(1) The title of these Directions is the Pharmaceutical Services (Advanced Services) (Appliances) (Wales)
(Amendment) Directions 2022.

(2) These Directions come into force on 1 August 2022.

Amendment of the Pharmaceutical Services (Advanced Services) (Appliances) (Wales) Directions 2010
2.—(1) The Pharmaceutical Services (Advanced Services) (Appliances) (Wales) Directions 2010(2) are
amended as follows.
(2) In direction 2—
(a) omit the definition of “the 2005 Directions™;

(b) in the definition of “health care professional” for “National Health Service Reform and Health Care
Professions Act 2002 (the Council for Healthcare Regulatory Excellence)” substitute “National Health
Service Reform and Health Care Professions Act 2002(3) (the Professional Standards Authority for
Health and Social Care)(4)”;

=

(c) in the definition of “pharmaceutical list”, for “4(1)(a)” substitute “10(1)(a) and (b)”;
(d) for the definition of “Pharmaceutical Services Regulations” substitute—
““Pharmaceutical Services Regulations” (“Rheoliadau Gwasanaethau Fferyllol”) means the National
Health Service (Pharmaceutical Services) (Wales) Regulations 2020(5)”;
(e) in the definition of “pharmacist” in the footnote to sub-paragraph (a)(ii)—
(i) for “1998” substitute “1968”, and
m 2006 . 42.
@) 2010 No. 13, amended by The Pharmaceutical Services (Wales) (Miscellaneous Amendments) Directions 2019 (No. 40),
8; %(}lngcmlhl}ny‘s name was changed to the Professional Standards Authority for Health and Social Care by the Health and Social Care Act
5) 20[122(();07:.()73 (W. 241),
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(ii) for “by regulation 13 of the European Qualifications (Pharmacy) Regulations (Northern Ireland)
2008 (S.R. 2008/182); and by S.I. 1976/1213 and 2007/289 and 3101 substitute “and by S.I
2007/289, S.I. 2010/231 and S.I. 2019/593”;

(f) in the appropriate place insert—
““registered pharmacist” (“fferyllydd cofirestredig”) has the same meaning as in regulation 2(1) of the
Pharmaceutical Services Regulations;”;

(g) in the definition of “specialist nurse” in the footnote to sub-paragraph (a) after “S.I. 2002/253” insert *,
amended by S.I. 2018/838; there is another amending instrument that is not relevant to these Directions”;
and

(h) in the definition of “supplier of appliances”, for “3(c)” substitute “12(1)(a)(ii), 12(b) or 12(c)”.
(3) In direction 3(4)(a)—
(a) for “Schedule 4” substitute “Schedule 57, and
(b) for “Schedule 5 substitute “Schedule 6”.
(4) In direction 4(5) for “4 or 5” substitute 5 or 6”.
(5) In direction 5(5)(a)—
(a) for “Schedule 4” substitute “Schedule 57, and
(b) for “Schedule 5” substitute “Schedule 6.
(6) In direction 6(7) for “4 or 5” substitute “5 or 6”.
(7) Omit directions 8 and 9.

(K orem MA_C S

Signed by Andrew Evans, Chief Pharmaceutical Officer, under the authority of the Minister for Health and
Social Services, one of the Welsh Ministers

Dated: 29 July 2022
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Directions have been issued to the NHSCB in England and LHBs in Wales authorising them to make
arrangements for enhanced services. The directions are reproduced in Part VIC and VID.

For enhanced services, the NHSCB and LHBs are the determining authority for the payment arrangements. The
NHSCB can commission enhanced service from any pharmacy in England and LHBs can commission enhanced
services from pharmacies within its area or the area of neighbouring LHBs. Determinations to allow for this on
an England/Wales basis are detailed below.

Determination of payments for enhanced services

In accordance with section 164(3)(b) of the National Health Service Act 2006, the NHSCB is appointed as the
determining authority for the purposes of making a determination for the fees and allowances for the provision
of the enhanced services referred to in direction 14 of the Pharmaceutical Services (Advanced and Enhanced
Services)(England) Directions 2013, by pharmacy contractors based in England.

When making a determination of remuneration in respect of an enhanced service, the NHSCB must

« have consulted the body that is, under section 165(1)(a) of the 2006 Act, the body representative of
persons to whose the remuneration the determination would relate to, if the service is to be provided
on the basis of a service specification that sets standard conditions nationally, OR

« have consulted any Local Pharmaceutical Committee (LPC) (or LPC’s) for the area in which the service
is to be provided, if the service does not have a national service specification and is only to be provided
in the area of the LPC (or LPC’s) consulted.

« allow for the making for any deduction that may or must be made from that remuneration by virtue of
any provision of, or made under, the 2006 Act

Where the NHSCB makes a determination of the remuneration payable in respect of an enhanced service, it
must publish the determination in such manner as it thinks appropriate for bringing it to the attention of persons
included in the relevant pharmaceutical lists.

In Wales, in accordance with Regulation 56 of the National Health Service Regulations (Pharmaceutical
Services) 2020, each Local Health Board is the determining authority for the purposes of making a determination
for the fees and allowances for the provision of the additional services referred to in direction 8 of The
Pharmaceutical Services (Clinical Services) (Wales) Directions 2022, by pharmacists included in its
pharmaceutical list or in the list of a neighbouring Local Health Board.

1. Arrangements for payment of Community Pharmacy Contractors providing Community
Pharmacy National Additional Clinical Services (Wales only)

1.1 Pharmacy Contractors in Wales who provide one or more of the Community Pharmacy National
Additional Clinical Services shall receive payment in accordance with the schedule of fees and
allowances set out below. No other fees or allowances will be payable in respect of the Community
Pharmacy National Additional Clinical Services.

1.2 Pharmacy Contractors shall have the agreement of their Local Health Board before providing any
Community Pharmacy National Additional Clinical Services.

1.3 Pharmacy Contractors shall ensure that services are provided only by pharmacists that meet the
nationally determined training and competence framework for the services provided, where applicable.

1.4 Pharmacy Contractors shall ensure that services are provided in accordance with the nationally
determined specifications for each service.

1.5 All claims for payment for provision of services must be made using the Choose Pharmacy Application
or where the relevant module is not available at the pharmacy, the National Electronic Claim and Audit
Form (NECAF) system.
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1.6 All claims relating to additional clinical services provided in the period commencing on 1 April and
ending on 31 March of any financial year must be made by 5 May of the following financial year. For
example claims relating to the financial year ending 31 March 2015 must be made by 5 May 2015.

1.7 Where a service is not specifically listed in the table below, refer to the individual service specification

related to the service.

Service

Fees and Allowances

Provision of emergency contraception,
Bridging contraception, and QuickStart
contraception

£22.17 per consultation for emergency contraception
Or

£33.26 per consultation for emergency contraception
where bridging contraception is provided

Or

£16.62 per consultation for QuickStart contraception
alone

Plus

Where a supply of medication is made,
reimbursement of the basic price of the drug supplied

Seasonal influenza vaccination

£10.08 per vaccination
Plus

Reimbursement of the manufacturer’s list price

Common Ailment Service

Patient Registrations Annual fee*

1-50 £1330.06

51-100 £2660.11

101 -150 £3990.17

151 - 200 £5320.22

201 - 250 £6650.28

251 -300 £7980.34

301 - 350 £9310.39

351 -400 £10640.45

401 - 450 £11970.50

451 - 500 £13300.56

501 - 550 £14630.62

551 - 600 £15960.67

601 - 650 £17290.73

651 - 700 £18620.78

701+ £18620.78
Plus £27.71 per
registration over 700

Plus Reimbursement of the basic price of the drug
supplied

237




10/2023

Part VIE

ENHANCED SERVICES (PHARMACY CONTRACTORS) (ENGLAND) AND ADDITIONAL
CLINICAL SERVICES (PHARMACY CONTRACTORS) (WALES)

Sore throat test and treat service

£11.09 per consultation
And

£0.90 payment for consumables all

consultations)

(fee for

Plus

£2.47 payment for consumables (additional fee for
each RADT undertaken) and reimbursement of the
basic price of the drug supplied

Smoking cessation behavioural support
(Level 3)

Fee
£15.70
£6.27
£6.27
£6.27

£11.29
Plus

Consultation

1

gl | W N

£12.27 for each CO
validated quit

£4.39
£4.39

£4.39
Plus

£6.14 for each CO
validated quit

Emergency Medicines Supply

£12.53 for the first item supplied

And

£2.52 for each additional item supplied
Plus

Reimbursement of the basic price of the drug
supplied

Supervised Administration

£2.77
£3.87

Methadone/Espranor

Buprenorphine

Smoking cessation supply of
pharmacotherapy (Level 2)

£5.23 Plus Reimbursement of the basic price of the
drug supplied

Syringe and needle exchange

£166.26 establishment
commissioning

fee is paid on first
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Level 1a — Transaction service
(Packs Supply)

£3.89 per transaction
Plus
£199.56 annual fee **

Level 1b — Transaction service
(Pick and Mix Supply)

£3.89 per transaction
Plus
£332.52 annual fee **

Level 2a — Pro-active service
(Packs Supply)

£4.43 per transaction
Plus
£665.04 annual fee **

Level 2b — Pro-active service
(Pick and Mix Supply)

£4.43 per transaction
Plus
£775.92 annual fee **

Level 3 — Naloxone

£5.54 per transaction
And
£11.09 per training session

Urgent Medicines Service:

Level 1 — Standard Agreed Stock List

£511.56 annual fee **

Plus

Reimbursement of the basic price
stocked/expired stock

of the drug

Level 2 — Enhanced Agreed Stock List

£639.48 annual fee **

Plus

Reimbursement of the basic price
stocked/expired stock

of the drug

* Paid in instalments of 1/12 for a period of 12 months from the date of registration or the most

recent common ailment service consultation

** Paid in instalments of 1/12 for a period of 12 months where at least one transaction has been

made in the previous 12 months.
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Pharmacy Quality Scheme (PQS) 2023/2024

1. PQS 23/24 gateway criterion

1.1

1.2

To qualify for the Pharmacy Quality Scheme (PQS) 2023/24 payment, pharmacy contractors will
have to meet all the gateway criterion in Table 1 by the end of 31 December 2023. Pharmacy
contractors must claim payment for the PQS 2023/24 quality criteria during the declaration period,
which is between 09:00 on 5 February 2024 and 23:59 on 1 March 2024.

Meeting the gateway criterion will not, in and of itself, earn a PQS payment for the pharmacy
contractor, as these payments are also subject to the payment conditions relating to the domains,
which are made up of the quality criteria set out in section 2.

Table 1. Gateway criterion

Domain

Description of the Gateway criterion

Gateway Criterion | Advanced services - New Medicine Service (NMS)

Contractors must have delivered a minimum of 15 NMS between 1 April 2023 and by the
end of 31 December 2023.

Further information for contractors who open or change ownership from 1 June 2023 is
detailed in 3.1.

Contractors will not be required to make a declaration for this gateway criterion as this
will be verified by a post payment review of the contractor's NMS payment data between
1 April 2023 and by the end of 31 December 2023 held by the NHS Business Services
Authority — contractors must ensure all NMS are claimed by the end of 5 January 2024.

Contractors should note that they will not be able to claim payment for the quality criteria
during the declaration period if the gateway criterion has not been met.

2. PQS 2023/24 domains

21

22

To receive a PQS payment the pharmacy contractor must have met the gateway criterion by the
end of 31 December 2023. The contractor must also declare between 09:00 on 5 February 2024
and 23:59 on 1 March 2024 as having met and have evidence demonstrating meeting one or more
of the domains in Table 2 (please note, contractors must meet all of the quality criteria in each
domain to be eligible for a PQS payment in respect of that domain). The overall level of the PQS
payment will depend on how many of the domains the pharmacy contractor declares it meets.

Please note, the validity period for training for the PQS 2023/24 runs until the end of 31 March 2024
so, for example, if a pharmacist needs to complete the CPPE inhaler technique for health
professionals: getting it right training e-learning and Inhaler technique for health professionals e-
assessment, this will need to be completed within the four years prior to 31 March 2024 (between
1 April 2020 and the end of 31 March 2024).

Table 2. Domains and Quality Criteria

Domain

Description of the Quality criterion

Medicines Safety High Risk Medicines - Anticoagulant Audit
& Optimisation

By the end of 31 March 2024, contractors must have implemented, into their day-to-day
practice, the recommendations for community pharmacy from the first anticoagulant
audit from the PQS 2021/22 found in the Community pharmacy oral anticoagulant
safety audit 2021/22 report1. The pharmacy must also have completed the revised
audit, including notifying the patient's GP where concerns are identified, sharing their
anonymised data with NHS England, and incorporating any learnings from the audit into
future practice by the end of 31 March 2024. The information that needs to be submitted
to NHS England is included in the audit document and must be reported on the MYS
data collection tool.

1 https://www.england.nhs.uk/long-read/community-pharmacy-oral-anticoagulant-safety-audit-2021-22/
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No patient identifiable data should be entered onto the MYS data collection tool.

Where no patients are identified for the audit, the contractor will still be eligible for

payment if:

® the contractor can evidence that they have robustly attempted to identify suitable
patients and;

® they will need to declare no patients have been identified as being suitable for
review on the data collection tool on MYS by the end of 31 March 2024.

The audit must be carried out with a minimum of 15 patients over two weeks or over a
four-week period if 15 patients are not achieved, and there must be a follow up of any
patient that is referred to their prescriber to identify what actions were taken.
Contractors should make a record of the start and end date of the audit as they will be
required to enter this information into the MYS application when they make their
declaration.

When making a declaration for this criterion, the following must be confirmed on the

MYS application:

® adeclaration that by the end of 31 March 2024 the contractor will have completed
the anticoagulant audit;

® the start and end date of the audit period (which may be different from the date
data are first entered on the MYS data collection tool);

® a declaration that where concerns are identified when completing the review, that
the patient’s GP will be promptly notified;

® adeclaration that by the end of 31 March 2024 the contractor will have shared their
anonymised data or have declared that no patients have been identified as being
suitable for audit via the data collection tool on the MYS application.

Palliative and End of Life Care Action Plan

As soon as possible after 1 June 2023 and by the end of 31 March 2024 the contractor:

® must have updated NHS Profile Manager to show they are a ‘Pharmacy palliative
care medication stockholder’ if they routinely hold the 16 palliative and end of life
critical medicines listed below and can support local access to parenteral
haloperidol. If NHS Profile Manager is updated centrally by head office, it will need
to be confirmed that this will be done by the end of 31 March 2024. Contractors
who claimed for the Addressing Unwarranted Variation in Care domain in 2022/23
must ensure their status is correct and updated for 2023/24 by logging into NHS
Profile Manager and confirming this.

Contractors with profiles that cannot currently be updated via NHS Profile Manager,
may still claim for this domain and update the Directory of Services (DoS) profile via an
alternative NHS England approved route.

If contractors are not a stockholder of these 16 palliative and end of life critical
medicines, they are not required to update NHS Profile Manager.

The 16 critical end of life medicines are:

Cyclizine solution for injection ampoules 50mg/1ml
Cyclizine tablets 50mg

Dexamethasone solution for injection ampoules 3.3mg/1ml
Dexamethasone tablets 2mg

Haloperidol tablets 500mcg

Hyoscine butylbromide solution for injection 20mg/1ml
Levomepromazine solution for injection ampoules 25mg/1ml
Metoclopramide solution for injection ampoules 10mg/2ml
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Midazolam solution for injection ampoules 10mg/2ml
Morphine sulfate oral solution 10mg/5ml

Morphine sulfate solution for injection ampoules 10mg/1ml
Morphine sulfate solution for injection ampoules 30mg/1ml
Oxycodone solution for injection ampoules 10mg/1ml
Oxycodone oral solution sugar free 5mg/5ml

Sodium chloride 0.9% solution for injection ampoules 10ml
Water for injections 10ml

above.
The action plan must include:

any on call and delivery arrangements;

stocking these medicines;
local commissioning arrangements;

carers.

2024 at premises level.

on the MYS application:

critical medicines.

and/or parenteral haloperidol.

By the end of 31 March 2024, contractors must have an action plan in place to use
when they do not have the required stock of the 16 critical medicines or parenteral
haloperidol available for a patient. This must include collated information from
pharmacies in their area to be able to aid a patient, relative/carer in obtaining
medication as swiftly as possible by redirecting them to the nearest open community
pharmacy that stocks the 16 critical end of life medicines and/or parenteral haloperidol.

To qualify for payment all contractors must have this action plan irrespective of whether
they do or do not routinely stock the 16 palliative and end of life critical medicines listed

® an awareness of any locally commissioned services for palliative care including

® a list of community pharmacies stocking the 16 critical medicines for palliative/end
of life care in their area and noting the ability to check the DoS to find pharmacies

® details of where parenteral haloperidol can be accessed locally, e.g. through any

® awareness of other support services that may be useful for patients/relatives/

The action plan for 2023/24 must be available for inspection from the end of 31 March

For contractors who claimed for the Addressing Unwarranted Variation in Care domain
in the PQS 2022/23, an update to the previous action plan will be required.

When making a declaration for this criterion, the following information must be reported

® Confirm if the pharmacy does or does not stock the 16 palliative and end of life

® |If the pharmacy does stock the 16 palliative and end of life critical medicines, a
declaration that by the end of 31 March 2024, the DoS will have been updated to
indicate that the pharmacy is a ‘Pharmacy palliative care medication stockholder’.

® A declaration that by the end of 31 March 2024, the pharmacy will have a new or
updated action plan in place on the premises, available for inspection, with collated
information from pharmacies in their local area to be able to aid a patient, relative/
carer in obtaining medication as swiftly as possible by redirecting them to the
nearest open community pharmacy that stocks the 16 critical end of life medicines
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Respiratory

Inhaler technique checks

By the day of the declaration, the contractor must be able to evidence that pharmacy
staff have offered the NMS, with the appropriate inhaler technique check, to all patients
presenting with a prescription for a new inhaler (i.e. for the first time or changed to a
new inhaler device) where patients would benefit from this service, especially those
switched from a metered dose inhaler (MDI) to a dry powder inhaler.

By the end of 31 March 2024, all pharmacists working at the pharmacy on the day of the
declaration, who are providing NMS, with the appropriate inhaler technique check, must
have satisfactorily completed, within the last four years (between 1 April 2020 and end
of 31 March 2024), the CPPE Inhaler technique for health professionals: getting it right
(—3-Iearning2 or attended a CPPE face-to-face inhaler technique workshop and passed

the Inhaler technique for health professionals e-assessment®.

When making a declaration for this criterion, the following information must be reported

on the MYS application:

® the total number of patients identified as having been prescribed a new inhaler
device who were offered an NMS.

® the total number of patients who were subsequently provided with a face-to-face
NMS, including an inhaler technique check.

® the total number of patients who were subsequently provided with a remote NMS,
including an inhaler technique check.

® the total number of patients who were referred to their prescriber due to issues
identified during the NMS.

® the total number of pharmacists working at the pharmacy on the day of the
declaration who have satisfactorily completed the CPPE inhaler technique for
health professionals: getting it right training e—learning2 and passed the Inhaler
technique for health professionals e-assessment® between 1 April 2020 and the
day of the declaration.

® the total number of pharmacists working at the pharmacy on the day of the
declaration who have not satisfactorily completed the CPPE inhaler technique for

health professionals: getting it right training e—Iearning2 and passed the Inhaler

technique for health professionals nent? since 1 April 2020 but who will
undertake this requirement by the end of 31 March 2024.

® the total number of pharmacists working at the pharmacy on the day of the
declaration who have attended a CPPE face-to-face inhaler technique workshop
and passed the Inhaler technique for health professionals nent® since 1

April 2020 and the day of the declaration.

® the total number of pharmacists working at the pharmacy on the day of the
declaration who have not attended a CPPE face-to-face inhaler technique
workshop and passed the Inhaler technique for health professionals e-

assessment® since 1 April 2020 but who will undertake this requirement by the end
of 31 March 2024.

Inhaler waste management

By the end of 31 March 2024, all patient-facing pharmacy staff working at the pharmacy
on the day of the declaration have been trained on the reasons why used, unwanted
and expired inhalers should be returned to the pharmacy for safe disposal and the
adverse effects on the environment when inhalers are disposed of in domestic waste.

2 https://www.cppe.ac.uk/programmes/l/inhalers-e-02

3 https://www.cppe.ac.uk/programme-listings/t nent?ra=inhalers-e-02
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By the end of 31 March 2024, the pharmacy must be able to evidence that they have
spoken (a verbal conversation rather than written communication) with all patients, their
carer or representatives, for whom they have dispensed an inhaler between 1 June
2023 and the day of the declaration, about the environmental benefits of them returning
all unwanted and used inhaler devices to a community pharmacy for safe and
environmentally friendly disposal. Discussions can be supplemented with other
communication methods such as leaflets, emails and texts.

When making a declaration for this criterion, the following information must be reported
on the MYS application:

® the total number of patient-facing pharmacy staff working at the pharmacy on the
day of the declaration who have been trained on the reasons why used, unwanted
and expired inhalers should be returned to the pharmacy for safe disposal and the
adverse effects on the environment when inhalers are disposed of in domestic
waste.

® the total number of patient-facing pharmacy staff working at the pharmacy on the
day of the declaration who have not been trained on the reasons why used,
unwanted and expired inhalers should be returned to the pharmacy for safe
disposal and the adverse effects on the environment when inhalers are disposed of
in domestic waste but who will undertake this requirement by the end of 31 March
2024.

® the total number of conversations had with patients and/or their carer or
representatives on the safe and environmentally friendly disposal of their inhaler
between 1 June 2023 and the day of the declaration.

Use of a Spacer in Patients Aged 5-15 Years

By the end of 31 March 2024, the pharmacy must be able to evidence that between 1

June 2023 and the day of the declaration they have:

® checked that all children aged 5 to 15 (inclusive) prescribed a press and breathe
pressurised MDI for asthma have a spacer device, where appropriate, in line with
NICE TA38* and

® referred children aged 5 to 15 (inclusive) with asthma to an appropriate healthcare
professional where this is not the case.

When making a declaration for this criterion, the following information must be reported
on the MYS application:

® the total number of children aged 5 to 15 (inclusive) referred to a prescriber for a

spacer device, where appropriate, in line with NICE TA38% between 1 June 2023
and the day of the declaration.

Personalised Asthma Action Plans (PAAP)

By the end of 31 March 2024, the pharmacy must be able to evidence that they have
checked that all patients aged five years and above dispensed an inhaler for asthma
between 1 June 2023 and the day of the declaration have a PAAP.

The pharmacy contractor must be able to show that pharmacy staff have referred all
patients aged five years and above dispensed an inhaler for asthma between 1 June
2023 and the day of the declaration to an appropriate healthcare professional where this
is not the case.

When making a declaration for this criterion, the following information must be reported

on the MYS application:

® the total number of patients aged five years and above with asthma referred for a
PAAP between 1 June 2023 and the day of the declaration.

4 https://www.nice.org.uk/guidance/ta38
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Referrals for patients using 3 or more short-acting bronchodilator inhalers in 6
months

By the end of 31 March 2024, the pharmacy must be able to evidence that between 1
June 2023 and the day of the declaration that patients with asthma, for whom three or
more short-acting bronchodilator inhalers were dispensed without any corticosteroid
inhaler within a six-month period have, since the last review point, been referred to an
appropriate healthcare professional for an asthma review.

When making a declaration for this criterion, the following information must be reported
on the MYS application:

® the total number of patients with asthma, for whom three or more short-acting
bronchodilator inhalers were dispensed without any corticosteroid inhaler within a
six-month period and who were referred to an appropriate healthcare professional
for an asthma review between 1 June 2023 and the day of the declaration.

For contractors who claimed elements of these criteria previously as part of PQS 2022/
23, a new review will be required. In addition, the pharmacy team’s knowledge and
understanding of the process to identify suitable patients should be reviewed. Methods
used to identify ‘at risk’ patients for referral should be reviewed for effectiveness.

Where no patients are identified for referral under any of the criteria of the domain, the
contractor will still be eligible for payment if they can evidence that they have robustly
attempted to identify suitable patients and that they have processes in place for referrals
should they identify a patient who is suitable. They will need to declare no patients have
been identified as needing these interventions on the MYS declaration. Contractors are
advised to record any intervention and/or referrals made in the patient medication
record (PMR).

Prevention

Antimicrobial Stewardship

TARGET Antibiotic Checklist

By the end of 31 March 2024, contractors must have implemented, into their day-to-day
practice, the recommendations for community pharmacy from the first TARGET

antibiotic checklist® review from the PQS 2021/22 found in the Findings from the
Antimicrobial Stewardship Initiatives reporte. The pharmacy must also have reviewed

their current practice again using the TARGET Antibiotic Checklist®, in order to provide
tailored advice to patients and promote antibiotic awareness and stewardship.

This review must be carried out over four weeks with a minimum of 25 patients; or up to
eight weeks if the minimum number of patients are not achieved within four weeks.
Contractors should make a record of the start and end date of the review as they will be
required to enter this information into the MYS application when they make their
declaration. The review must be completed by the end of 31 March 2024.

Using the TARGET Antibiotic Checklist®, appropriately trained staff must discuss the
antibiotic prescribed with the patient or representative to help ensure safe and effective
use. Attempts should be made for this discussion to occur with all eligible patients to
promote antimicrobial stewardship. It may be appropriate to speak to an identified
patient representative.

5 https://elearning.rcgp.org.uk/mod/book/view.php?id=13511&chapterid=784

6 https://www.england.nhs.uk/publication/findings-from-the-antimicrobial-stewardship-initiatives/
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If there is a potential risk of antibiotic related adverse effects (for example, change in
allergy status) or concerns about the patient’s therapy, the prescriber must be contacted
to suggest a review is undertaken and the details of this intervention recorded in the
pharmacy PMR. The pharmacy team should support the patient to reduce the risk of
adverse effects arising from ongoing antibiotic therapy and optimise outcomes through
education and advice as well as adopting principles of shared decision-making.

The data from the checklists must be added to the MYS data collection tool by the end
of 31 March 2024. No patient identifiable data should be entered onto the MYS data
collection tool.

Where n