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Executive Summary

‘The Drug Tariff – National Health Service England and Wales’ [from hereon – the Drug Tariff,] is a monthly publication issued by NHS Prescription Services of the NHS Business Services Authority (NHSBSA) on behalf of the Secretary of State for Health. The Drug Tariff outlines what contractors will be paid for providing NHS services i.e. for reimbursement [costs of drugs, appliances etc] and remuneration [as part of a dispensing contract]. 

This guidance refers to Part IX of the Drug Tariff. Part IX contains a list of appliances and chemical reagents approved by NHS Prescription Services on behalf of the Secretary of State for Health for prescribing at NHS expense by an appropriate practitioner. 

Manufacturers wishing to supply appliances and chemical reagents for NHS prescribing must first seek approval from NHS Prescription Services for inclusion of a product in Part IX of the Drug Tariff. This guidance aims to assist manufacturers submitting products for inclusion into Part IX of the Drug Tariff. NHS Prescription Services compiled this guidance for manufacturers and suppliers of medical devices on behalf of the Department of Health in conjunction with the Part IX Drug Tariff Industry Forum. 

Description of Part IX of the Drug Tariff
1.   seq level0 \h \r0 

seq level1 \h \r0 

seq level2 \h \r0 

seq level3 \h \r0 

seq level4 \h \r0 

seq level5 \h \r0 

seq level6 \h \r0 

seq level7 \h \r0 Regulation 89 of the National Health Service (Pharmaceutical Services) Regulations 2012 provides that the Secretary of State shall compile and publish a statement, referred to as the Drug Tariff; which shall include, among other things, the list of appliances and chemical reagents dispensed or expected to be dispensed in accordance with NHS prescriptions. NHS Prescription Services deals with applications on behalf of the Secretary of State. Part IX of the Drug Tariff – this list – contains the appliances and chemical reagents, which can be prescribed by appropriate practitioners at NHS expense. 
2.   Part IX has four sections:
A. Dressings, bandages and certain other appliances;


B.
Incontinence appliances;


C.
Stoma appliances;


R.
Chemical reagents. 
3.   The Drug Tariff is published monthly and is available electronically from NHS Prescription Services’ website http://www.nhsbsa.nhs.uk/PrescriptionServices/4940.aspx or as a print version from TSO (The Stationery Office) Bookshops and the TSO website (tsoshop.co.uk). 
4.   Manufacturers wishing to supply appliances and chemical reagents for the primary care market must seek approval from NHS Prescription Services (on behalf of the Department of Health) for inclusion of a product in Part IX. The aforementioned Regulations provide that the Drug Tariff shall state the prices at which the dispenser’s reimbursement for appliances is to be calculated.


Geographical Basis and Devolution


5.   The Department of Health’s responsibilities in relation to Part IX of the Drug Tariff extend only to England. The National Assembly for Wales operates a common policy with the Department of Health and therefore the Drug Tariff currently covers both England and Wales. Arrangements regarding Scotland and Northern Ireland are unchanged – both countries continue to maintain and publish separate Drug Tariffs. Separate applications to Wales and Northern Ireland are not necessary, as a listing consideration in those countries will always follow any decision in England.  However, the Department of Health are not in a position at any stage to predict decisions made in Wales or Northern Ireland. Scotland has now introduced their own arrangements on the reimbursement of medical devices in their Drug Tariff, therefore an application will need to be made separately to Scotland.
Further information on inclusion in the Northern Ireland and Scottish Drug Tariffs can be obtained from:
	Shelagh Scott

Scottish Government Health and Social Care Directorates

1st Floor East Rear

St Andrew’s House

EDINBURGH

EH1 3DG

Telephone: 0131 244 2597
	Edmund McCosh




Medicines and Policy Group
Pharmaceutical Advice and Services
Castle Buildings
Stormont
Belfast
BT4 3SQ
Telephone: 028 9052 2952



Non-Medical Prescribing and Supplementary Prescribing 

6.   A listing in Part IX enables products to be prescribed on the NHS by GPs, dentists and non-medical prescribers – referred to as appropriate practitioners in this document.  Full details of all the professions this includes are listed in the glossary.  

Medical Devices
7.   Medical devices are regulated in the UK under Regulations implementing three EC Directives: Directive 90/385/EC, for active implantable medical devices; Directive 93/42/EEC for medical devices generally; and Directive 98/79/EC for in vitro diagnostic medical devices (IVDs). These Directives provide the regulatory framework to ensure that medical devices throughout the European Union are safe and of adequate quality and performance to fulfil the manufacturers’ intended purpose.  Acting on behalf of the Secretary of State, the Medicines and Healthcare products Regulatory Agency (MHRA) discharges the responsibility of the UK Competent Authority for the purposes of both Directives. 

Criteria for Inclusion of Products in Part IX

8.   Applications must meet the following three criteria for inclusion in Part IX of the Drug Tariff: 


· The products are safe and of good quality;


· They are appropriate for GP and, if relevant, non-medical prescribing;


· They are cost effective.

9.   In the comparatively rare situation that NHS Prescription Services seeks independent advice on these issues; responsibility for the final decision will remain with NHS Prescription Services.  For example, for applications of an innovative product, NHS Prescription Services may seek external expert advice. 
Safety and quality
10.   Under the EU Directives all products which fall within their scope and are placed on the market within the EU are required to carry the CE marking.  Exceptions to this are custom-made devices, devices for clinical investigation (i.e., devices that are themselves to be the subject of investigation in a clinical setting) and systems and procedure packs which do not bear the CE marking. NHS Prescription Services will normally consider all products which carry a CE marking to be safe and of an acceptable quality (see Annex A).  Any suspected infringements of the Directives are likely to be reported to the MHRA – who may take enforcement action. 

11.   Two Directives (Directive 93/42/EEC and Directive 98/79/EC) cover the majority of the appliances listed in Part IX.  However, certain products such as deodorants fall outside the scope of the Directives and of the MHRA. NHS Prescription Services will continue to look into the safety and quality aspects of these.

Appropriateness for GP and appropriate practitioner prescribing
12.   Appliances may be supplied for community use by means other than GP or non-medical prescribing and some appliances may be appropriate for use in the community but not appropriate for prescribing.  An example would be a product, which it would be more appropriate to make available on loan to a patient rather than prescribing it – when it becomes his property.


13.   Products considered appropriate for prescribing by GPs and appropriate practitioners will usually be for self-administration by the patient, perhaps with the help of a carer.  Some products may need to be administered by a doctor or other health professional. These products should not require enhanced training of the doctor or health professional specifically in their use.   

14.   If a product can be prescribed by a GP or appropriate practitioner and can be used in the community, it would satisfy the above criteria. If however, a product was only suitable for use in a hospital setting it would not satisfy the criteria. The above criteria are likely only to be necessary when similar products have not been previously been listed in Part IX. If a similar product is already listed in Part IX, the criteria would generally be extended to a similar product.

15.   Some medical devices may not be considered appropriate for prescribing. Prescribed items allowable on FP10 should be for the treatment of a medical condition – which can include diagnosis and prevention. This does not include items that could be considered more appropriate for the social care of an individual e.g incontinence pads.

Cost Effectiveness
16.   Issues of cost effectiveness centre around whether it would be sensible for the NHS to buy the product in question.  The two main considerations are:


i. Whether the product should be reimbursed at all.


ii.
Cost.  There are two aspects:


    -
The cost of using the product in a given treatment regime compared with the cost of the most effective alternative treatment regime (or no treatment regime if there is none currently available).


    -
The price of the product compared with the price of similar products.  (Whether or not a product is “similar” to other products may itself be a matter for discussion between NHS Prescription Services and the applicant – certainty may not be possible on either side in advance of such discussions.)  

17.   seq level1 \h \r0 

seq level2 \h \r0 The following paragraphs discuss these points in detail.

Whether the NHS should reimburse at all
18.   This issue may arise if similar products have not been listed before.  The EU Directives govern the placing of products covered by them on the open market.  It is not the case that products which satisfy the requirements of the EU Directives will necessarily be reimbursed by the NHS if, for example, the product is for a purpose which does not form part of NHS services or if provision of the product via prescribing would be unaffordable.

Cost compared with alternative treatments
19.   This issue may also arise if similar products have not been listed before. NHS Prescription Services’ consideration will centre on the question of whether other products/treatment regimes are available which deal with the condition in question at less cost and/or more effectively.

Cost compared with similar products
20.   This question may arise if similar products have previously been listed.  See Annex B.

Negotiation


21.   There may be a degree of negotiation in the agreeing of a price between the applicant and NHS Prescription Services.  This will tend to be a more necessary feature if information enabling acceptable comparisons to be made is unavailable.

Evidence Required
22.   The type of supporting evidence required will depend on the circumstances of each application. All applications for inclusion of a product onto Part IX of the Drug Tariff must demonstrate patient benefit as well as appropriateness for NHS prescribing by GPs or appropriate practitioners. 

23.   NHS Prescription Services and the DH welcome applications from manufacturers producing innovative devices and appliances. Applicants will need to be aware that evidence supporting innovative products is likely to need to be more robust with demonstrable benefits for patient care. 

24.   All applicants will need to be aware that the need for evidence is likely to be greater if Part IX does not already contain similar products. In addition, applicants may need to support their case with evidence if they are asking for a higher price than apparently similar products, which have been listed in Part IX of the Drug Tariff before. Where questions arise over the appropriateness of a listing, NHS Prescription Services will explain their concerns and clarify to the applicant what evidence might allay those concerns.

25.   NHS Prescription Services will accept different levels of evidence appropriate to the device being considered. Applicants are invited to contact NHS Prescription Services if they require any assistance with regard to the type of evidence appropriate to their submission product.

26.   If questions arise over cost-effectiveness, NHS Prescription Services will explain to the applicant exactly what its concerns are and will be prepared to clarify to the applicant what evidence would be likely to address the concerns. Depending on the nature of the NHS Prescription Service’s concerns, such evidence may need to include data to demonstrate clinical benefits. 

27.   When a manufacturer submits a chemical reagent for consideration, they must make an annual declaration of the free services that they will provide in order to support the use of their product e.g. the supply of educational material, meters and the provision of helplines. This is done using the CRSDF01 form available on the NHS Prescription Services’ website.
28.   The Freedom of Information Act 2000 came into force in January 2005 and gives any person legal rights of access to information, which is held by a public authority. The Freedom of Information Act 2000 contains 23 exemptions under which a request for information may be refused. Submissions from manufacturers may fall under a number of exemptions from the Freedom of Information Act 2000. Manufacturers are recommended to ensure that all submissions for inclusion onto Part IX of the Drug Tariff are marked “Commercial – in Confidence” if they wish information on their applications to be withheld. 
29.   Section 41 of the Freedom of Information Act provides an exemption of the right of access under the Freedom of Information Act if release would be an actionable breach of confidence. This exemption qualifies the right of access under the Freedom of Information Act 2000 by reference to the common law action for ‘breach of confidence’. According to that action, if a person who holds information is under a duty to keep that information confidential (a ‘duty of confidence’), there will be a breach of confidence if that person makes an unauthorised disclosure of the information. The concept of ‘breach of confidence’ recognises that unauthorised disclosure of confidential information may cause substantial harm. For example, the disclosure of a person’s medical records could result in a serious invasion of that person’s privacy, or the disclosure of commercially sensitive information could result in substantial financial loss. The law protects these interests by requiring the information to be kept confidential: if information is disclosed in breach of a duty of confidence, the courts may award damages (or another remedy) to the person whose interests were protected by the duty.
30.   Section 43 (2) of the Freedom of Information Act 2000 exempts information, disclosure of which would be likely to prejudice the commercial interests of any person. It also includes a specific exemption for trade secrets. It protects not only the commercial interests of third parties but also the commercial interests of the public authority that holds the information. Under the terms of the Act, ‘Commercial’ can be taken to mean relating to an activity in the way of a business, trade or profession. 
Further information on the Freedom of Information Act 2000 is available from https://www.gov.uk/make-a-freedom-of-information-request/the-freedom-of-information-act .

NHS Prescription Services’ Decisions on Part IX listing

31.   Two types of listing decision are available:

i. Acceptance – a GP or an appropriate practitioner may prescribe on the NHS for any patient or condition for which, he/she considers the appliance appropriate.


ii. Rejection – the appliance may not be prescribed by a GP or an appropriate practitioner on the NHS.  Prior to a formal rejection decision, NHS Prescription Services will issue a “minded to reject” letter outlining why the application does not meet the selection criteria. The applicant will respond in writing, within a period of 28 days, either providing the additional supporting evidence required or setting out proposals to collect the additional evidence in support of the application. NHS Prescription Services will make a final decision within 28 days of the applicant submitting the additional evidence.  

32.   An applicant may submit a request for a review of a rejection decision by NHS Prescription Services.  Applications for review are limited to:

i) NHS Prescription Services not having acted fairly and in accordance with this guidance document;

ii) NHS Prescription Services’ decision is perverse in the light of the evidence submitted 

iii) Did NHS Prescription Services take into account all the relevant information available at the time?

The Review Panel cannot reverse the decision made by NHS Prescription Services; the Review Panel can only overturn it and refer it back to NHS Prescription Services for reconsideration. The application to request a review must be made in writing no longer than 15 working days following notification by NHS Prescription Services of the rejection. The Review Panel will consist of at least one Non-Executive Director of the NHS Business Services Authority who will chair the panel, an officer or nominee of an appropriate trade association and a third (neutral, with neither NHS Prescription Services nor trade association interests) member to be agreed between the two parties and chosen from a list of appropriately qualified people held by NHS Prescription Services. NHS Prescription Services provides the Review Panel secretariat. Review panel members will have had no prior involvement with the application under review. 

The place and time of meetings will be agreed with Panel members. The Review Panel will consider only the written documentation and evidence obtained by NHS Prescription Services in connection with the application and will not consider any new evidence. The Panel will have access to all the documentation, including correspondence and reviews of the decision making process. This documentation could be made available to the Part IX applicant on request within 3 working days. The applicant will not be present and there will be no oral presentations. There will be no correspondence between the Review Panel and the applicant.

In the initial meeting the Review Panel will allocate roles and scope the format of the review. The Panel will be expected to organise suitable meetings which will be recorded and culminate in a final meeting after which the decision will be made known to NHS Prescription Services and applicant. The Panel’s final decision, specifying the reasons, will be notified in writing within 10 working days. The applicant will be kept fully informed and the final decision will be expected to be made within 3 months of the applicant requesting a review, unless an extension is requested by the Panel. The review mechanism is not intended to affect other legal rights of challenge.  

Pricing
33.   The Department has reached agreement with industry representatives on a number of issues in connection with Part IX.  Two are of direct relevance to the costs/pricing question.  Attached are:


-
Annex B: a statement by the Department on settling the entry price of products.


-
Annex D: an agreement reached between the Department, NHS Prescription Services and the Part IX Drug Tariff Industry Forum on price rises.  In reaching this agreement the Part IX Drug Tariff Industry Forum represented all relevant manufacturers.

34.   For arrangements for the reimbursement and remuneration of services relating to appliances within Part IX of the Drug Tariff see http://www.ppa.org.uk/ppa/edt_intro.htm .
35.   If a manufacturer requires to align the anniversary dates of the price increases for their products, NHS Prescription Services can manage this request by applying the procedure outlined in Annex D.
The Application Procedure
36.   Manufacturers or suppliers should complete the application forms (DT1A and DTB) as attached, for each product they seek to include in Part IX.  One copy of each form, and a copy of the relevant CE documents should be sent to the 

The Drug Tariff Team

NHS Prescription Services

NHS Business Services Authority

3rd Floor Annexe

Bridge House

152 Pilgrim Street

Newcastle Upon Tyne

NE1 6SE 
Email: nhsbsa.pixie@nhs.net
Once the forms have been received and confirmed as correct, applicants will be advised as to what samples are needed.  
37.   Ideally applicants should submit their application to NHS Prescription Services electronically, however the original hard signed copy of the application form plus the sample must be received before an application can be logged into the system and an acknowledgement letter sent. All other data including mock up or actual packaging, copies of the CE certificates and clinical trial data may be sent electronically. 

Note to manufacturers – check your application form is fully completed before sending to NHS Prescription Services.

38.   Product samples should be identical to the final product, though not necessarily from a production run if this is impractical.  The text of the proposed labelling should be final though it may be presented in mock up form if the finally produced version is not available.

39.   NHS Prescription Services will acknowledge each form within 5 working days of receipt. 

An initial assessment will be undertaken to check all the basic information is present before a sample is requested and the DT1A and B forms with a wet signature are requested. Once all the information is present the application can be formally logged. A summary of the process agreed with the Part IX Drug Tariff Committee can be found in Annex E. An indication of the current timeline for the application process can be found here. A number of factors may cause this timeline to be extended e.g. missing documentation, complexity of information to be evaluated and applicants needing time to provide further information. 
40.   Manufacturers should inform NHS Prescription Services if any changes are made to their products that affect the entry within the Drug Tariff or NHS dictionary of medicines and devices (dm+d), for example: a name change, a change in manufacturer/distributor of the product, a change in the packaging, a change to the product specification, a code change, or if the product has been discontinued. In the first instance, the NHSBSA should be notified of changes/discontinuations using the DT3 form available on the NHSBSA website. A new application may need to be submitted if certain details of the original product specifications change. Such changes may include change of pack size (only where the pack size is listed in the Drug Tariff) or change in size, for example a change in dimensions of a dressing. 
If an application is being made for an additional colour to be added to an existing lymphoedema product range at the same price, a full application is not necessary, however the manufacturer/supplier must notify NHS Prescription Services of the full product details including order code to enable population of the dm+d. NHS Prescription Services does not require a DT1 form, certificates or a product sample in this instance. 

Procedure to Remove Products from Part IX
41.   This procedure applies to products listed in Part IX – Appliances. Those products, which have not been prescribed during the previous twelve calendar months – using data from NHS Prescription Services database –, will be eligible for removal from Part IX. The criteria and procedure to be applied are set out in Annex F. It may also be necessary for NHS Prescription Services to remove products listed in the Drug Tariff without the agreement of the manufacturer. Although this is very rare it may occur when a permanent (i.e. not only affiliated to a certain batch) significant risk to patient safety has been identified and a safety alert issued as a result, or in cases where a legal challenge has occurred over a product which has been listed. In these situations, NHS Prescription Services will contact the applicant and explain why the item is being removed from the Drug Tariff. 
42.   Contact Details
For further details please contact:
The Drug Tariff Team 
NHS Prescription Services 
NHS Business Services Authority 
3rd Floor Annexe
Bridge House
152 Pilgrim Street
Newcastle Upon Tyne
NE1 6SE
Telephone: 
0191 2293652
Email: 
nhsbsa.pixie@nhs.net
ANNEX A
Glossary of Terms









Appropriate practitioner

The professions who are referred to in this document as appropriate practitioners include – GPs, Nurse Independent Prescribers, Pharmacist Independent Prescribers, Optometrist Independent Prescribers
 and Community Practitioner Nurse Prescribers. Qualified Supplementary Prescribers [nurses, pharmacists, physiotherapists, chiropodists/podiatrists, radiographers and optometrists can train as Supplementary Prescribers], can also prescribe listed Part IX products under agreed Clinical Management Plans.

Dentists can prescribe medical devices on the NHS if they are listed in the Dental Formulary. Similarly Community Practitioner Nurse Prescribers can prescribe any medical devices on the NHS if they are listed in the Nurse Prescribers’ Formulary (all Part IX devices are included in the formulary).

Declaration of conformity

This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive. (The Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC) The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. 

Member State Confirmation

This is an acknowledgement from the Competent Authority (the MHRA in the UK) that the manufacturer has declared to the Authority that they are operating under the appropriate Medical Devices Directive by fully complying with the essential requirements.

Class I medical devices and products which come under the In Vitro Diagnostic directive require applicants to provide confirmation as to which member state within Europe the product is registered in for example a copy of a letter from the MHRA in the UK. In circumstances where the Competent Authority do not issue written confirmation of registration we will accept a letter on company headed paper. This should confirm where the product is registered, provide the contact details of the Competent Authority and include any relevant code numbers which refer to the manufacturer or products registered with the Authority. It should also be signed by a senior person within the company.

Notified Body

Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the directive. Class I medical devices only require a notified body certificate if they are sterile or have a measuring function. (Appendix A & B to the application form provides confirmation as to what certification is required for each class of medical device) 

ANNEX B
STATEMENT BY THE DEPARTMENT OF HEALTH ON THE ENTRY PRICING OF PRODUCTS 
1.  In the case of products similar to products already listed, the NHS Prescription Services of the NHS Business Services Authority will generally aim to ensure that the price of the new product is broadly in line with those already listed.  If applicant companies want, at the time of application, to suggest factors supporting the price they are seeking they are free to do so.

2.  NHS Prescription Services will take applicants’ suggestions into account in reaching their views.  There is no obligation on companies to volunteer suggestions if they do not wish to, though it may save time if it means NHS Prescription Services does not have to ask.  Whether they do or not NHS Prescription Services will reach provisional decisions on entry pricing and will tell the applicant company, with an explanation of their reasoning.  It will then be open to the company to make any points, or further points, it wishes.  Listing will not go ahead until NHS Prescription Services and the company are agreed, among other things, on the entry price.  

3.  It is open to companies to say, with reasons, which product or products it would be appropriate to compare their new product with.  If the entry price sought by the applicant is different from similar products it is open to companies to say why.  The following may be relevant:


-
Any anticipated difference in cash costs to the NHS arising from use of the new product (because, for example, of different product durability or different quantities required);


-
Any anticipated differences in patient benefits arising from use of the new product (eg, comfort, ease of patient application, speed of recovery);


-
Any other anticipated impacts within the NHS (eg savings of staff time, greater ease of disposal).  Note that it would be difficult for us to reflect such factors in the entry price unless any savings are actually realisable.

4.
It is recognised that considerable investment in research and development costs might be incurred in developing new products or treatment regimes. In some instances applicants might be seeking higher prices to reflect the investment they have incurred. However, the Department and NHS Prescription Services have a duty to ensure that the NHS gets value for money. Therefore, applicants requesting a listing for new products or treatment regimes for which there are no listed comparators should provide satisfactory evidence of improved outcomes/savings/patient benefits commensurate with the requested price. NHS Prescription Services, having accepted that a product is suitable for listing, will negotiate a price on the evidence submitted by the applicant.  

ANNEX C
GENERAL GUIDANCE ON THE TYPE OF TRIAL DATA AND COST-EFFECTIVENESS DATA THAT SHOULD BE PROVIDED TO SUPPORT APPLICATION 
The economic evidence should compare the costs and health benefits/consequences of the medical device with those of the most relevant comparative intervention(s) for a UK NHS setting.

Comparative analyses such as cost-effectiveness analysis, cost-benefit analysis and cost-consequences analysis are all acceptable methods of economic evaluation.

Comparators

The most appropriate comparator(s) will represent current standard practice within the NHS.

If the new technology is being introduced as an alternative to existing products and therapies, the appropriate comparator(s) will represent the costs and health benefits of the current practices using the existing products and therapies.

If this is a new technology for which no current alternative product or therapy exists a “do nothing” approach may be appropriate which will represent the disease/care pathway without intervention. 

If the new technology is associated with a number of different applications, for therapeutic areas or patient subgroups, the analysis should represent this. There maybe different comparators for the different applications, therefore the economic analysis will need to represent them all.

The choice of comparator(s) will need to be justified within the evidence.

Data

The effectiveness and resource use data can be collected alongside clinical trials or taken from existing published evidence or based on observational data and assumptions. All are accepted methods of data collection as long as data sources are clearly stated and limitations and uncertainties of the data and methods are addressed in the evidence.

All data sources and methods will need to be explained and referenced.

The relevant costs of the alternative interventions should at least represent the associated healthcare costs (the inclusion of societal costs should be presented as a separate analysis). The range of costs to include in the analysis may depend on the nature of the comparison. Justification should be given for the exclusion of any cost categories.

When measuring the costs and consequences of the interventions being evaluated different methods can be used. Data can be used from clinical trials and also estimated from alternative data sources. Useful databases and information sources include:
The National Institute for Health and Care Excellence (NICE) Evidence Series incorporating the National Library for Health, providing links to clinical guidance, journals and databases, and the Cochrane Library
https://www.evidence.nhs.uk/about-evidence-services/journals-and-databases 
PubMed/ MEDLINE http://www.ncbi.nlm.nih.gov/pubmed/
CINAHL http ://www.cinahl.com/
ISI Web of knowledge http://www.isiwebofknowledge.com/
The Cochrane Collaboration 

http://www.cochrane.org/ 

National Institute for Health Research, Centre for Reviews and Dissemination (CRD), York University  www.crd.york.ac.uk 

Google Scholar http://scholar.google.co.uk/
SIGN guidelines http://www.sign.ac.uk
TRIP database http://www.tripdatabase.com/index.html
Department of Health hospital episode statistics at  http://www.hscic.gov.uk/hes 
NHS Reference costs 
https://www.gov.uk/government/collections/nhs-reference-costs 
Personal Social Services Research Unit. Unit costs of health and social care  http://www.pssru.ac.uk/
CEA Registry. Center for the Evaluation of Value and Risk in Health. https://research.tufts-nemc.org/cear/
Sensitivity Analysis

Sensitivity analysis should be undertaken as part of the economic analysis to address uncertainty surrounding parameters, model structure and methodology, where applicable, and the impact on outcome measures and the cost-effectiveness of the new technology.

One approach to sensitivity analysis is scenario analysis. This is where a series of scenarios are created that represent a combination of alternative parameter values to those of the best representation using published data (the reference case). This will usually at least include a scenario that represents the best case and worst case scenarios, plus any other scenarios that require investigation.

Another approach is threshold analysis. Threshold values of key parameters or outcomes are identified and combinations of alternative parameter values are assessed to determine what would cause these thresholds to be exceeded and whether these are realistic scenarios.
Types of clinical evidence

Clinical evidence is not generally required if a similar product is already included on the Drug Tariff. Clinical evidence should be included where the product claims to demonstrate clinical benefits or where the product’s physical characteristics claim clinical significance. Table 1 outlines the levels and types of clinical evidence.

Table 1 – levels and types of evidence. [Level 1++ providing the most robust evidence]

	Level of evidence
	Type of evidence

	1++
	High-quality meta-analyses, systematic reviews of randomised controlled trials (RCTs) or RCTs with a very low risk of bias

	1+
	Well-conducted meta-analyses, systematic reviews of RCTs, or RCTs with a low risk of bias

	1-
	Meta-analyses, systematic reviews of RCTs, or RCTs with a high risk of bias

	2++
	High quality systematic reviews of case-control or cohort studies. High-quality case-control or cohort studies with a very low risk of confounding, bias or chance and a high probability that the relationship is causal

	2+
	Well-conducted case-control or cohort studies with a low risk of confounding, bias or chance and a moderate probability that the relationship is causal

	2-
	Case-control or cohort studies with a high risk of confounding, bias, or chance and a significant risk that the relationship is not causal

	3
	Non-analytic studies (for example, case report, case series)

	4
	Expert opinion


NICE, Reviewing and Grading Evidence, National Institute for Health and Clinical Evidence (April 2006) 

ANNEX D
PART IX OF THE DRUG TARIFF: AGREEMENT ON ANNUAL INCREASES
1. The agreement is between the Department of Health (DH), the NHS Business Services Authority (NHS Prescription Services), which administers the arrangements on behalf of the Secretary of State, and the Part IX Drug Tariff Forum deemed for this purpose to represent companies marketing products listed in Part IX of the Drug Tariff.

2. The agreement is not intended to be legally binding on DH, NHS Business Services Authority (Prescription Services), the Part IX Drug Tariff Forum or the companies marketing listed products. Neither is the agreement intended to create legal rights or obligations in respect of any person. The Part IX Drug Tariff Forum will use its best endeavours to ensure that the companies adhere to the agreement.

3. NHS Prescription Services will ensure that any companies which apply for a Part IX listing, are informed that price rises will be determined in accordance with this agreement.

4. This agreement applies to price rises for which NHS Prescription Services’ agreement may be sought periodically in respect of listed products. The agreement applies to both branded and generic products.

5. Companies may seek price rises for a particular product once a year or any longer period which they may determine. If price rises are sought at intervals longer than one year, the amount will not be greater than if they were sought at annual intervals. However, this will not prevent NHS Prescription Services from considering financially neutral applications from companies wishing, for example, to change the dates of their pricing year.

6. The maximum price rise will be calculated as being the forecast of the gross domestic product (GDP) deflator for the next financial year minus Factor X where X is currently 0.75. Factor X is subject to review. For applications made in accordance with this agreement the maximum so calculated will apply to individual products and NHS Prescription Services will grant the maximum amount unless the company applies for less. However, higher rises for some products will not be granted even if offset by lower increases for other products. 

7. The forecast of the GDP deflator to be applicable will be the Treasury forecast for the following financial year current on the date the written application for a price rise is received by NHS Prescription Services.  Information relating to the latest forecast on the GDP for the following financial year can be found 
at www.hm-treasury.gov.uk/data_gdp_index.htm. The current GDP deflator is shown here. Please note this is for the following financial year and not the calendar year. 
Companies should send applications for price rises to NHS Prescription Services two months before the publication deadline of the Drug Tariff in which the price rise takes effect. A price increase request received in October 2010 would be effective for the January 2011 Drug Tariff. The price increase applied would be the forecast GDP deflator for the following financial year which is 2011/2012 in this example – 1.9% at the time of writing. The current GDP deflator being used for price adjustments is also shown on our website at www.nhsbsa.nhs.uk/PrescriptionServices/1818.aspx
The calculation of price rises shall be to one tenth of one penny (the unrounded sum). The price rise will be granted to the nearest penny (the rounded sum), sums of 0.5 of a penny being rounded up. The next periodic calculation shall be from the unrounded sum. No price rise will be granted where the calculation of the unrounded sum does not produce a new rounded sum. NHS Prescription Services will notify companies of both the unrounded and rounded sums. 

8. NHS Prescription Services will consider applications for additional price rises for a category or categories of products where cost pressures are being incurred in exceptional circumstances; for example, raw material shortages where suitable alternatives are not available or the imposition of statutory duties with a recognised cost impact. If a company considers that an exceptional price increase is warranted because of an unforeseeable shortage of a key raw material, they should contact NHS Prescription Services for advice on how to proceed. Upon receipt of a request in writing (email or letter) a formal acknowledgement of receipt will be sent to the sender within 5 working days. NHS Prescription Services will determine the period, not less than three months, for which successful applications will be applied.

9. The parties to this agreement will attempt to resolve any disputes in good faith. Any changes or additions to the agreement will only take effect if expressed in writing. 

10. There will be no formal appeal procedure if a price increase has been refused.

FLOWCHART SHOWING THE PART IX PROCESS
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Annex F
MECHANISM FOR REMOVING ITEMS FROM DRUG TARIFF

PART IX

1.1 Discontinued Drug Tariff Part IX Medical Devices 

On notification or confirmation in writing that a Drug Tariff Part IX Medical Device has been discontinued, these appliances will be automatically removed from the Drug Tariff Part IX with three months’ notice of deletion.

The notice of deletion will also be included in the preface one month prior to removal from the Drug Tariff.

1.2 Review for continued listing of Medical Devices in Part IX

The NHSBSA will request that a manufacturer/supplier confirms the following with regard to all their product listings in the Drug Tariff

· The product(s) is/are still available under the terms agreed when it/they was/were first listed and there have been no changes to these.

· All certification is up to date.

· In the event of any changes to the above, NHSBSA will be notified immediately in writing.

The manufacturer will be offered three options:

1 Do nothing and in the following month a three month notice of deletion will be published in the Drug Tariff for all the listed products.

2 Write to the NHSBSA within 28 days confirming:

i. The product(s) is still available under the terms agreed when it was first listed and there have been no changes to these.

ii. All certification is up to date.

iii. In the event of any changes to the above, the NHSBSA will be notified immediately in writing.

3 Write to the NHSBSA confirming that the product should be removed from the Drug Tariff

The NHSBSA will provide manufacturers with a list of products they have listed in the Drug Tariff; those products with a low level of prescribing will be highlighted for particular attention. A template will be made available on the NHSBSA website for download and completion as a standard declaration form (DT2 form).

In the event of the manufacturer being either

Unable to comply with the conditions of listing in Part IX of the Drug Tariff

Or

Failing to return a completed declaration form within the time period

The affected product(s) will be marked with a three-month notice of deletion and once this period is complete, future listing will require submission and approval of a new application for Part IX of the Drug Tariff. 

1.3 Medical Devices included under a generic category

Some medical devices can be prescribed if they meet the technical specification for a generic category and these products are not listed by their brand name e.g. Absorbent Cotton BP 1988 and Gauze Swab Type 13 Light BP 1988, Sterile. NHS Prescription Services will inform the Department of Health and the Association of British Healthcare Industries by letter that no medical devices have been prescribed under the generic category on prescription form FP10 in the previous twelve calendar months.

Following a period of twenty-eight days the generic category will be marked in the next edition of the Drug Tariff with three months’ notice of deletion. The notice of deletion will also be included in the preface one month prior to removal from the Drug Tariff.
Appeal procedure

1.4 
There will be no formal appeal procedure. Manufacturers and suppliers will use the application procedure to reapply for a product to be listed in the Drug Tariff Part IX if this is appropriate. 
FLOWCHART SHOWING THE PART IX PROCESS








ANNEX E

[image: image3.emf]
TRADE ORGANISATIONS


ANNEX G
ABHI

Association of British Healthcare Industries
250 Waterloo Road
London SE1 8RD
Tel: +44 (0)20 7960 4360
Fax: +44 (0)20 7960 4361
Email: enquiries@abhi.org.uk 

BHTA
The British Healthcare Trades Association

Suite 4.06, New Loom House

101 Back Church Lane

London

E1  1LU

Tel: +44 (0)20 7702 2141

Email: bhta@bhta.com
BIVDA
British In Vitro Diagnostics Association 
Devonsire House

164-168 Westminster Bridge Road 
London SE1 7RW 

tel: 44 (0)8456 188 224 
email:enquiries@bivda.co.uk 


SDMA
The Secretary, Surgical Dressings Manufacturers Association 
Fernbank

17 The Crescent

Holymoorside, Chesterfield

Derbyshire S42 7EE

E-mail : info@dressings.org.uk
+44 (0)1246 568175


UTA 
Urology Trade Association
222 Southbank House
Black Prince Road
London SE1 7SJ 
Tel: +44(0)20 7463 0696 – 

Email: info@theuta.co.uk























ANNEX H
Frequently asked questions and guide to completing the DT1 application form 

Q1. What information is required for the general description of the product?
We require a brief outline of the ingredients used, a description of the function of the product and an outline of the medical condition the product should be used for.

Q2. What price and order codes should be provided?
The prices listed in the Drug Tariff are the trade price excluding VAT. When the price in the Drug Tariff is for a single unit but the product comes in larger packs e.g. dressings, the unit price should be provided. The pack size for these products should also be provided. The code numbers should be the manufacturer’s code for the product if it has one.

We don’t require you to provide us with the PIP codes for the products. If you require a PIP code, please contact the Chemist & Druggist.

Q3. What information is needed regarding the CE marking?

We require you to indicate on the application form whether the product is registered under the Medical Devices Directive  or under the In Vitro Diagnostic Directive. 

It should also be indicated the class of device that the product is registered as under the relevant directive. 

For products registered under the Medical Devices Directive 93/42/EEC we require the following:

· For all classes of medical device we require you to provide a Declaration of Conformity.

· For class I devices we need confirmation as to which member state the product is registered in. If the product is sterile we need a copy of the sterilisation certificate. 

· For class Iia, Iib and III products we need a copy of the notified body certificate for the annex of the medical devices directive the product is covered by.

For products registered under the In Vitro Diagnostic Directive 98/79/EC we require the following:

· For all classes of In Vitro Diagnostic device we require you to provide a Declaration of Conformity. We also require Confirmation as to which member state within Europe the product is registered in and a copy of the notified body certificate for the annex of the directive the product is covered by.
Q4. What details are required to fulfil the information required for ‘Clinical demand’ ?   

We require you to state the estimated patient population for the type of product you are applying for e.g. if your product was an insulin pen you  need to give an estimate of how many diabetic patients are likely to need to use the pen. We also require you to provide your current or estimated sales figures will be for your product and what percentage of the market you expect to gain.

Q5. What samples do I need to provide? 

Do not supply samples before specifically requested to do so. You will be advised to provide samples once the DT1 Forms A and B have been assessed and are correct. As a general rule, we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/labels for all of the other sizes in the range. For example if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. 

Q6. How long does the application process take?
We acknowledge receipt of your application within 5 working days of receiving it; all applications are dealt with in date order. We would aim with “straight forward” applications to reply to you within 28 days of receiving your application stating our decision.  It takes a minimum of 2 months from a product being accepted to it appearing in the Drug Tariff. Please see paragraph 39 for a table showing an example time-line.
Q7. What happens if incorrect or insufficient information is provided?
If we require any further information regarding the application we will contact you and advise what information we require. This is usually done via email. So it is helpful if you provide us with a contact email address either on the application form or in the covering letter.
DT1 Forms Parts A and B. 
Double click on the icon below to open the forms
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DT 2

Declaration form for continued listing of product in Part IX following review of prescribing

I declare that

>>insert name of product<<

· Is still available under the terms agreed when it was first listed and there have been no changes to these.

· All certification is up to date.

· In the event of any changes to the above, NHSBSA will be notified immediately in writing.
Signed






Date

>>Print name here<<

>>Insert position in company here<<

>>Insert company name and address here<<

Email to: nhsbsa.pixie@nhs.net
DT3 Form: Proposed change or discontinuation of a product listing in Part IX of the Drug Tariff

This form is to be used when you wish to inform NHSBSA Prescription Services of a proposed change or deletion of a product listing in Part IX of the NHS England and Wales Drug Tariff. Changes to a product can include, for example, a name change, a change in manufacturer/distributor of the product, a change in the packaging, a change to the product specification, or a code change. Please use one form per product unless it is for a range of products. Prescription Services will assess the impact of the proposed changes and contact you via email for further information if necessary. Email to nhsbsa.pixie@nhs.net
Change to product listing

	
	Current Listing
	Proposed changes

	Name of product


	
	

	Drug Tariff Category


	
	

	Manufacturer/supplier


	
	

	Product codes


	
	

	Change to product specification 


	
	

	Change to product packaging including pack size
	
	


When is it proposed that the revised product be available for distribution?

Discontinuation of product

Discontinuation date:

	Name of product


	

	Drug Tariff Category


	

	Manufacturer/supplier


	

	Product codes


	


Signed:






Date:

Name: 

Position in company:





Contact email address:

� EMBED PBrush ���








� Optometrist independent prescribers may also prescribe any devices/appliances or dressings from Part IX of the Drug tariff – but only for the treatment of eye conditions or tissue surrounding the eye [adnexa]. 
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[image: image13.emf][image: image14.emf]DT1 Form Part B: Additional Information for CE MARKED CLASS I STERILE MEDICAL DEVICES

Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

The information on this form MUST be completed IN FULL or it will be returned 

[bookmark: Check2]1. Declaration of Conformity								 |_|

Name of person who has signed the declaration (print, please):





Their position in the company: 



This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (the Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must cover all products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that the codes match each other. A document not bearing a signature will be invalid.					



2. Notified Body Approval									 |_|

Name of Notified Body: 





Notified Body number on certificate: 			Expiry date:

					



Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the Medical device directive. Class I medical devices only require a notified body certificate if they are sterile or have a measuring function. The number under the CE mark displayed on the product packaging should match the notified body number on the certificate. The certificate should be within the expiry date at the time of application.										

ONLY send a sample when you have been requested to do so by NHS Prescription Services





3. Sample of the Product and Samples of the Packaging					

As general rule we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1 Form and/or documentation. Specific advice regarding sample requirements is available if needed.	

			

I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



Position:………………………….	  



Date: 





For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 



http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 



or e-mail us on nhsbsa.pixie@nhs.net 




DT1 Form Part B: Additional Information for CE MARKED CLASS II A MEDICAL DEVICES



Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

The information on this form MUST be completed in IN FULL or it will be returned



1. Declaration of Conformity								|_|

Name of person who has signed the declaration (print, please):





Their position in the company: 



This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (the Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must  cover all products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that the codes match each other. A document not bearing a signature will be invalid.					



Notified Body Approval under one of the following annexes:

Notified Body Approval under Annex II or,		|_|

Notified Body Approval under Annex IV or, 		|_|

Notified Body Approval under Annex V or, 		|_|

Notified Body Approval under Annex VI		|_|





Name of Notified Body: 





Notified Body number on certificate: 			Expiry date:

					



Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the directive. The number under the CE mark displayed on the product packaging should match the notified body number on the certificate. The certificate should be within the expiry date at the time of application.



ONLY send a sample when you have been requested to do so by NHS Prescription Services





3. Sample of the Product and Samples of the Packaging			            |_|				

As a general rule, we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that ALL the codes match the codes included in the DT1 Form and/or documentation. Specific advice regarding sample requirements is available if needed	.		





I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



[bookmark: _GoBack]Position:…………………………………….



Date: 





For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 



http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 



or e-mail us on nhsbsa.pixie@nhs.net 
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DT1 Form Part B: Additional Information for CE MARKED CLASS I NON-STERILE MEDICAL DEVICES  

Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

The information on this form MUST be completed IN FULL or it will be returned

[bookmark: DoC]1. Declaration of Conformity 								|_|

Name of person who has signed the declaration (print, please):





Their position in the company: 



This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (The Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must cover all products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that ALL the codes match each other. A document not bearing a signature will be invalid.	

				

[bookmark: Check1]2. Confirmation of Registration with the Competent Authority				|_|

Name and address of Competent Authority:





This is an acknowledgement from the Competent Authority (the MHRA in the UK) that the manufacturer has declared to the Authority that they are operating under the appropriate Medical Devices Directive by fully complying with the essential requirements.  Class I non-sterile medical devices require applicants to provide confirmation as to which member state within Europe the product is registered in (e.g. a copy of a letter from the MHRA in the UK). 

A manufacturer not based in the EU wishing to introduce their product within the EU territory must appoint an authorised representative who will act on the manufacturer’s behalf. 

Please note that some Competent Authorities do not issue a written confirmation of registration and we will accept a letter on company headed paper. This should confirm where the product is registered, provide the contact details of the Competent Authority and include any relevant code numbers which refer to the manufacturer or products registered with the Authority. It should also be signed by a senior person within the company.







ONLY send a sample when you have been requested to do so by NHS Prescription Services

							



3. Sample of the Product and Samples of the Packaging				|_|	

As a general rule, we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1 Form and/or documentation. Specific advice regarding sample requirements is available if needed.		

		

I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



Position:……………………………………	  



Date: 





For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 



http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 



or e-mail us on nhsbsa.pixie@nhs.net 




DT1 Form Part B: Additional Information for CE MARKED CLASS II B MEDICAL DEVICES



Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

The information on this form MUST be completed IN FULL or it will be returned



1. Declaration of Conformity								 |_|

Name of person who has signed the declaration (print, please):





Their position in the company: 



This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (the Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must cover all products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that the codes match each other. A document not bearing a signature will be invalid.	

				

2. Notified Body Approval under one of the following annexes:

Notified Body Approval under Annex II or,			|_|

Notified Body Approval under Annex III and IV or, 		|_|

Notified Body Approval under Annex III and V or, 		|_|

Notified Body Approval under Annex III and VI		|_|



Name of Notified Body: 





Notified Body number on certificate: 			Expiry date:

					





Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the directive. The number under the CE mark displayed on the product packaging should match the notified body number on the certificate.





ONLY send a sample when you have been requested to do so by NHS Prescription Services





3. Sample of the Product and Samples of the Packaging				|_|

As a general rule we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1 Form and/or documentation. Specific advice regarding sample requirements is available if needed.				





I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



[bookmark: _GoBack]Position:……………………………………..	  



Date: 

	





For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 



http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 



or e-mail us on nhsbsa.pixie@nhs.net 




DT 1 form Part B: Additional Information for CE MARKED CLASS III MEDICAL DEVICES



Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

The information on this form MUST be completed IN FULL or it will be returned



[bookmark: Check2]1. Declaration of Conformity								 |_|

Name of person who has signed the declaration (print, please):





Their position in the company: 



This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (the Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must cover all the products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that the codes match each other. A document not bearing a signature will be invalid.					



2. Notified Body Approval under one of the following annexes:	

Notified Body Approval under Annex II along with an EC Design Examination Certificate or,	|_|
Notified Body Approval under Annex III and Annex IV or,						|_|
Notified Body Approval under Annex III and V							|_|


Name of Notified Body: 





Notified Body number on certificate: 			Expiry date:

					





Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the directive. The number under the CE mark displayed on the product packaging should match the notified body number on the certificate. The certificate should be within the expiry date at the time of application.





ONLY send a sample when you have been requested to do so by NHS Prescription Services





3. Sample of the Product and Samples of the Packaging				|_|

As general rule we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1Form and/or documentation. Specific advice regarding sample requirements is available if needed.				





I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



[bookmark: _GoBack]Position:………………………………	  



Date: 





For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 

http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 



or e-mail us on nhsbsa.pixie@nhs.net 




DT 1 Form Part B: Additional Information for CE MARKED PRODUCTS UNDER THE

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE





The information on this form MUST be completed IN FULL or it will be returned



Please tick the category that applies to your product and make sure that you are submitting corresponding documentation. Samples will be requested when this is confirmed to be correct. Please see page 2 of this form to read about the documentation and sample requirements. If you are applying for the listing of a blood glucose reagent strip you will need to complete the CRSDF01 form if you are intending to provide accompanying services.



a) General IVDs										  |_|

· A declaration of Conformity covering the Brand/Product name AND

· Confirmation of Registration with a Competent Authority 





b) [bookmark: Check2]Self-testing IVDs									  |_|

· A declaration of Conformity covering the Brand/Product name AND,

· Confirmation of Registration with a Competent Authority AND,

· Notified Body Product Design Examination Certificate under Annex III

· Section 6 OR,

· Notified Body Approval under Annex IV OR,

· Notified Body Approval under Annex V and Annex VI OR,

· Notified Body Approval under Annex V and Annex VI





c) [bookmark: Check3]Annex II List A IVDs									  |_|

· A declaration of Conformity covering the Brand/Product name AND,

· Confirmation of Registration with a Competent Authority AND,

· Notified Body Approval under Annex IV, a Notified Body Product Design 

· Dossier Examination Certificate and a Notified Body Batch or product

Verification Certificate OR,

· Notified Body Approval under Annex V, Annex VII and a Notified Body

Batch or product Verification Certificate.





d) [bookmark: Check4]Annex II List B IVDs									  |_|

· A declaration of Conformity covering the Brand/Product name AND,

· Confirmation of Registration with the Competent Authority AND,

· Notified Body Approval under Annex IV OR,

· Notified Body Approval under Annex V and Annex VI OR,

· Notified Body Approval under Annex V and Annex VII







1. Declaration of Conformity 								  |_|

Name of person who has signed the declaration (print, please):





Their position in the company:





This is a declaration made by the manufacturer of a medical device to confirm that the product meets the requirement of the relevant directive (the Medical device directive 93/42/EEC or the In vitro diagnostic directive 98/79/EC). The declaration is usually made on company headed paper and signed by a senior person within the company. It should make reference to the product name or group of products to which it belongs and also make reference to which directive the product complies to. The Declaration of Conformity must cover all products being applied for on the DT1 Form. Where product codes have been used on the DT1 Form and on the Declaration of Conformity, applicants should make sure that the codes match each other. A document not bearing a signature will be invalid.



2. Confirmation of Registration with the Competent Authority				  |_|

Name and address of Competent Authority:





This is an acknowledgement from the Competent Authority (the MHRA in the UK) that the manufacturer has declared to the Authority that they are operating under the appropriate Medical Devices Directive by fully complying with the essential requirements. CE Marked Products under the In Vitro Diagnostic Medical Devices Directive require applicants to provide confirmation as to which member state within Europe the product is registered in, for example a copy of a letter from the MHRA in the UK.

A manufacturer not based in the EU wishing to introduce their product within the EU territory must appoint an authorised representative who will act on the manufacturer’s behalf. 

Please note that some competent authorities do not issue a written confirmation of registration and we will accept a letter on company headed paper. This should confirm where the product is registered, provide the contact details of the Competent Authority and include any relevant code numbers which refer to the manufacturer or products registered with the Authority. It should also be signed by a senior person within the company.











3. Notified Body Approval									  |_|

Name of Notified Body: 



Notified Body number on certificate: 			Expiry date:

					



Notified Bodies are agencies that assess whether a manufacturer’s processes meet the requirements of the relevant directives. They provide the manufacturers with certification to the relevant annex of the directive. The certificate should be within the expiry date at the time of application.

ONLY send a sample when you have been requested to do so by NHS Prescription Services





Sample of the Product and Samples of the Packaging

As a general rule we require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. For example, if you are applying for a range of dressings in various sizes you need only provide a sample of one of the sizes. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1 Form and/or documentation. Specific advice regarding sample requirements is available if needed.

I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.



Signed: ………………………………………..	      Print Name: 



Position:………………………………………..	  

Date: 



For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 

http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 

or e-mail us on nhsbsa.pixie@nhs.net 







		Ref: CRSDF01       Declaration Form: Service Provision in relation to Chemical Reagents                                                                                                                                                                                                                                  



		

To:

		

Drug Tariff Team

NHSBSA

NHS Prescription Services

Ground Floor

Stella House

Goldcrest Way

Newburn Riverside

Newcastle upon Tyne

NE15 8NY

		Company Stamp

(or if a head office, attach a signed letterhead as authorisation)















		Manufacturer Details



		Manufacturer Name

		Click here to enter text.





		Address

		Click here to enter text.







		Postcode

		Click here to enter text.





		Manufacturer Declaration



		I declare that the services listed below which are provided by  Click here to enter text.  in relation to the chemical reagents we manufacture and which are listed under Part IX of the Drug Tariff will continue to be provided for the period to  31 March 2015.

 Services Provided:  Click here to enter text.





		Completed by:

(authorised signature)

		



		Telephone number:



		Click here to enter text.





		Name:

[bookmark: Text9](please print name)

		Click here to enter text.



		Position:



		Click here to enter text.





		Date:

		Click here to enter text.



		

		














[image: Description: Prescription Services Col]	

[image: Description: Prescription Services Col]	



DT 1 Form Part B: Additional Information for Non CE Marked Devices (Custom Made Items or Deodorants)

Please check the boxes to confirm that you are submitting the relevant documentation.  Samples will be requested when this is confirmed to be correct.

1. For Non CE marked devices i.e. Custom made items or Deodorants please provide details of compliance with standards as listed below and include certificates of evidence from an accredited independent testing house (where appropriate). Check all that apply or tick the ‘not applicable’ box.

· Drug Tariff Specification	|_|



· British Standards or British Pharmacopoeia	|_|



· [bookmark: Check5]Quality Assurance systems used during manufacture	|_|



· Not applicable to application	|_|



ONLY send a sample when you have been requested to do so by NHS Prescription Services





2. Sample of the Product and Samples of the Packaging					|_|

We require one sample of the product and a sample of the packaging and patient information leaflet/instructions for use if the product has one. If you are applying for a range of products you can send one sample of one size and then provide samples of the packaging/packaging labels for all of the other sizes in the range. If you are providing packaging samples bearing the codes, please make sure that the codes match the codes included in the DT1 Form and/or documentation.				

I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing. I am also aware that this application will not be processed if any of the above is not provided.

Signed: ………………………………………..	      Print Name: 



[bookmark: _GoBack]Position:……………………………………………



Date: 



For more information on the application procedure, please see Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical Devices available at: 

http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx 

or e-mail us on nhsbsa.pixie@nhs.net

image1.png

QH Department
of Health








image2.jpeg

NHS

Prescription Services










ONLY send a sample when requested to do so

DT1 Form Part A

APPLICATION FOR APPROVAL OF PRODUCTS UNDER PART IX OF THE DRUG TARIFF FOR GP AND APPROPRIATE PRACTITIONER PRESCRIBING

1



Product Name:







Please state the trade name under which the product is to be launched, or is already known in the UK. The name proposed should match the name which is presented on the product sample.



2



Names and Address of Applicant:      









Name and Address of Manufacturer: (if different)









Telephone Number: 





Email Address: 





3



Proposed Drug Tariff Category OR a New Drug Tariff Category:







Please state a relevant category along with a subcategory in the Drug Tariff, OR propose a New Drug Tariff category if a corresponding section for your product does not exist yet.



4



If comparable products including those from other manufacturers/suppliers are already listed in the Drug Tariff, please detail here:















5



Indication/Use:







6



Pack Size(s):







7



Price and Order Codes: 







8



Estimated Patient Population:







This is the approximate number of people in the UK population affected by the condition for which your product is designed.



Anticipated Volume of Sales:







This is the approximate number of units you are aiming to sell per year.



9

Please confirm that the product will be made readily available to a dispensing contractor either through the normal wholesale network or on equivalent terms:

Which route will you be using to make the product available? 



[bookmark: Check3]  |_|	1. Readily available through the normal wholesale network’ is regarded as a product  
		    that 	is stocked by the wholesaler as a standard line.  

[bookmark: Check4]  |_| 	2. You may choose to supply the product ‘on equivalent terms’ which is regarded as  
                the supply of the product without extra charges for example delivery, postage &   
                packing etc.









10



I confirm that the information provided in this DT1 Form is correct at the time of completion and that I will inform NHS Prescription Services of any changes that occur during the application process and subsequent to a successful listing.



Signed: …………………………………..   	Print Name: 





Position:…………………..



Date: 



Please indicate the class of medical device that applies to your product: 





Please now complete the appropriate DT1 Form Part B.






_1284188595

