[bookmark: _GoBack]Process for making an application for a Part IX listing in the England and Wales Drug Tariff: Notes for applicants

· The NHSBSA administers the Part IX application process on behalf of the Department of Health. Only medical devices that are CE marked can be considered to for listing.
· Please read all documentation thoroughly before making a product listed. This can be found at http://www.nhsbsa.nhs.uk/PrescriptionServices/3399.aspx.  This is important because your application will not formally enter the process to be considered until the DT1A and B forms and the certificates are correct. Poorly completed forms will extend the time to assessment and ultimately listing.
· A form that is completed accurately with all the necessary information will ensure that the application is logged promptly and this will make the process quicker. 
· Unfortunately we have to delete incomplete applications due to limited storage. Any previously submitted documentation should be saved and resubmitted again with the requested amendments.
· All documentation sent electronically will be acknowledged using an automated response. This means that you can be assured it has been safely received.
· If you have any queries please direct them to the NHSBSA.pixie@nhs.net email address where they will be answered by one of our team members. If it is easier for us to contact you by phone we will do this – please include full contact details in the email.
· We encourage applicants to use email in the first instance because we deal with a lot of applications, and will not have all the necessary information in front of us to answer detailed questions.  
· It is important to note that we cannot give detailed advice about how to make the application, or if evidence is required, what format this should take. If you require such advice the Part IX Drug Tariff Committee who represents the interests of medical advice manufacturers can be contacted. Their email address is drugtariff@abhi.org.uk. Alternatively you may wish to seek the services of a consultant with experience of making such applications. 





Completion of the Forms
1. Please complete all sections of the DT1(A) and sign the form.

1. Using the correct certificates complete the DT1(B).

1. Please send DT1 forms A and B and the relevant certificates electronically to the NHS BSA (nhsbsa.pixie@nhs.net).* 
Please note that we do not require samples at this stage. If samples are sent, they will be retained and stored but they will not be assessed in any way.

1. The NHS BSA will advise you of any omissions/errors on the forms via email.

1. Any omissions/errors should be corrected and sent back to the NHS BSA. This process will continue until the forms are correct.

1. The NHS BSA will then request the samples/packaging to be sent and will advise on the number and type of samples, and also whether the packaging alone is acceptable. 

1. Enclose the original NHS BSA checked DT1 (A) and (B) forms signed in ink by a responsible person in the company together with the samples and send to 
The Drug Tariff Team, NHS Prescription Services, Stella House, Goldcrest Way, Newburn, Riverside, Newcastle Upon Tyne, NE15 8NY

1. Please note that we will not formally log the application until the original signed documentation and correct samples are received.	

1. Receipt of the above will be acknowledged and the process will continue as usual.

*The NHS BSA will accept posted forms but this will incur delays.



image1.emf



Completion of DT1 (A)


Selection and completion 


of relevant DT1 (B) and 


attachment of correct 


certificates


Electronic Submission to 


NHSBSA*


NHSBSA check details on 


DT Forms


Errors highlighted to 


applicant


Errors corrected


Both forms and certificates 


are correct.


Applicant advised on 


number and range of 


samples to be submitted


Sample(s) and signed DT1 


(A) and (B) submitted


Application follows normal 


process


* Paper submissions will also be accepted. However this 


will increase the lead time to processing of all forms.


Summary of Part IX application process


Re-assessment of additional 


information


Part IX panel meeting More information needed


Minded to reject letter issued


No further communication 


from applicant


Applicant chooses to 


address deficiencies 


identified by Part IX Panel


Application rejected


Applicant cannot/chooses 


not to adress deficiencies 


identified by Part IX Panel


Accepted for Part IX listing: 


all 3 criteria met ^


Applicant notified of 


proposed entry date and 


asked to confirm Tariff 


entry, availability and 


supply routes


Listed in Part IX for 


reimbursement


Forms and samples correct


Assessment made**


Assessment completed


** Assessment made against the criteria of (i) Safety and quality; (ii) Cost 
effectiveness and (iii) Appropriateness for prescribing on an FP10.


^ The Department of Health may need to be consulted if a new Drug tariff 
category is required


Stage 1 Stage 2


Failed to meet one or more 


criteria


5
 d


a
y
s


Manufacturer decides to list 


CE marked medical device 


in Drug Tariff





		Part IX process v0.2.vsd

		Page-1






