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  North of Tyne and Gateshead Area
North of Tyne and Gateshead Area Prescribing Committee
APPLICATION FOR NEW PRODUCT

to be added to the North of Tyne Formulary
 

This form is to be used for applications for new drugs, new formulations and extensions to previously agreed uses for drugs and other relevant pharmaceutical products including medicated dressings, prescribable nutritional products, borderline substances and pharmaceutical medical devices.

Requests must be made by a consultant, general practitioner, or other appropriate senior professional, e.g. PCT Pharmaceutical advisor, dentist, optician, senior dietician. 


Applications must consist of evidence-based data outlining the efficacy, therapeutic advantage, safety, or cost relative to the products already used. Ideally, supporting data should be from randomised controlled studies from peer review journals.

· Please complete all details – incomplete forms will be returned.

· The form should be submitted electronically by e-mail using as a word or rtf document to medicines.management@nuth.nhs.uk 

· The application requires support from the relevant Clinical Director (secondary care), GP Prescribing Lead or Clinical Governance Lead (primary care) before submission
.

· Hospital consultants may find it helpful to discuss their request and obtain support from their clinical director and/or other consultants working in their speciality prior to submitting a request.  If this is done please give details in the appropriate section of this form.

· An application must have the support of the Lead Clinical Pharmacist for that speciality (secondary care) or Medicines Optimisation Pharmacist (primary care)

· An application for a drug that has been rejected within the last twelve months will normally be refused, unless it is for a different indication, is based on new evidence/new national guidance or in circumstances deemed exceptional by the Committee. 

· The manufacturer/supplier (drug company) may provide information supporting the application, but the application MUST come from an appropriate applicant (see above).

· Where possible electronic versions of any references and other supporting documents (preferably as word, rtf or pdf documents) should be emailed at the same time. 
To ensure that requests are processed as quickly as possible applicants are asked to see that completed request forms are returned at least five weeks before meetings of the Formulary Subcommittee.
Closing dates for the receipt of requests for future meetings are currently:

22nd April 2016
21st July 2016

13th October 2016
(Requests received after these dates will be deferred to the next meeting)
North of Tyne and Gateshead Area Prescribing Committee
Request for a New Product to be Included in the Formulary

REQUEST MUST BE MADE BY A CONSULTANT, GENERAL PRACTITIONER, OR OTHER APPROPRIATE SENIOR PROFESSIONAL
Please type or complete in black ink

	1. APPLICANT’S DETAILS

	Name:


	Position / Role:

	NHS Organisation:


	Contact details (Address/email address):

	Tel:


	Department/Unit:

	Clinical Director:

	Business Manager (for directorate):



	2. DETAILS OF DRUG
	
	
	

	Non-proprietary name:
	
	Brand name:
	

	Dosage form and strength:
	
	Tick if applies

Unlicensed Drug
   (
Unlicensed Indication
   (


	3. INDICATIONS

	Licensed indication for this drug (see SPC):


	

	Indication for which Product is Requested
	


	4. REASON(S) FOR REQUEST

	Please classify Reason(s) – Tick box(es)
	Therapeutic advantage over existing treatment
  (
Cheaper than alternative treatment
  (
Improved Compliance
  (
	No alternative

 (
New formulation
 ( 

Other (please specify) 
 (


	Advantage(s) over existing drugs/ treatments for same indication


	

	4. REASON(S) FOR REQUEST (continued)

	Details of evidence for these advantages in terms of EFFICACY, SAFETY, CONVENIENCE or COST EFFECTIVENESS. Copies of the key papers referred to should be submitted with the application) (continue on separate sheet if necessary). 


	5. ANTICIPATED PLACE IN THERAPY

	Please give a clear guideline including algorithms or flowcharts as necessary, indicating EXACTLY which group(s) of patients should and should not be eligible to receive this drug, including details of whether the drug is 1st line or not and the suggested criteria for selecting or not selecting the drug. (continue on separate sheet if necessary).


	6. POTENTIAL PROBLEMS / DISADVANTAGES

	Details of disadvantages and any perceived problems with product  (please include details of significant clinical problems e.g. adverse reactions, training issues, and potential problems regarding funding if product is expensive)


	7. EXISTING DRUGS
	
	

	Existing products(s) for the same indication(s):
	

	Would the product requested be:
	1. An addition to what is already existing  OR
	YES / NO*

	(*Delete as appropriate)
	2. A replacement for what is already existing
	YES / NO*

	If a replacement, which product(s) can be deleted:
NB. The applicant must  complete section 8b)
	


	8. PLANS FOR PRODUCT INTRODUCTION 
	
	

	a) What steps will be taken to ensure the safe introduction of this drug into clinical practice? (training, awareness sessions information to patients etc.)
	

	b) What steps will be taken to ensure the appropriate removal, from use, of any deleted product. This includes consultation with other specialties. 

         
	


	9. PRESCRIBING AND MONITORING
	
	

	Dosage regimen proposed for this application:
	Dose and Frequency:

	Likely duration of treatment:


	Monitoring requirements
(including criteria for stopping treatment) & implications for continued care:
	

	Prescriber restrictions:

(e.g. Consultant only)
	


	10. Plain Language Summary 

	Please give a plain language summary of the request to assist lay members of the North of Tyne Area Prescribing Committee (max 200 words).         

	


	11. FINANCIAL ASPECTS

	Please complete the following to allow likely usage and costs to be calculated.

	No of patients likely to be treated per year in department / directorate / trust*
	Probable 

average daily dose
	Likely duration of treatment
	Proportion of treatment likely to be supplied by hospital

	
	
	
	

	If you already have an estimate of the likely cost (to your directorate) of using this product please give details below:

	Has a robust cost effectiveness analysis been completed for this medicine? Include details e.g. NICE, SMC, AWMSG
	

	Estimated cost:  

If a business case has been prepared involving the use of this product please enclose details with this form.
	In next 12 months  £ 


Subsequent Years £ 


	Details of how estimated costs have been calculated / obtained
	

	Details of compensatory saving resulting from use of new product (please include details of possible savings in areas other than drugs expenditure)
	

	What is the likely impact of this product on primary care prescribing?


	


	12. OTHER INFORMATION YOU WISH TO INCLUDE

	Applicants must discuss their request with their clinical director/ clinical colleagues. Please give details of their support  below with other information you may wish to include


	13. DECLARATION OF INTEREST

	It is mandatory that Members of the Formulary Subcommittee and Area Prescribing Committee declare interests prior to discussing items relating to individual products. All applicants must do the same.

	Details of any support or sponsorship (for staff, clinical trials, other research etc.) received or likely to be received from the manufacturer of this product within the last/next 12 months. If none state NONE


	Personal


	Departmental



	Applicant’s
Signature*
	
	Date:
	

	* If the form is only being submitted electronically print name and email. The authenticity of the emailed document will be verified when the application is processed


	14. Support by Lead Clinical Pharmacist / Medicines Optimisation Pharmacist 

	Views and comments relating to this product’s possible clinical use.


	

	Other Comments you may wish to make


	

	Name 
	Designation
	Signature*
	Date

	
	
	
	


	15. Additional comments by Clinical Director and Trust-wide Specialty Lead (hospital), GP Prescribing Lead/Clinical Governance Lead (primary care) 

	Comments relating to clinical and/or financial aspects of this product’s possible use. If use of this product is likely to add to costs, please give details of any arrangements that have been made to fund its use.
Please ensure both clinical and financial perspective boxes are ticked appropriately otherwise application will be returned and may lead to the application being delayed
	Tick if applies
I support the request from a clinical perspective

(
  I support the request from a financial perspective and:
The product will not increase costs in primary or secondary care

(
Additional costs will be met from current budget

(
Additional costs will be met from additional income

(
  Additional Comments:


	Name of individual(s) commenting / indicating support
	Designation
	Signature*
	Date

	
	
	
	

	Please note: Failure to obtain support/comments from the clinical director, speciality lead in hospitals may affect the success of your application.

* If the form is only being submitted electronically print name and email. The authenticity of the emailed document will be verified when the application is processed


	16. Additional comments by Specialists/Clinical Leads from Other Departments / Trusts where appropriate* 

	Views and comments relating to this product’s possible clinical use.
	

	Likely annual usage and expenditure within your department/organisation, if appropriate.
	

	Other Comments you may wish to make.
	

	Name 
	Designation
	Signature*
	Date

	
	
	
	


* When appropriate this section will be sent to other specialists/clinical leads, to seek their views and to establish if the requested product is wanted for use in other hospitals in the North of Tyne and Gateshead Area 

� The Formulary includes medicines and related pharmaceutical products that are approved for used by the NHS in Newcastle, North Tyneside and Northumberland. 


� If it is not possible for this support to be obtained before submission, support should be obtained as soon as possible, and must be obtained before the request is considered by the Formulary Subcommittee / APC.
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