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APPLICATION FOR NEW PRODUCT TO BE APPROVED FOR USE ACROSS NORTH YORKSHIRE AND YORK

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.

1. Guidance on completing the form

· Your submission should be comprehensive and indicate which, if any, information has been supplied by a pharmaceutical company. The manufacturer/ supplier may provide information supporting the application, but the application must come from a clinician working within one of the APC stakeholder organisations.
· The application must be completed with the input from the Lead Pharmacist in your speciality or area.

· The application must reflect consensus from your directorate, speciality or area.

· Submissions for high cost medicines must be reviewed by the relevant Clinical Director.

· Full clinical evidence does not to be submitted or completed for NICE TA approved drugs just the sections on finance and how introduction of the drug will be managed locally.

· Email an electronic copy to the relevant Lead Pharmacist for review and submission to: nuth.nyrdtc.rxsupp@nhs.net
2. Submission to NYY APC

· APC meetings are usually scheduled for the 1st Wednesday of each month.

· Applications must be submitted at least two weeks before the meeting wherever possible otherwise the submission is likely to go to the following APC meeting.

· The Formulary Lead Pharmacist/Technician will notify you of the date of the meeting when the application will be considered.
· Incomplete applications will not be considered by the APC.

3. The decision making process

3.1
NYY APC will base their decisions on the following key areas:

· Clinical effectiveness

· Cost effectiveness / resource impact

· Strength of evidence

· Patient safety

· Place in therapy relative to available treatments

· National guidance and priorities

· Local health priorities

· Equity of access
· Stakeholder views

3.2
Decision Summary

This will be recorded by the APC. Each organisation is then responsible for cascading the decision to its clinicians and other relevant parties.
4. Application for a new product to be added to the formulary
4.1 Clinical / drug details

	Drug name (generic and brand)
	Generic name
	

	
	Brand name
	

	Manufacturer
	

	Manufacturer signed up to All Trials Petition?
	

	Formulation
	

	Licensed Indication
	

	Intended Clinical indication – give brief detail, highlight if unlicensed.
	

	Dose / strength / frequency of administration
	

	Route of administration
	

	Duration of treatment: one off / fixed period / long term / other 
	

	Reason for request

Please tick all boxes that apply
	Therapeutic advantage over existing treatment □
Cheaper than alternative treatment □
Improved compliance □
No alternative □
New formulation □
Other (please specify below):



	What are the other current treatment options?
	1)
2)

3)



	Place in therapy relative to alternative treatments listed above
	

	Does this product replace a medicine already on the formulary? If so, which one?
	

	List any additional benefits of the new product (route, side effects, reduced need for community input)
	

	Potential disadvantages
	

	Side effect profile 
	

	Significant drug interactions
	

	Monitoring requirements 
	

	Safety / Pharmacovigilance
	

	Traffic light list classification 

Tick relevant box

(see NY&Y APC RAG Definitions and Guidelines for full definitions)


	Green (Both Primary & Secondary Care prescribing)
Amber  Specialist Recommendation

Amber Specialist Initiation (Hospital initiation, then refer to GP)
Amber with shared care (Hospital initiation, then refer to GP under shared care protocol)
Red (Hospital only)


	Stakeholder views (if available)
Stakeholders = specialist doctors, patients, public, manufacturers)
	Consultants:

Specialist Groups:



4.2
Evidence base & medicine status  (please include copies of supporting evidence as PDFs with completed application form)
	NICE (state if TA): 

	

	Scottish Medicines Consortium (SMC):
	

	All Wales Medicines Strategy Group (AWMSG):
	

	Other local commissioning positions where known 
	Durham and Tees Valley

Leeds

HERPC



	National clinical reviews: e.g. MTRAC, UKMI, RDTC, Cochrane 
	

	Summary of clinical trial evidence (only where no national reviews / guidance available). Please add additional sheet as necessary. State whether compared with placebo or standard therapy.
	


4.2 Change process

	How would change or implementation of new therapy be communicated?
	

	Will the product be incorporated into relevant policies, protocols, pathways? 
	

	How and when would you propose to audit/monitor use of the new therapy?

(Pharmacy will usually prompt a 6 month review)
	

	Other processes / approval required before use 

(e.g. antimicrobial subgroup etc.)
	


5.  Financial impact

	Drug name and pack size
	Dosage
	Monthly cost £
	Annual Cost

	Requested product


	
	
	

	Comparator product


	
	
	


Cost implications (product)

	Budget holder
	Patients/ year

(a)
	Product cost / year (£)

(b)
	Total cost per year (£)

(a x b)
	Comparative product cost / year (£)
	Comments

	Secondary care
	
	
	
	
	

	Primary Care
	
	
	
	
	


Other costs and considerations

	


Commissioning (In Tariff / Excluded from Tariff)

	


6. References 

Please give details here of any references used / referred to in the submission (include copies of supporting evidence as PDFs with completed application form).
7.  Declaration of conflict of interest
	Do you have any conflict of interest to declare?

Examples include:

· Consultancy with the drug company

· Department receives research funds from the drug company

· Staff within the department are funded by the drug company

· You or your staff receive funding for attendance at scientific meetings from this company
	Please tick only one box below
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No – I have no conflict of


Interest.



Yes – Please give details:

…………………………………………........

………………………………………………

………………………………………………




	Applicants Details / Counter-signatory Details



	Name of requesting Clinician or Independent Prescriber:
	

	Department / Specialty:


	

	Name of Organisation
	

	Date:


	

	Clinical Director Informed (for high cost medicines): 


	

	Date:


	

	Support by Lead Clinical Pharmacist / Medicines Optimisation Pharmacist:


	

	Date:


	


List of those consulted on this formulary application
	Date
	Name
	Organisation
	Job Title
	Via meeting, email etc 
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