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 Application for Inclusion of a non NICE appraised Medicinal Product in the Interface Formulary


Section 1: Information on the Medicinal Product

	Date submitted
	     

	Approved/ generic name
(If this medicine is subject to a NICE TAG or CG please complete alternative abridged form)
	     


	Brand Name
	     

	Current BNF chapter reference
	     

	Pharmaceutical form and strength

(only formulations listed will be considered for formulary application)
	     


	Indication(s)
	     


	Is the medicinal product licensed for this indication?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Dosage 

(state dose for all indications represented in this application)
	     


	If product is unlicensed or to be used “off label”, provide references to support dosage
	     

	Reason for request

	     



Section 2: Clinical Evidence to Support the Application

2a: Evidence of Efficacy

	Please report clinical outcomes in preference to surrogate markers; absolute and relative risk/hazard ratios; and NNTs as a minimum, where available.

	Vs placebo
	     

	Vs current “best available therapy”
	     

	Vs other comparators
	     

	References 
Please provide copies of peer reviewed papers 
	     



2b Evidence of Safety

	Please report incidence of adverse effects in both active and comparator arms of trials, absolute and relative risk increases and NNHs, where available.

	Principal adverse effects
	     


	Serious adverse effects
	     

	Please indicate approximate number of subjects who have been exposed to the product during clinical trials.
	     

	Were any significant patient groups excluded from clinical trials?
	     

	Please detail any specific pre-treatment requirements (e.g. baseline LFT) and any ongoing monitoring requirements. 
	     


	Please detail any relevant safety concerns in relation to storage/prescribing/preparation/ use/administration/ disposal.
Where appropriate, compare its safety to treatment options currently in use.
	     

	References Please provide copies of peer reviewed papers 
	     


Section 3: Position within therapy 

	Please indicate clearly, where within the current drug treatment pathway/algorithm do you intend to use this product?

Attach any current/proposed revised pathway/algorithm.
	     


	Please indicate if there is a sub-group of patients in whom this product has demonstrated particular benefit or would be a preferred option
	     


	If you wish to make any other comments in support of the application, please do so here:
	     



Section 4: Position within the Formulary

	Position in Formulary:

GREEN:  ……….These medicines are freely prescribable within primary and secondary care.

YELLOW:  …….. These medicines are considered as second choice or they are restricted in some other way eg. unlicensed/off label. The restriction is stated next to the medicine. They may be prescribed within primary and secondary care.
DOUBLE YELLOW: …….. The prescribing of these medicines is restricted – the restriction is stated next to the medicine. In addition to the restrictions, all medicines in this column may require an Effective Shared Care Agreement (ESCA) before prescribing can be undertaken in primary care. ESCAs will be developed via collaboration between the Formulary Working Group and the relevant specialists.

RED:  …….. These drugs are for specialist use only. They should not be prescribed in primary care. 

Inclusion in the Formulary does not guarantee that specific funding arrangements are in place.

	Proposed position in Formulary (see above for guidance) and brief rationale
	     

	Is this medicine likely to be prescribed in an out-patient setting
	Yes FORMCHECKBOX 

No   FORMCHECKBOX 


	Which products are currently in the Formulary for a similar indication?
	     



	Will this product replace a product currently in the Formulary? If not, why not?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

     

	What are the alleged advantages of this product over existing Formulary products?
	     


	Has MTRAC Guidance
 been issued?

Use this link to check MTRAC recommendations

	NO  FORMCHECKBOX 

PENDING (due ……………….)

YES 

· Suitable for GP prescribing

· Effective Shared Care Agreement (ESCA) required

· Not appropriate for GP prescribing

	Is there:

 NHS evidence New Drug Summary
SMC guidance

AWMSG guidance


	Yes FORMCHECKBOX 
 provide link:            No   FORMCHECKBOX 

Yes FORMCHECKBOX 
 provide link:            No   FORMCHECKBOX 
 
Yes FORMCHECKBOX 
 provide link:           No   FORMCHECKBOX 



	Is this medicine PbR excluded?
Use this link to check
(Contact your Directorate Pharmacist if you are unclear on how to do this, or of the financial implications of PbR to this application) 
	Yes FORMCHECKBOX 

No   FORMCHECKBOX 

     


Section 5: Potential expenditure across the Health Community

5a: Cost per patient
	Please provide information for both Acute and Primary Care settings

	
	HEFT (use actual price that HEFT expect to pay)
	Primary Care (use standard drug tariff price or BNF cost)

	Cost of product per patient per 28 days’ treatment at most common dosage (or other if appropriate – please specify) 
	     
	     

	Where appropriate, cost of product which this will replace - per patient per 28 days’ treatment at most common dosage (or other if appropriate, please specify) 
	     
	     

	Please detail any indirect cost  increase or saving
	     

	     



5b: Estimate of Number of patients to be treated

	Please provide information for both Acute and Primary Care settings

	
	HEFT
	Primary Care
Please give figures per PCT population

	In the first year
	     

	SCCG

	BCC

 CCG

	SES&SP

CCG


	
	
	     
	     
	     

	In the second year
	     

	     
	     
	     

	Over the next 3-5 years (will there be a trend?)
	     

	     
	     
	     


Section 6: Sponsor of Application

By signing this application you are confirming that:

· You have agreement from Consultants within your directorate (and if appropriate other directorates who may have an interest in using this product) regarding the proposed place in the treatment pathway of this product as well any proposal you may have made to replace any existing product.

· You will cascade the result of this formulary application to your Directorate colleagues. 

· Your Clinical Director, and Directorate Pharmacist support the proposed clinical benefit of this preparation and that your Directorate Manager has confirmed the affordability of the product within the terms of the application.
· The information supplied is correct to the best of your knowledge at the time of submission
Please forward this completed form along with all references to:

	Title:
	Name:

	Formulary Team
	formulary@heartofengland.nhs.uk

	Interface prescribing manager
	Carolevans2@nhs.net

	Your Clinical Director
	     

	Your Directorate Manager
	     

	Your Directorate Pharmacist
	     

	You are invited to attend Formulary Working Group meeting to support your application. Meetings take place at Solihull Education Centre on the third Tuesday of each month, between 12.30 and 2pm. Please specify below, which meetings and time slots you are available to attend. Approximate time slots available are:

12.30pm  to 12.50 pm. 

1.00pm to 1.20pm

1.30 to 1.50pm

	
	 1st choice Month
	Time slot 
	2nd choice Month
	Time slot

	
	
	
	
	


A member of the formulary team will contact you to confirm receipt of your application and advise you of the date and time your formulary application will be heard by Formulary Working Group. 
	Requested by:
	     

	Signature:
	     

	Directorate
	     

	Please declare here any relationships with the manufacturer or marketer of the productE.g. drug company funded research and/or staff; sponsorship etc, see below **.
	     

	Please indicate any assistance received from pharmaceutical companies in completing this application
	     


** You must fully disclose: clinical trial work; other paid or sponsored research or audit (clinical or non clinical); meeting(s) sponsored in part or whole; meeting attendances paid or sponsored in part or whole; Advisory panel or consulting work or other  employment; paid lecturing; gifts, meals, hotel accommodation or other hospitality; any other potential conflict of interest (including shares held). Articles of low intrinsic value, i.e. less than £50, such as diaries or calendars, need not be declared.  Modest hospitality, such as meals, does not need to be declared provided that the individual cost per year is less than £50. However, if more than one gift or meal is made from the same or a related source within a 12 month period totalling more than £50, they should be declared. Declaration of funding source should include financial interests over the three years to date, and should include prospectively agreed research income for the next year.  Declarations do not distinguish between personal payment and payment to a Trust fund or research account and should include financial association of immediate family members. Code relationships as follows: 
A 
>£50 and < £5,000

B   
£5,000 - £20,000

C 
> £20,000



Guidance


Applicants are advised that those formulary applications for medicines that:


Are PbR (Payment by results) excluded AND are not subject to a positive NICE Technology appraisal 


OR


Require additional funding in order to be introduced


must be submitted with the support of a full business case.





All essential information in support of this application must be added directly to the application form with full references provided electronically. Formulary Working Group will not consider evidence submitted solely as an appendices or as part of an industry formulary pack














PAGE  
REVISED Application form – for discussion at FWG SEPTEMBER 2013 



