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Formulary application for the use of a new medicine or existing medicine for a new indication
This application form is only to be used for medicines associated with treatments that are commissioned by Clinical Commissioning Groups (CCGs) and not those by NHS England.   If you are unsure if this is the correct form, please contact your Trust pharmacy department or CCG’s medicines optimisation team
Applications for new medicine/technologies or existing medicine for new indication will be considered by Mid and South Essex Medicines Optimisation Committee (MSEMOC) on behalf of Basildon & Brentwood, Castlepoint & Rochford, Mid Essex, Southend and Thurrock CCGs.  Where applications create a cost pressure, MSEMOC will make a recommendation to the CCG boards, and the boards will make the final decision.
Systematic processes are used to assess medicines or devices and include consideration of clinical outcomes, cost effectiveness, prioritisation and affordability.  Applications that outline the whole treatment pathway including identifying disinvestments to fund the treatment are recommended. The more information that is provided regarding the treatment requested and the place in therapy, the easier it will be for the committee to consider the proposed changes to the treatment pathway.  Please outline all the of relevant costs as fully as possible – including diagnostics, tariff charges for hospital spells, out-patient visits, etc. A key principle of this process is that the full cost and also the NET increase in cost of the new development is shown.

NICE Technology Appraisals
If the application involves a drug and indication that is subject of a positive NICE Technology Appraisal recommendation, there is no need to complete an application form.  Commissioners have a statutory duty to commission treatments recommended as part of a NICE Technology appraisal within 90 days of publication.  Local specialists will be contacted directly regarding positive NICE Technology Appraisals to incorporate them into the local treatment pathways.  Treatments not recommended by NICE, or where a NICE Technology Appraisal has been terminated, will not usually be commissioned locally.
Other NICE Guidance
NICE Clinical Guidelines, and other outputs from NICE, are guidelines by definition.  A full application with supporting evidence and a treatment pathway is required for consideration by MSEMOC.
Individual Funding Requests
This route of application is only to be used where a patient has clinical exceptions to the routinely commissioned pathway.  Where a treatment is requested for a cohort of patients, this application form must be used, rather than an individual funding request.  For further advice on the individual funding request application route, contact the IFR team on 01268 594480

· For further information on MSE commissioners’ arrangements for new drugs/indications/interventions please contact your Hospital Chief Pharmacist/CCG Lead Pharmacist, who will be able to assist you with drug costs and completion of the application form.
· For details of associated costs, contact the finance and coding teams.

· If you encounter difficulty with any of the documentation associated with this process, or to return completed applications please contact the CCG Pharmacy and Medicines Optimisation Teams on mse.moc@nhs.net 

Decisions for mental health medicines only will be delegated to EPUT Medicines Management Group (MMG) with Mid and South Essex commissioner endorsement. The EPUT MMG terms of reference will reflect this arrangement and all decisions will be taken to MSEMOC for ratification.
	Trust or Primary Care Network (PCN) name:
	     

	Contact details of person completing application (person named may be contacted for further details):
	Name:
	     

	
	Job Title:
	     

	
	Contact email:
	     



	Declaration of Conflict of Interests of Applicant:

	Please declare any interests with the pharmaceutical industry or other similar commitments, in the last 12 months, or any regular or planned commitments, or provide a null return, as appropriate.

	     



	What are commissioners being asked to consider funding?

	Name of Drug/Technology:
	     

	Indication or condition:
(1 indication only per application)
	     

	Is the application for a licensed, unlicensed or off label treatment?  (off label treatment is a drug that has a UK product license but not for the indication requested)
	Licensed        ☐
Unlicensed     ☐
Off label         ☐

	Who will initiate treatment? (GP, Consultant, Other)
	     

	Anticipated duration of treatment
	     

	Is treatment initiated by specialists and then continued prescribing is by GPs?
	Yes ☐
No  ☐ 

	If yes above, state period hospital will expect to prescribe for before GP takes over:
	     

	Is a shared care guideline needed?
	Yes ☐
No  ☐  

	Proposed initiation criteria (level of disease severity, number and type of previous treatments)
	     

	Proposed stopping criteria (indicate what a positive treatment response would look like)
	     

	Proposed pathway details for communicating treatment issues from GP to secondary care
	     

	What was the outcome of internal committee consideration
	     

	Has Medical Directors approval been granted for this treatment for any patients?  If yes, please give details
	     

	Has IFR funding been sought for this treatment and if so, what was the outcome?
	     

	Is a home care provider to be considered/used for delivery/administration of this treatment?
	Yes ☐
No 

	If yes, explain how home care will be used
	     

	If yes, specify
	Potential homecare provider:      

	
	Cost charged by homecare provider:      




	Benefits of Proposed Treatment
(Your Provider Trust Pharmacy Department will be able to assist you in completion of this section if required).

	Effectiveness and Safety

	Describe the current treatment pathway.  Please including details of number and types of appointments needed in secondary care, if relevant (can be attached as a separate page)
	     

	Describe how it is proposed that the pathway will change if this treatment is commissioned (proposed treatment pathway can be attached as a separate page)
	     

	What are the main patient orientated and disease orientated outcomes achieved by the treatment?
	     

	What is the NNT for this treatment outcome compared with usual treatments given?
	     

	How do the benefits of this treatment differ from current treatments used?
	     

	What are the main harms caused by this treatment (state the NNH if known)?
	     

	Please provide information on the cost per QALY or cost per life year gained (if known).

	     

	Provide details of any relevant evidence or recommendations from national guidance.
     
1. Evidence review must be provided in PICO format (patient, intervention, comparator, outcome)
2. Evidence must be graded 1, 2 or 3 where 1 is the highest level.  Patient orientated outcomes (POOs) will generally be of a higher level than Disease orientated outcomes (DOOs).

	Level 1: good quality patient-orientated evidence
• Systematic reviews (SRs) or meta-analyses (MAs) of randomised controlled trials (RCTs) with consistent findings related to POOs 
• High quality** individual RCTs which examine POOs 
• All or none studies*** 

**To be categorised as high quality, an RCT must meet the following criteria: allocation concealment, blinding if possible, intention-to-treat analysis, adequate statistical power, adequate follow-up (greater than 80 percent).
***All or none studies are defined as being when the treatment causes a dramatic change in outcomes, such as antibiotics for meningitis or surgery for appendicitis, which precludes study in a controlled trial.

	Level 2: limited quality patient-orientated evidence
• SRs or MAs of lower-quality studies related to POOs or of RCTs with inconsistent findings which examine POOs
• Lower-quality clinical trials which examine POOs
• Cohort studies which examine POOs
• Case-control studies which examine POOs

	Level 3: other evidence
• Any DOO study
• Case series
• Opinion
• Consensus guidelines
• Modelling from bench research






	Is the trial population similar to the local population?
	Yes☐
No☐– please explain differences

	What are, if any, the significant differences in treatment regimens between comparator treatments used in trials and local treatment pathway?
	     

	Which treatments, that offer less benefit, can be stopped to release resources to provide this treatment?
	     

	How does this treatment help progress towards local and national priorities and targets?
	     

	How acceptable is this proposal likely to be to the wider public?
	     

	How acceptable is this proposal likely to be to the patient?
	     



	Population burden of disease

	How common is the condition that this treatment addresses (per 100,000 population)?
	     

	Anticipated number of new patients expected per annum who may fit proposed criteria for this treatment (per 100,000 population)
	     



	Impact on Health System

	How much time will it take to set up the treatment development?
	     

	Is any additional staff/physical space required for this treatment development?
	     

	Describe any potential impact on other NHS or non-NHS agencies or services
	     

	What impact does this treatment have on equity and fairness?
	     

	Does this development encourage self-care?
	     



	Cost of treatment and associated costs

	Is the drug/intervention excluded from the national tariff?
	Yes☐ 
No ☐ 

	Please confirm that the CCG is the responsible commissioner
	Yes ☐
No ☐

	Comparison of drug cost with treatment alternatives

	
	Name and form of drug
	Usual daily dose
	Usual length of treatment 
	Hospital cost (if on-going provide annual cost)
	Community Cost (if on-going provide annual cost)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


· Please confirm where prices have been taken from.
· Clearly state where VAT has been included.
· Clearly state Patient Access Scheme price where one exists for NHS patients.  Prices will remain commercial in confidence to the NHS.

	What are the other costs associated with the submitted application e.g. cost of drugs to treat adverse effects or used prophylactically?
	     

	
Other costs associated with the application

	
	Proposed drug/intervention
	Current established drug/intervention

	Activity cost.  Please specify the HRG(s) that is/will be applied and the relevant tariffs.  
	     
	     

	Other costs to commissioners over and above the actual drug and/or intervention activity, e.g. hospital visits (outpatient, inpatient, day case costs), with associated tariff.
	     
	     

	Costs of tests related to the use of the submitted drug/intervention that will be charged to commissioners. 
	     
	     

	Overall marginal financial impact (including drug and activity costs) per patient per year of using the proposed treatment compared with the current standard treatment
	     



Secondary care applicants should seek support / authorisation from the relevant Divisional or Clinical Director and discuss with Directorate Finance Manager prior to submitting the application to MSEMOC.
Primary care applicants should seek support / authorisation from the PCN Clinical Director, CCG GP Prescribing Lead and CCG Lead Pharmacist prior to submitting the application to MSEMOC.
	
	Full Name
	Signature
	Date

	Applicant

	     
	     
	     

	
	
	
	

	Divisional or PCN Clinical Director

	     
	     
	     

	
	
	
	

	Chief Pharmacist or CCG GP prescribing leads
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