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North Central London
Joint Formulary Committee


	Drug Name (Brand Name®, Manufacturer): Indication


Summary
Summarise, based on the considerations in the evaluation, whether the drug should be adopted for use.  Consider whether, for example, particular stopping criteria or use under evaluation should be considered. Include place in therapy and alternative treatments where available.

Outline three key questions for the Committee to consider

	Drug
	RAG
	Information

	Efficacy vs. placebo	Comment by Barron, Andrew: Efficacy: 
Green = SLR+MA, RCT
Amber = Open label, cohort studies
Red = Case series, expert opion, abstract only, no data
	
	

	Efficacy vs. relevant comparator
	
	

	Safety	Comment by Barron, Andrew: Safety
Red = any of the following
Unknown risk 
Narrow therapeutic index including drugs requiring therapeutic drug  monitoring 
Drug subject to specific safety concerns e.g. MHRA drug safety update or SPS
High risk of serious adverse effects 
Amber = Moderate risk of serious adverse effects 
Green = Low risk of serious adverse effects or similar incidence of severe adverse effects than placebo
	
	

	Convenience	Comment by Barron, Andrew: Convenience:
Green = better than active comparator and/or similar to placebo 
Amber = similar to active comparator 
Red = worse than active comparator
	
	

	Budget impact for NCL	Comment by Barron, Andrew: Budget impact for NCL
Red = >£15,000
Amber = £0-£15,000
Green = cost-minimising
Grey = NHSE
	
	

	Recommendation in national or international guidance	Comment by Barron, Andrew: Recommended by national or international guidance
Green = BNF/BNFc, ToxBase, UK national guidance (NICE, SIGN, PHE, SMC, NHSE, DoH)
Amber = Martindale, Micromedex, Other UK/EU guidance, Non-EU guidance, UpToDate 
Red = no recommendations identified
	
	


Background 	Comment by Barron, Andrew: ALL USERS:
Please use the ‘Styles’ above to ensure constant formatting; manually changing font or paragraph settings should be a very rare occurrence. 
There are pre-set styles for 
Main body of text (NCL Body Text)
Main headings (NCL Heading 1)
Sub headings (NCL Heading 2)
Subsection (NCL Subsection)
Bullet points (List Bullet)
Numbering (List Number) 
Table heading (NCL Table headings)
Table text (NCL Table Text)
Table footnotes (NCL Table Footnotes)

NEVER copy and paste ‘with formatting’ into this document. Always ‘Right click’ + ‘Paste Options’ + ‘Keep Text Only’ (the ‘A’ symbol).

If there are any problems, please contact admin.ncl-mon@nhs.net   	Comment by Barron, Andrew: Before you start, check the SPS https://www.sps.nhs.uk/ which includes most ‘New product evaluations’ within each drug monograph. Also check NICE, SMC and AWMSG directly.

As a last report, search evidence.nhs.uk 
Summarise briefly the disease, the drug in question, and alternative treatments.  Consider whether the drug and indication are licensed / off-label / unlicensed. With particular reference to the drug for review, outline briefly NICE guidance in the therapeutic area or other best practice guidance in the absence of NICE (see UKMi).
Proposed place in therapy
Detail the proposed place in therapy as described by either the requesting clinician or the manufacturer; outline the nature of comparators.	Comment by KASSAM, Mehreen (UNIVERSITY COLLEGE LONDON HOSPITALS NHS FOUNDATION TRUST): Consider whether the application is also relevant to adolescents or paediatrics
Efficacy
Outline and summarise the clinical literature reviewed.  Include a brief explanation of the trials included and the rationale for focusing on specific studies (for example, active comparator RCTs only may be considered, or a recent meta-analysis).  For included studies summarise key characteristics; for RCTs, for example:  
The trial design including the population and any important inclusion/exclusion criteria   
The number of subjects and the allocation process  
The primary efficacy endpoint  
The key results and their statistical / clinical significance  
Consider, for example, how internal and external validity of the trials might affect use in actual clinical practice; and what the absolute advantages of the drug are in comparison to a natural comparator – are there any direct comparisons, meta-analyses, Cochrane reviews etc, or can data from other registrational studies be used as a loose comparison.  
How does this compare with current therapy?  What are the limitations in comparing older studies with newer ones – study design, duration, patient populations, endpoints etc.
Relevant clinical trials which have not published
Search https://clinicaltrials.gov/ct2/search/advanced for studies which are planned however have not reported. Knowledge of forthcoming trials will support the Committee in understanding the degree of uncertainty surrounding the risk/benefit and may support the Committee in delaying a decision until the evidence base has matured.  
Use the above link to identify the NCT number then enter the number into https://scholar.google.co.uk/ to establish whether the study results are in the public domain. 
Safety
Key adverse events
Outline key safety data identified in the efficacy studies.  Such safety considerations relate to the drug entity itself rather than its use in practice; as such the main focus will be to describe potential adverse drug reactions and any limitations in understanding their nature.
Risk assessment	Comment by Andrew Barron: This more broadly about risk, including:
 Is there something new about the administration that could go wrong (patient or clinician) 
 Risk with overdose
 IV (use scale below) or intrathecal 
Include any risks associated with administration.	Comment by Barron, Andrew: Include the NPSA “Promoting Safer Use of Injectable Medicines” table if appropriate.

https://www.sps.nhs.uk/wp-content/uploads/2016/12/Specimen-high-risk-list-Version-3_Final-28thNov16.pdf 

	Drug name
	Prepared injectable
medicine
	Therapeutic 	Comment by Barron, Andrew: There is significant risk of patient harm if the injectable medicine is not used as intended1
risk
	Use of  concentrate	Comment by Barron, Andrew: The product must be further diluted (after reconstitution) before it can be injected
	Complex calculation	Comment by Barron, Andrew: A complicated calculation must be performed in order to prepare or administer the product. This includes calculations with more than one step, or conversions between dose units, e.g. percentage to milligrammes per millilitre
	Complex preparation
	Comment by Barron, Andrew: More than five non-touch manipulations are required to prepare the product, or when syringe-to-syringe transfer or a filter is used
	Reconstitute 	Comment by Barron, Andrew: Where a dry power preparation must be reconstituted
vial
	Part/multiple container	Comment by Barron, Andrew: Part or multiple vials/ampoules are required to fulfil the prescription
	Use of infusion	Comment by Barron, Andrew: An infusion device is required to give the injectable
pump/driver
	Non standard infusion set	Comment by Barron, Andrew: A low sorption, air inlet or light-protected administration set needs to be used to administer the injectable
	Total Risk Factors	Comment by Barron, Andrew: The NPSA advises that practice that scores 1‑2 is low risk, 3‑5 is moderate risk and 6 or more is high risk.

	
	
	
	
	
	
	
	
	
	
	


Cost-effectiveness
Give an outline of any data identified or a statement that health economic analyses are not available as necessary:  No health economic data were identified.  
Where an analysis exists, report:   
Key assumptions of the economic modelling 
Cost per QALY (or cost per gain in natural marker if no cost-utility analysis identified) 
Range of costs per QALY if sensitivity analysis reported
Convenience
Consider whether patient and/or healthcare provider convenience is affected by the drug.  Consider:  tolerability of the drug; acceptability of the drug and administration route by the patient; adherence to treatment (if assessed in trials, or if administration route could affect this); patient preference for this drug (if assessed in trials). Consider any practical information about drug administration, such as oral, SC injection.
Financial implications
Likely commissioning and funding pathway
Consider the funding pathway—for example, whether the drug is in tariff or excluded; and whether commissioning will be through CCGs or NHS-E.     
Drug cost
Choose an item.
Pack prices and annual/course cost per patient. Consider the drug’s cost in comparison with alternatives. Consider whether patient access schemes, for example, have an effect on comparative costs. Think about patents for alternatives. 
Healthcare resource utilisation
Consider the potential effects on hospital attendances, for example, or other resource utilisation issues.    Include details of monitoring required and frequency, and other tests required, e.g. endoscopies.
Budget impact
Consider the likely budgetary impact.  If available this section might also report the estimated cost per 100 000 population; to include:  
The cost of treatment for an individual patient per unit of time
Anticipated number of patients to be treated across Trust/NCL
Estimated non-recurrent costs of adopting the technology per 100,000 population (and the epidemiological data that is based on)
Estimated recurrent costs of adopting the technology per 100,000 population (and the epidemiological data that is based on)   
Suitability for GP prescribing
Choose an item.	
Shared care is not appropriate if patient numbers are low (<2/100 000 population). 
Shared care should be reserved for drugs that require specialist involvement for patient selection, initiation, stabilisation and monitoring; and where regular monitoring is required on an ongoing basis and/or there is a need for specialist assessment for effectiveness/toxicity.
Legal status & procurement 
Legal status: Choose an item.	
Storage & handling requirements: Choose an item.	
Consider access in the community for unlicensed medicines; is the drug available via Import or from a Special’s Manufacturer. 
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