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Southwest London Commercial Offers Template for drugs in line with RMOC Guidance


1. Executive Summary
1.1 This document has been developed in line with the regional medicines optimisation committee (RMOC) “Free of charge” (FOC) medicines schemes. 
1.2 FOC means access to medicines in advance of a commissioning agreement, for example prior to publication of a NICE Technology Appraisal Guidance.  Also includes very deeply discounted products that are offered at a price so low that they are almost free of charge. 
1.3 This commercial offer document and template is to be used for FOC and deeply discounted schemes. 
1.4 Southwest London is increasingly seeing commercial offers based on various options. 
· Deeply discounted NICE approved drugs for new patients only 
· Price reduction based on usage 
· Free of charge pre-NICE approval
1.5 These offers are sometimes offered to one or two SWL Trusts and not all London Trusts. SWL ICS stance is for pharmaceutical companies to simply reduce the cost of the drug to allow value for money to the whole NHS and not specific to geographical areas.
1.6  This document excludes medicines approved by regulatory agencies:
· Compassionate use schemes as defined by the EMA: www.ema.compassionate use schemes
·  NICE approved Patient Access Schemes: https://www.nice.org.uk/about/what-we-do/patient-access-schemes-liaison-unit
· MHRA Early Access to Medicines Schemes: www.gov.uk/guidance/Early Access to Medicines Scheme
1.7 Participating Trusts and the ICS should assess unmet clinical need and not sign up to a FOC scheme which is solely offering a licensed medicine free of charge for the purpose of market access in advance of a commissioning agreement.
1.8 Clinical teams must liaise with their lead or specialist pharmacist before a decision to offer a FOC or deeply discounted scheme to patients. 

2. Introduction 
2.1 Schemes are made available by companies that offer medicines free-of-charge, to an identified cohort of patients, often in advance of potential commissioning approval.
2.2 Pre-NICE FOC schemes have the potential to override existing local pathways and existing NICE recommended treatment pathways.
2.3 Some FOC schemes aim to provide the treatment for a licensed indication that falls outside of NICE recommendations e.g. as a 1st line treatment when NICE only recommends after other treatment options have been tried.
2.4 Unlike medicines that have been licensed, the safety and efficacy of unlicensed medicines made available via FOC schemes may not yet have been fully considered by the regulators.
2.5 There is administrative burden of FOC schemes, so the impact on the pharmacy service is to be considered.




3. Roles & Responsibilities 
	Roles
	Responsibilities

	Trust Chief Medical Officer or delegated to 
Trust Chief Pharmacist  

	· Responsible for the policy and organisation adherence.
· Approving schemes when a significant financial or clinical risk is identified  
· Responsible for ensuring that the FOC scheme does not contradict NICE recommendations, guidance, or local commissioning arrangements.

	SWL Joint Formulary Committee (JFC) or equivalent
	· Responsible for ensuring the FOC medicine offers the patient additional benefit that outweighs any harm to the patient over and above existing treatment options 
· New drug(s) are added to the formulary with defined status e.g. (specific to a condition, the duration of the scheme) if commercial offer is approved

	Service Medical / Clinical Lead / Director
	· Responsible for having an overview of FOC medicines schemes operational in the service and ensuring the affected specialties comply with this advice.
· Responsible for planning any expenditure and resource issues that may be necessary if entering a FOC scheme. Particularly planning for if the FOC scheme is ended by the company, if the medicine becomes commissioned by the NHS and for the non-drug costs that may be incurred.

	Consultant (if approached by pharmaceutical rep and prescribing)
	· Must liaise with the lead / specialist pharmacist as soon as possible and the Trust’s Chief Pharmacist should be informed of any proposed FOC scheme.
· Responsible for ensuring that JFC has considered and supported a medicine available through a FOC scheme prior to offering it as option to patients
· Responsible for providing information to the directorate manager to allow them to plan for the on-going management of patients on a FOC scheme and identify the potential financial risk the division may be exposed to.
· Responsible for taking patients and/or their representatives through treatment options available to them and for providing high quality written information on treatment and ensuring they have enough information to consent to entering a FOC scheme. This should include explicitly explaining that should a FOC scheme end without on-going NHS funding being identified the treatment will cease, even if it is being effective.
· Ensure the patient’s GP is made aware of any FOC medicines prescribed.
· [bookmark: _Hlk99702584]Must not agree supply of medicines and associated contracts with a company directly. All FOC schemes must be referred to pharmacy for review of offer and consideration for uptake.
· Responsible for monitoring outcomes of treatment.

	Service manager
	· Responsible for providing information to the directorate manager to allow them to plan for the on-going management of patients on a FOC scheme and identify the potential financial risk the division may be exposed to.

	Specialist Pharmacists
	· Responsible for supporting consultants providing information to JFC to help decide whether to support a FOC scheme.

	Lead Procurement Pharmacist/Technician 
	· Scrutinize all written FOC agreements and sign if supportive of scheme 
· Responsible for ordering all FOC medicines 

	SWL IMO
	· Ratify commercial pharmaceutical offers presented at IMOC 

	ICS 
	· Ensure that all parties are aware of any relevant local joint commissioning arrangements or prior notification requirements.
· Advise on the impact of potential FOC schemes in ensuring preparedness for future financial and resource implications and planning for future service development.
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2 																	
	This template has been developed using the RMOC FOC medicines scheme policy.  SWL Trusts should complete the template when requesting approval from the SWL IMOC for the use of a FOC or a commercial pharmaceutical offer.  

Guidance Notes & process:
· JFC submission is required prior to filling in this from if the drug is not on formulary
· Clinician to contact pharmacy regarding all commercial scheme offers
· Pharmacy to contact LPP for advice on deeply discounted NICE approved High-Cost Drug (HCD) offers before completing the form
· Liaise with other SWL Trust colleagues and work with them for a joint approach 
Completing the template:
· Forms should be completed by a specialist pharmacist and clinician in the specialist area of the FoC scheme. Share with other SWL Trusts for input
· Trusts to jointly submit completed template to HCD&PG for review and approval
· Lead Trust to submit and present to IMOC for approval
· Ratification at SWL IMOC
· NICE approved HCD drugs with commercial offers should complete table 1 and sections 1,2 and 3
· All tariff drugs should complete table 1 and sections 2 and 3
Send completed form to: HCD template to be shared with HCD&PG members   



	Guidance for filling in the template: All to complete table 1 on page 1.  See sections below and complete appropriate table for offers /schemes.
Section 1: SWL entry criteria for any deeply discounted offers if all answered yes, complete section 1, 2 & 3
Section 2: RMOC details of the intervention 
Section 3: RMOC Criteria for FOC schemes and deeply discounted only (See Section 9 of the RMOC Free of charge (FOC) medicines schemes guidance for full list of definitions 2,3). https://www.sps.nhs.uk/articles/free-of-charge-foc-medicines-schemes-rmoc-advice-for-adoption-as-local-policy/ 
Section 4: ICS use only



	Drug name – Approved (and generic / biosimilar – if known)
	Click or tap here to enter text.
	Preparation (strength and formulation)
	Click or tap here to enter text.
	Drug company
	Click or tap here to enter text.
	Company contacts
	

	Indication
	Click or tap here to enter text.
	Summary of commercial pharmaceutical offer (including type of scheme (e.g. rebate), value of discount offered)
	Click or tap here to enter text.
	Person(s) submitting form on behalf of SWL ICS (name, job title and e-mail)
	Click or tap here to enter text.
	Date drug approved at SWL JFC if not on formulary 
	Click or tap here to enter text.
	Date of anticipated first treatment or anticipated start date:
	Click or tap here to enter text.
	There is an unmet clinical need for the FOC scheme offered?
	Yes ☐  No ☐  Please provide further details here Click or tap here to enter text.


Table 1:
	Section 1: SWL entry criteria for deeply discounted products (Products that are offered at a price so low that they are almost free of charge)

questions 1 to 4 must be answered as “yes” before continuing 
 
	Yes
	No
	N/A
	Additional details

	1. 
	Does the drug have a UK license for requested indication 
	☐	☐	
	

	2.
	Is the drug NICE approved for the stated indication?
SWL ICS will not normally consider commercial pharmaceutical offers pre-NICE.
	☐	☐	
	

	3.
	Has advise been sought from London Procurement Partnership (LPP)? (Please provide details in additional details box)
Organisation(s) to contact LPP to confirm if offer has been considered by them.
SWL ICS will only consider commercial pharmaceutical offers if advice is sought from LPP for London first (LPP does not provide advice on drugs that have not been appraise by NICE)
	☐	☐	
	If yes, please provide LPP verdict here:


	
4.
	Have all SWL Trusts using this drug for this indication been offered the same commercial scheme and are chief pharmacists supporting it? Complete details for each Trust
SWL ICS will only consider commercial pharmaceutical offers if offered and supported by all relevant SWL Trusts (unless not applicable for an individual Trust).

	☐

	☐

	



	Name of Chief Pharmacist
	Yes
	No
	N/A

	
	
	
	
	
	Croydon Health Services Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	Epsom & St Helier Hospital Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	Kingston Hospital Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	St George’s Hospital Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	Royal Marsden Hospital Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	South London and Maudsley Mental Health Trust Click or tap here to enter text.
	☐	☐	☐
	
	
	
	
	
	SWL and St George’s Mental Health Trust  Click or tap here to enter text.
	☐	☐	☐
	5.
	What is duration of commercial offer?
	
	
	
	Click or tap here to enter text.
	6.
	What is termination agreement of the scheme? 
	
	
	
	Click or tap here to enter text.





	Section 2: Details of the intervention 
RMOC criteria to be applied for FOC and deeply discounted offers
	Details
	SWL HCD&PG / SWL JFC Verdict

	1.
	Administration details (dose, route, duration, frequency, number of doses)
	Click or tap here to enter text.	Click or tap here to enter text.
	2.
	Line in therapy and what this replaces (if applicable):
	Click or tap here to enter text.	Click or tap here to enter text.
	3.
	Additional number of attendances (outpatient, inpatient, follow-ups) required for the implementation of the commercial scheme per patient
	Click or tap here to enter text.	Click or tap here to enter text.
	4.
	Estimated number of anticipated patients per financial year across SWL
	Croydon Health Services:Click or tap here to enter text.
	
Click or tap here to enter text.
	
	
	Epsom & St Helier Hospital: Click or tap here to enter text.
	

	
	
	Kingston Hospital: Click or tap here to enter text.
	

	
	
	St George’s Hospital: Click or tap here to enter text.
	

	
	
	Royal Marsden Hospital: Click or tap here to enter text.
	

	
	
	South London and Maudsley Mental Health Trust Click or tap here to enter text.
	

	
	
	SWL and St George’s Mental Health Trust Click or tap here to enter text.
	

	5.
	Are there any delivery implications? e.g. HRG, block, cost & volume etc.
	Click or tap here to enter text.	Click or tap here to enter text.
	6.
	Are extra clinical tests or monitoring required?
	Click or tap here to enter text.	Click or tap here to enter text.
	7.
	Any other implications (e.g. follow up ratios, treating adverse effects, administration, workforce):
	Click or tap here to enter text.	Click or tap here to enter text.
	8.
	Estimated overall cost saving across SWL ICS (based on answers to question 9 to 13).
	Please explain calculations here
	Click or tap here to enter text.
	9.
	The commercial scheme will only be undertaken after a formal written agreement has been signed with the company and the relevant SWL Trust(s) before commencement of any scheme. 
The written agreement should be approved by:
· Lead clinician
· Trust Chief Pharmacist (or person with delegated authority)
· Trust Chief Medical Officer (or person with delegated authority) where potential financial or clinical risk
· Homecare manager (where applicable)
· Trust legal team (where applicable)
· Caldicott Guardian (when data sharing considered)
The written agreement should be signed by:
· An authorized representative of the pharmaceutical company.
· The Trust JFC chair or equivalent
· The Trust lead clinician
· The Trust Chief Pharmacist
The signed written agreement must be copied to lead ICS representative 
	Click or tap here to enter text.	Click or tap here to enter text.
	10.
	A formal written agreement must be in place between the Company and Trust before commencement of any scheme. This must clearly set out:
☐ Clinical criteria/cohort and unmet clinical need.
☐ Patient information.
☐ Any data collection requirements.
☐ Labelling, packaging, storage requirements and pack inserts of the necessary clarity and legibility to enable to the product to be safely administered in the NHS.
☐ The length and scope of the agreement, particularly in regard to continuity of supply until NICE or commissioning approval. Similarly, there should be clear agreement as to the consequences of any anticipated NICE approval/commissioning decisions not being approved.
	Click or tap here to enter text.	Click or tap here to enter text.
	11.
	Any further comments?
	Click or tap here to enter text.	Click or tap here to enter text.



	[bookmark: _Hlk90026596]Section 3: RMOC Criteria for FOC schemes and deeply discounted 

	
	Yes
	No
	Trust assessment and comments
	SWL HCD&PG / SWL JFC Verdict

	1.
	Has pharmaceutical company submitted to NICE?
RMOC guidance states: In principle Trusts should not consider FOC schemes if not submitted to NICE for consideration
	

☐ 	☐
	If, yes, what is estimated publication date: Click or tap here to enter text.
	Click or tap here to enter text.
	2.
	There will be equal access for all patients with the agreed indication in the trust or unit once a contract has been signed (or equivalent)?
	☐  
	☐ 
	Click or tap here to enter text.	Click or tap here to enter text.
	3.
	If the scheme has an element of patient data collection, there will be a non-disclosure agreement or the explicit consent from patients to share relevant, non-identifiable information?
	☐ 
	☐
	Click or tap here to enter text.	Click or tap here to enter text.
	4.
	Where an established treatment pathway exists, the evidence for the proposed place in treatment has been submitted with this application?
	☐  
	☐
	Click or tap here to enter text.	Click or tap here to enter text.
	5.
	There are clear expected outcomes from the use of this treatment?
	☐	☐	
Click or tap here to enter text.	Click or tap here to enter text.
	6.
	Funding arrangements have been agreed with the pharmaceutical company for existing patients if drug gains NICE approval?
	☐	☐	Click or tap here to enter text.	Click or tap here to enter text.
	7.
	Funding arrangements have been agreed with the pharmaceutical company for existing patients if drug gains NICE approval, but the patient does not fit the funding criteria?
	☐	☐	Click or tap here to enter text.	Click or tap here to enter text.
	8.
	Funding arrangements have been agreed with the pharmaceutical company for existing patients if the drug does not gain marketing authorisation / NICE approval?
	☐	☐	Click or tap here to enter text.	Click or tap here to enter text.
	9.
	There are mechanisms in place to monitor the FOC and to ensure that written agreements are adhered to?
	☐	☐	Click or tap here to enter text.	Click or tap here to enter text.
	Any Further Comments?Click or tap here to enter text.



	SECTION 4: ICS use only 

	This meets RMOC approval criteria:
	Yes ☐    
Comments Click or tap here to enter text.                            
	No ☐
Comments Click or tap here to enter text.

	This does not meet RMOC criteria:
	Reason: Click or tap here to enter text.                            

	Agreement at SWL IMOC
	
Click or tap to enter a date.
	Any Further Comments?Click or tap here to enter text.
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