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. Introduction

A free of charge (FOC) medicines scheme is defined as an arrangement where a UK licensed,
or unlicensed medicine is provided free of charge by a pharmaceutical company to an individual
patient or an identified cohort of patients. Medicines in FOC schemes are generally, high cost,
tariff excluded medicines commissioned by NHS Integrated Care Boards (ICBs) or NHS
England Specialised Commissioning.

This definition also includes very discounted medicines offered at a price so low that they are
almost free of charge for example, £1 per pack or schemes offering significant discount / rebate.

There are different types of schemes for:
« free of charge medicines

o before a commissioning agreement is in place for example, before publication of a
positive National Institute for Health and Care Excellence (NICE) Technology
Appraisal (TA) recommendation, or before publication of an NHS England
commissioning policy.

o following a positive NICE final appraisal determination (FAD).

« significantly discounted medicines — where a Patient Access Scheme (PAS) or commercial
arrangement may already be in place, for example after publication of a positive NICE TA
guidance or FAD and the scheme is offering medicines at a much lower cost than the current
PAS/commercial agreement.

Signing up to FOC schemes can:
e lead to unwarranted variation

« undermine NICE guidance and contribute to inequitable access to these medicines across
England

« introduce risks associated with national commercial medicines negotiations and financial
risks to local systems.

2. Purpose

This document outlines the roles, responsibilities, and governance arrangements required —
aligned with NHS England's national policy recommendations on Free of Charge (FOC)
schemes— to support a consistent and equitable approach across Sussex providers when
considering participation in such schemes.

The motivation of pharmaceutical companies offering FOC schemes is often unclear, and there
are concerns they are designed to build early product demand and ‘seed the market’ in advance
of NICE or local commissioner decisions.

Whilst FOC schemes have the potential to enable patients access to promising treatments
where there is an unmet clinical need, they can also introduce clinical, operational and financial
uncertainties. This is particularly relevant where the evidence base is still evolving or where the
treatment does not yet have a positive NICE recommendation. They also risk undermining
existing evidence-based treatment pathways made by NICE or local centers as well as
potentially creating unplanned demand and costs outside of agreed commissioning processes.
Therefore, all FOC medicines schemes should be appropriately managed to safeguard both

Improving Lives Together 2

SHCP APC 11/25 Review 11/27 Expires 11/28


https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-technology-appraisal-guidance
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-technology-appraisal-guidance
https://www.nice.org.uk/Glossary?letter=F
https://www.nice.org.uk/about/what-we-do/patient-access-schemes-liaison-unit
https://www.england.nhs.uk/long-read/free-of-charge-foc-medicines-schemes-national-policy-recommendations-for-local-systems/
https://www.england.nhs.uk/long-read/free-of-charge-foc-medicines-schemes-national-policy-recommendations-for-local-systems/

Sussex

Health&Care

atients and the NHS.

3. Recommendations

The following recommendations have been made by NHSE in its national FOC policy. They
apply to all FOC schemes regardless of whether a NICE TA or NICE highly specialised
technology (HST) has been published or not:

(1) Early discussion of potential FOC schemes (with an identified clinical need) should be
undertaken with the relevant ICS stakeholders to allow robust suitability assessment of
potential impact on currently commissioned pathways (locally or nationally commissioned
through NHS England).

(2) Organisations within Integrated care systems (ICSs) should not sign up to a FOC
scheme if:

e There is no unmet clinical need.

an unmet clinical need is - ‘a condition for which there exists no satisfactory
method of diagnosis, prevention, or treatment or, even if such a method exists, in
relation to which the medicinal product concerned will be of major therapeutic
advantage to those affected.’

e |tis solely offering licensed medicine free of charge or at a lower cost for the
purpose of market access in advance of a commissioning agreement (i.e. awaiting
NICE publication).

e The pharmaceutical company has chosen not to make a submission on a topic
that NICE has identified as requiring guidance. This includes medicine indications
that the company has chosen not to submit to NICE, which has meant that NICE
are unable to issue guidance. Such arrangements are therefore not generally
supported because the clinical and cost effectiveness of the treatment is unknown.

e A positive NICE FAD /Final Draft Guidance, a PAS, EAMS or other commercial
arrangements is already in place, including any schemes offering medicines at a
significantly discounted rate or at a lower cost than the current PAS price for
indications as defined by the NICE guidance, FAD (i.e. post NICE TA).

¢ |f a PAS or commercial agreement is already in place and the scheme could
potentially lead to an increase in inequity in access to medicines and will affect
treatment pathways for that indication.

e The medicine or condition is currently commissioned by the ICB or NHS England
specialised commissioning. (FOC for medicines commissioned by NHS England
will need to be discussed with regional specialised commissioning leads prior to
any FOC being implemented)

e Itis simply to reduce costs by replacing an existing therapeutic option in an
established pathway. Ensure all clinically appropriate formulary options have been
exhausted.

e ICSs should not sign up to FOC schemes that cap the number of patient numbers
who are eligible for access as this leads to inequity

(3) When the FOC schemes for medicines are launched following a positive NICE TA
recommendation:
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e providers should not sign up for a FOC scheme if it may result in patients receiving
medicines that are not as efficacious as other treatments, i.e. those treatments
that are recommended earlier in the NICE treatment pathway.

¢ where NICE recommends the treatment and the patient meets the eligibility
criteria, the FOC scheme should specify that the free supply stops at the funding
date and the ICS is expected to fund ongoing treatment thereafter.

(4) When the FOC schemes for medicines are launched when a positive NICE TA has not
yet been received or when the NICE TA recommendation is negative:

e where NICE does not recommend the treatment including non-submissions by
companies, ongoing supply arrangements should be considered at the outset of
the FOC scheme and exit provisions included in the written agreement where
there is an ongoing patient benéefit.

e where NICE approved eligibility criteria are not met, the pharmaceutical company
is responsible to continue to supply treatment FOC until the clinician and the
patient decide that the treatment should be stopped.

(5) Any additional costs outside of the FOC scheme should be discussed and agreed within
the ICS before a decision to progress the scheme is made, particularly if new activity is
involved.

Exclusions

These above recommendations:

e do not preclude access to treatments which are considered exceptional and suitable for
consideration through the commissioners IFR process.

e do not primarily focus on FOC schemes that allow access to treatments for rare
conditions which would ordinarily be covered by a compassionate use scheme or a
clinical trial.

¢ exclude those medicines approved by regulatory agencies where more defined
frameworks are specified. These are compassionate use supplies, free of charge
medicines as part of a NICE patient access scheme or the Medicines and Healthcare
products Regulatory Agency (MHRA) early access to medicines scheme (EAMS).

4. Risks with FOC schemes

FOC schemes may appear to offer the potential for a short-term saving in the cost of the
medicine, however, other factors and hidden costs need to be considered:

e supporting costs for staff, equipment, concomitant medicines (particularly if funded).

e ongoing ordering, supply, and monitoring of the medicine. Failure of supply route could
be an operational risk and therefore provider(s) may want to discuss stock commitments
within the FOC agreement to meet their needs.

e ongoing management of the scheme.
e data anonymisation and transfer risks and the associated administrative workload.
e waste management.

e cost of medicines after the end of the FOC scheme.
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activity costs that have not been commissioned for example admissions, outpatient
appointments, follow up ratios, monitoring, treating adverse effects.

potential for harm and medical negligence claim should an adverse incident occur, plus
the resulting reputational risk.

undermining the NICE guidance as the funding mandate still applies to medicines
approved by NICE, therefore any FOC scheme should not preclude patients from
accessing a NICE approved treatment.

where FOC medicine could be given in combination with currently funded medicine(s),
there is a risk that this could lead to increases in the costs of the currently funded
medicine(s) due to an increase in duration of treatment; this is more common in
chemotherapy regimens.

5. Responsibilities

Key responsibilities for mitigation of risks.

Sussex ICB:

Provide the governance framework for FOC schemes to prevent the introduction of
inequity with patients of equal clinical need being treated differently.

Ensure that the FOC scheme does not undermine the impact of local or national
commissioning arrangements, including approved pathways and guidelines.

Keep a record of ICB FOC schemes and decisions to ensure a trail of accountability.

Sussex Providers:
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Have an internal governance process for considering FOC schemes which:
e Clearly specifies the unmet health need of the patient cohort.
¢ Aligns to the recommendations outlined in section 3

e Ensures the FOC scheme has been consulted on and is supported by the
following stakeholders:

i)  Specialists / consultants
i)  Specialists / directorate pharmacist
iii)  Chief pharmacist
iv)  Finance team (for funding approval for any additional costs newly
introduced by FOC scheme)
v)  Other relevant stakeholders (where applicable)

e Ensure FOC medicines are to be supplied through the appropriate
channels in the pharmacy department (or home care where applicable).
This process should be facilitated by pharmacy procurement (and local
Quality Assurance if unlicensed) once the FOC scheme is approved. FOC
medicines should not be supplied directly to patients, wards, clinics, or
medical staff.

Patients (or parent/carer) must be made aware prior to commencing treatment that, if a
NICE TA is not achieved, treatment with the FOC medicine may be discontinued, even if
they perceive they have had benefit from treatment.

Any data collection requirements must be formally agreed by the provider(s) prior to
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commencement.
e Patient identifiable data should not be shared under any circumstances.

Provides assurance to the ICS through the Sussex Area Prescribing Committee (APC) that
e Any scheme approved align to the recommendations in section 3

e FOC schemes has been shared with other Sussex providers to avoid inequity of access
across the region

e There is a plan to manage existing patients and to ensure that no new patients are
initiated on FOC medicines, if it gets a negative NICE TA recommendation

e There are no additional costs incurred over and above NICE approved guidelines and
treatment pathways once the FOC scheme has expired

For further information on roles/responsibilities see Section 3.6 of NHS England guidance.

6. Governance

e Any proposed FOC scheme should satisfy the principles outlined in Appendix 1 (FOC
approval request template) in order to be approved by a local provider medicines
governance / optimisation committee.

¢ A formal written agreement must be in place between the Company and Providers before
commencement of any scheme. The written agreement must clearly set out:

- Clinical criteria/cohort and unmet clinical need
- Patient information
- Any data collection requirements (non-identifiable only)

- 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

- Exit arrangements if treatment does not receive NICE approval and management plan
if the approval is delayed beyond length of the FOC scheme

- If patients do not meet the treatment criteria set by NICE, NHS England or the
relevant commissioner, the position regarding continuation on the FOC medicine and
the management of the financial risk is to be specified in the agreement

- In principle, all FOC supplies must continue until the medicine is commissioned and
funding is in place. Any exceptions to this principle must be detailed in the formal
written agreement outlined above
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C Application Process Map

Pharmaceuticalcompanyproposesa FOC scheme

2

Lead/specialist pharmacist/clinical team at Trust to review the FOC scheme against NHS
Sussex/NHSE FOC guidance

\Z

Lead/specialist pharmacist/clinical team to complete FOC approval request template
(appendix 1) and perform stakeholder engagement

\Z

The FOC scheme and approval request template to be reviewed by the provider based local
medicines governance/optimisation group

N\

Both positive and negative outcomes to be submitted to the Sussex APC for noting
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ppendix 1

Free Of Charge / Manufacturer Discounted Medicines Schemes
— Approval Request Template

Sussex providers intending to sign up to a FOC scheme should use this template to request
approval of the scheme from their medicines governance / optimisation committee. After
consideration, a summary report should be sent to the Sussex APC for noting, via
sxicb.sussexapc@nhs.net

This submission must provide assurance that the scheme meets following principles as well as
adheres to the NHS England FOC policy recommendations. Completion of the templates does not
ensure future commissioning arrangements.

e The FOC scheme provides a medicine for an unmet clinical need to a defined patient cohort.

Unmet clinical need is ‘a condition for which there exists no satisfactory method of diagnosis,
prevention, or treatment or, even if such a method exists, in relation to which the medicinal
product concerned will be of major therapeutic advantage to those affected.’

e The FOC scheme is not for medicine that is currently under review by NICE and is expected
to have a technology appraisal or guideline published within the next three months.

e The FOC medicine should not replace an existing therapeutic option in an established
pathway simply to reduce costs.

e The FOC scheme must have a patient-centred approach with an aim of improving outcomes.

e The FOC scheme application submitted must be supported by all the published evidence for
the effectiveness of the medicine.

¢ Availability of the FOC scheme has been shared with other Sussex providers to help avoid
inequity in its availability across Sussex. (Note: This may not be applicable if the FOC
scheme is limited to services delivered by a specific provider.)

e The approval request template clearly details funding responsibilities once the NICE TA or
local commissioning agreement has been decided, depending on whether the outcome is
positive or negative.

¢ Providers must have a clear treatment/management plan for patients on FOC medicine
which may not receive a positive NICE TA or do not meet the criteria. (NHS Sussex is not
responsible for funding treatment in non-commissioned indications or where patients do not
meet the NICE criteria)

¢ The implementation of FOC schemes must not affect the capacity of the provider teams to
deliver commissioned services.

e Providers should have a local policy in place to acquire full informed consent, for each patient
who opts into the FOC scheme, including any restrictions on duration of treatment.

e The company has agreed to continue funding the FOC medication for the full duration of the
NICE TA implementation period (i.e., 30 or 90 days, as applicable).
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pproval Request Template

Please complete all sections as thoroughly as possible.
Organisation requesting FOC

Scheme
Requesting Clinician (if applicable)
Completed by / date

Medicines Information
Approved medicine name (include
generic or biosimilar name if
known)
Preparation
(include strength and formulation)
Pharmaceutical company offering
the FOC medicine
UK license status
Clinical indication
Regimen (i.e. dose, route, duration
and frequency, number of cycles.
Include all supportive care
medication used in combination
with FOC medicine)
Responsible commissioner for this
medicine used for this indication?
(ICB or NHSE)
Is the medicine available via EAMS?
(yes or no)
Current NICE status - does the
medicine have a positive NICE FAD?
(yes or no). If yes, see
recommendations (section 3) on
when ICS should not sign up a FOC
If the medicine has a positive NICE
FAD, does the indication, dose,
frequency described in the FOC
scheme fall outside of NICE
criteria? (yes or no)

Clinical considerations
Is there an unmet clinical need?
provide details
How does the FOC address unmet
clinical need?
Position of the FOC medicine within
the current treatment pathway (if
applicable)
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Kny other information/supporting
evidence (clinical trial info, protocol
etc.)
Funding arrangement & Provider activity
Details of the Scheme being offered
Duration of the FOC scheme
Estimated number of anticipated
patients per financial year
Funding arrangements agreed with
pharmaceutical company for
existing patients if medicine gains
NICE approval
Funding arrangements agreed with
pharmaceutical company for
existing patients if medicine gains
NICE approval, but the patient does
not fit the funding criteria
Funding arrangements agreed with
pharmaceutical company for
existing patients if the medicine
does not gain marketing
authorisation / NICE approval
Trust activity - please detail
number of attendances
(outpatient, inpatient, follow-ups)
required for the use of the
medicine
Risks
Any financial risks involved with
implementing the FOC scheme?
Any workforce risks involved with
implementing the FOC scheme?
Any operational risks involved with
implementing the FOC scheme?
Other considerations
Has the FOC scheme information
shared with other Sussex Providers
(if not, provide information)
What minimum dataset required by
the company to administer the FOC
scheme
Is this FOC medicines scheme
request supported by the trust
medicines governance committee
(or equivalent)? (yes/no)
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