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PROCEDURE FOR REQUESTING THE ONE-OFF USE OF A NON-
FORMULARY DRUG FOR A NAMED PATIENT

Aim of Procedure

The Kent & Medway Joint Medicines Formulary aims to encourage safe, rational and
cost-effective prescribing within the Trust and local primary care areas. Prescribing
outside of the formulary is not encouraged as it may compromise these aims.
However, there are occasions that non-formulary prescribing may be appropriate and
this procedure aims to ensure that applications for these drugs are processed in a
consistent, professional and efficient manner.

This procedure should be used for any one-off request for named-patient use of a
non-formulary drug or formulary drug for a non-formulary indication. A clear rationale
as to why this drug/use is needed over existing formulary choices must be provided.
Both licensed and unlicensed drugs and indications or routes will be considered. If
the new drug is an unlicensed product, please refer to the Trust Unlicensed
Medicines Policy for the steps that are required in addition to the steps outlined
below.

This process is not a substitute for making a full new formulary drug submission to
the Drugs Therapeutics and Medicines Management Committee (DTMMC) or
Integrated Medicines Optimisation Committee (IMOC) where the drug or use is likely
to be required for more than one patient.

Procedure

1. As part of the screening process, clinical pharmacists and technicians should
check that a prescribed drug is on formulary before supplying

Non-formulary drugs that are EXISTING TREATMENT for the patient

2. If an in-patient has been admitted on a non-formulary drug that requires re-
supplying, screening pharmacists should please consider the following before
approaching the Formulary Pharmacist:

e Does the patient have more of his or her own supply that could be brought in
from home?

e Or an FP10 ready to be taken to the local pharmacy for supply by a
friend/relative who can bring it in?

¢ Can the drug be switched to an approved formulary choice with no adverse
effect to the patient?

o See ‘Approved Formulary Switches’ guidance

e Is the drug still appropriate and necessary for treatment?

e What is the cost and likely lead-time for the drug to come in (it is the
requesting pharmacist’s responsibility to check this with purchasing in stores),
and would this delay have any impact on the patient’s treatment? Think about
whether this will arrive after a patient is due to be discharged — supplies
should not be ordered in this case.



https://twhqpulse02.mtw.nhs.uk/QPulseDocumentServiceOrgWideDocumentation/Documents.svc/documents/active/attachment?number=RWF-OPPPCSS-C-PHAR9
https://twhqpulse02.mtw.nhs.uk/QPulseDocumentServiceOrgWideDocumentation/Documents.svc/documents/active/attachment?number=RWF-OPPPCSS-C-PHAR9
https://www.kentandmedwayformulary.nhs.uk/maidstone-and-tunbridge-wells-nhs-trust-mtw/mtw-miscellaneous-guidelines/mtw-formulary-switch-guidance/

Maidstone and Tunbridge Wells NHS Trust
DRUGS THERAPEUTICS AND MEDICINES MANAGEMENT COMMITTEE
PROCEDURES

If the screening pharmacist has considered the above and decides that the non-
formulary drug still needs to be supplied, a ‘Single Patient Request Form’ should
be completed which can be found on the e-formulary website
kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/

Requests can then be discussed with the Principal Formulary Pharmacist/Deputy
Chief Pharmacists or other Principal Pharmacists who depending on the urgency,
cost, licence status will decide if the drug can be approved and supplied
immediately or if Chairperson’s action (see below) or DTMMC approval is needed
first. If approved, the screening pharmacist will be informed and the formulary
pharmacist will request that the necessary paperwork is completed if the drug
needs to be added to the pharmacy computer system. A ‘non-formulary’
annotation should always be included. The minimum supply needed will be
ordered and the full quantity must be booked out to the patient.

Pharmacy stores will not routinely purchase non-formulary drugs without the
authorisation of the one of the Principal or Deputy Chief pharmacists.

The completed ‘Single Patient Request Form” should be given to the Formulary
Pharmacist for record keeping.

The Formulary Pharmacist will add the application onto the next appropriate
DTMMC Committee meeting agenda under ‘One-off non-formulary requests’ for
retrospective approval.

Non-formulary drugs that are NEW for the patient

8.

Only consultant medical staff may request the use of a non-formulary drug that
will be newly prescribed for a patient at the Trust.

If a verbal request or prescription is received by pharmacy for a non-formulary
drug that is new for the patient then the consultant should be asked to complete a
‘Single Patient Request Form’ which can be found on the e-formulary website
kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/

10. Consultants should be encouraged to complete the form as comprehensively as

possible in order to streamline the process. This must include the section on
‘declaration of interests’. Failure to document fully the information requested may
result in the form being returned to the Consultant.

11.The completed ‘Single Patient Request Form’ should be returned to the

Formulary Pharmacist or a local senior pharmacy representative.

12.Any pharmacy representative receiving a completed ‘Single Patient Request

Form’ should forward this to the Formulary Pharmacist as soon as possible.

13.0n receipt of a completed ‘Single Patient Request Form’, the Formulary

Pharmacist will add the application onto the next appropriate Committee meeting
agenda under the relevant section ‘One-off non-formulary requests’. If a decision
is needed before the next DTMMC meeting, which is usually the case, then the
Chairperson’s Action process will be followed (below).



https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
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Chairperson’s Action

14.The formulary/other principal pharmacist will assess the request in the first
instance and ensure that the cost and lead time is added to the ‘Single Patient
Request Form’.

15. The formulary/other principal pharmacist will then forward the request for decision
on approval with any additional information deemed necessary such as cost/lead
time and short evidence review. Response is usually within 48 hours.

16.Decision on approval should be made by the DTMMC Chairperson/Chief
Pharmacist. In the absence of the DTMMC Chairperson/Chief Pharmacist
approval should be given by one of the Deputy Chief Pharmacists, usually the
site lead for where the drug is to be used. If the DTMMC Chairperson is not a
medical clinician, then the deciding Chief or Deputy Chief Pharmacist should
seek DTMMC medical representative opinion and joint approval if it is felt that this
is necessary. All requests must be copied to the Principal Formulary Pharmacist
for record keeping.

17.The Chairperson’s verdict section should be completed on the ‘Single Patient
Request Form’ and the verdict fed back to the requesting consultant and
screening pharmacist where they are involved.

18.The application will then be added onto the next appropriate DTMMC Committee
meeting agenda under ‘One-off non-formulary requests’ for retrospective
ratification.
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https://www.kentandmedwayformulary.nhs.uk/km-icb-medicine-applications/
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DTMMC Ratification
19. At this stage the Committee has a number of options:

19.1. The Committee can decide that this drug has no advantages over
current available Formulary choices and reject its use. In this case the
Chairperson will write to the relevant consultant informing them of this
decision.

19.2. The Committee can decide that the requested drug has clear clinical
benefits over existing therapies for this patient and no financial implications
for the Trust and approve its use. If the drug has not yet been prescribed the
Chairperson will write to the consultant informing them of the positive
decision. The Formulary Pharmacist will need to inform the relevant
Pharmacy Department of the new drug addition and arrange for its addition
to the Pharmacy Computer System with a ‘non-formulary’ drug annotation.

19.3. If the positive decisions made by the Committee in 19.2 above has
financial implications for the Trust (defined as being greater than £1000 per
annum), the relevant directorate(s) must confirm funding is available prior to
prescribing of the drug. The Chairperson will write to the consultant informing
them of the positive decision but advising that the committee will require
written confirmation of funding from the Directorate General Manager before
the treatment can be made available. This letter will be copied to the General
Manager and confirmation if given should be sent to the Formulary
Pharmacist.

If confirmation is received, the Formulary Pharmacist will need to inform the
relevant Pharmacy Department of the new drug addition and arrange for its
addition to the Pharmacy Computer System with a ‘non-formulary’ drug
annotation.

If confirmation is not received, then the Formulary Pharmacist will inform the
committee at the next meeting where any further action can be agreed.

Appeals

20.Consultants whose applications have not been successful will be entitled to seek
clarification from the Committee Chair as to the reasons for the decision. If the
applicant does not feel that the decision fairly reflected the evidence submitted.
they may request that the committee reconsiders the application. The applicant
should make this request in writing to the Chair within 14 days of notification of
the original decision making clear the grounds for reconsideration.

21.The Committee will then consider this request at the next meeting. At this stage
they will only amend an existing decision if:
¢ significant relevant published evidence was not considered
¢ the interpretation of the evidence reviewed was incorrect

22.The Committee may then decide to overturn the previous decision and
recommend the product for prescribing for the patient in which case the process
outlined in section 19.2-19.3 will apply.
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23.The Committee may decide that the original decision was correct in which case
the Chair will write to the applicant to notify them of the outcome. There will be no
further right of appeal.

Resubmissions

24. After an application has been declined the committee will not normally reconsider
a new application for the same product and indication for a minimum period of 12
months unless:

¢ relevant new evidence of a compelling nature and high quality
has been published since the original application

o the application was originally rejected on the grounds of cost
effectiveness, and the price of the product (or the formulary
alternative) has substantially changed since the original
decision

e the product has been the subject of a new NICE TA

o there are new operational reasons why the product may have
practical advantages for the organisation in accordance with
Trust objectives

e an existing formulary product has been withdrawn from sale
and an alternative is required

Complaints

25.Any complaint concerning the competence or conduct of the committee should
initially be addressed to the Committee Chair. If this does not produce a
satisfactory outcome, the matter should be referred to the Chair of the Patient
Safety Oversight Group.
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