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Implementation of Peer Approved Clinical System
(PACS) Tier Two

The Scottish Government have asked all NHS Boards to move to a new Peer Approved Clinical System Tier Two
process which replaces local Individual Patient Treatment Requests (IPTRs) from |* June 2018.

The PACS Tier Two process provides an opportunity for clinicians, on a case by case basis and with peer support, to
request the use of a licensed medicine for an individual patient that:

° Is a medicine for an indication that has been considered and not recommended for use in NHS Scotland by
the Scottish Medicines Consortium (SMC); or

° Is a medicine accepted for restricted use by SMC but the intended use is out with SMC restrictions; or

° Is a medicine which has been submitted to and is awaiting/undergoing evaluation by SMC

Access to unlicensed medicines, use for indications outside of marketing authorisation (off label), medicines not
included in Tayside Area Formulary (TAF) and medicines which have been considered as not recommended for use
in NHS Scotland by SMC due to non-submission, or are not yet submitted to SMC are not covered by PACS Tier

Two and should be dealt with using the existing non-formulary process within directorates/clinical groups.

A PACS Tier Two panel has been established in NHS Tayside to consider submissions and meets on the third Friday
of each month, although urgent requests can be dealt with between scheduled meetings.

The NHS Tayside Non-Formulary requests (including Peer Approved Clinical System Tier One* and Two) Policy has
been updated and can be accessed via the TAF homepage.

With immediate effect any applications that meet the criteria above should be submitted using the national
paperwork available on TAF homepage.

* PACS Tier One - requests for ultra orphan medicines that are SMC not recommended (full submission)
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This bulletin is based on evidence available to the Tayside Prescribing Support Unit at time of publication and is covered by the
Disclaimer and Terms & Conditions of use. CLICK HERE for access to the Medicines Governance section of the Pharmacy

Staffnet site.
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REQUEST TO PRESCRIBE A NON-FORMULARY MEDICINE

Prior to completing a ‘Request to Provide a Non-
Formulary Medicine’ the Clinician submitting the

request should seek peer support for the
application from colleagues either from within
NHS Tayside or from another NHS Board
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The clinician with direct clinical responsibility for
the patient completes a ‘Request to Provide a
Non-Formulary Medicine’ or PACS proforma

It is important that the
clinically relevant
\ 4 timescale needed for

The requesting Clinician should forward the
completed proforma to the appropriate Lead
Pharmacist/Principal Clinical Pharmacist for the

a decision is supplied
on the request form
by the requesting
clinician. The panel

clinical area will require this to

process the form in a
timeframe that does
not impede patient
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Clinician submits completed proforma to PACS Panel
via Key Contact for processing

care

Categories 1,2 & 4
Requests (see below*)

Category 3
Requests (see below?*)

A 4

Non-formulary requests are
processed by local clinical group

PACS request is considered by
PACS Panel

Copy of request form to be
held on a central secure
database and an entry to

be included in the non-
formulary/PACS database
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A copy of the request form stating
the decision and signed by the
Chair of the Panel along with the

CATEGORIES*

agreed note of the meeting will be
provided to the requesting
clinician following the decision
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PACS request not approved PACS request approved
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Unlicensed

Category 1  |Unlicensed medicines requests, including
special formulations

Licensed

Category 2  |‘Off-label’ medicines requests, i.e. use out
with their licensed indications or medicines
where no submission has been made to
SMC

Category 3 |PACS requests - licensed, not
recommended by SMC etc.

Category 4 [Non-formulary requests out with NHS
Tayside Drug and Therapeutics Committee
advice. This includes medicines that are
accepted by SMC but are not listed in the
formulary/specialist list or local protocols.

Review process can be
followed if required

Clinician is expected to provide agreed
patient outcomes to PACS Key

Contact
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