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FLOWCHART Unlicensed Medicines (ULM)/High Risk Off-Label Process """

ULM/High Risk Off Label Form
completed (Appendix 1 or 2)
This includes clinical authorisation
of application by pharmacy (Acute
Senior Pharmacist or Locality
Senior Pharmacist)

Patient Consent
form required for
every patient
(Appendix 6 )
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Medicine costs LESS Lot Sl at s 2 Medicine costs MORE

THAN £5,000 BUT LESS
THAN £5,000 per ’ THAN £25,000 per

tient / 5 THAN £25,000 per fient / 5
patient / year? patient / year? patient / year?

4
Medicines Cost Medicines Cost Medicines Cost .
Approval not Approved by acute site Apf)roved by IA‘?”tE site
required Chief of Medicine or Ch|efof.Med|.cme AND
Associate Director Medical Director
1 (Primary Care) (Acute) or Associate
Director (Primary Care)
Acute Primary Care
A 4 h 4
FINAL PROCESS APPROVAL EINAL PROCESS APPROVAL
EINAL PROCESS APPROVAL
INDIVIDUAL FORM IND.IVIDUAL FOF{M INDIVIDUAL Fi.)RM
. Senior Pharmacist and then follow Approved by site Head of Pharmacy
Approved by Dispensary . i
. . usual Community Pharmacy ULM (Acute) or Director of Pharmacy
Mananger/Senior Pharmacist i
process (Primary Care)
il;rI:‘:KET FORT' BLANKET FORM BLANKET FORM
approva ADTC approval ADTC approval

Approved paperwork should be filed/
shared as per process.

For further information, contact medsquidance@lanarkshire.scot.nhs.uk
Lead Author Medicines Guidance Team Date approved November 2025 ADTC
Version V3 Review Date November 2028



mailto:medsguidance@lanarkshire.scot.nhs.uk

