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YES Request for SMC designated 
ultra-orphan medicine? 

PACS Tier One process and 
request form (Annex B) 

SMC non-submission 
(non PACS request) 

 SMC submission not recommended or 
 SMC evaluation ongoing or 
 SMC approval for restricted use and 

requested use outside of restrictions 

SMC approved (pre- 
formulary approval – 
follow early access to 
medicines process 

Submit form to appropriate 
Principal/Lead Pharmacist 

Annex A: Non-formulary medicines request process 
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Request for licensed 
medicine for a 

licensed indication? 

Non-formulary medicine request 

Unlicensed/off-label request 
– follow unlicensed/off-label 

medicines request policy 

Further 
information or 
amendments 
to outcome 
reporting plan 
made 

Tier One 
Approval 

PACS Tier Two Panel 

Submit form to appropriate 
Principal/Lead Pharmacist 

Submit form to appropriate 
Principal/Lead Pharmacist 

PACS Tier 2 process and 
request form (Annex C) 

Tier Two 
Approval 

PACS Tier One Panel 

Not 
approved 

New clinical 
evidence 

Not 
approved 

Review required 
new Panel 

Approval 

Review required 
new PACS Tier Two Panel 

National Review Process (if applicable) 
(PACS Tier Two Annex C, Appendix 1) 

Not approved Tier Two Approval 
Further review not required 

- decision upheld 

Outcome Review process 
Tier One 

(PACS Tier One Annex B) 

New clinical 
evidence 

Panel 

Approval Not 
approved 

Local appeal process 
(if applicable) 

SMC non-submission process 
and request form (Annex E) 


