Form Selection

NHS
WHICH FORM DO | NEED TO COMPLETE? e, someed

and Clyde
Which form do | need to complete?
v
Is this a licensed medicine in the UK? 1 NO [ ULM < High risk
v L
YES [ s the intended indication of use covered withinthe [ NO [ What is the clinical risk Low or Isbthae g?gg;i.b: rlnr;%ea:gizzid
i isation (li indication)? assessment of the off-label use? Y !
Marketing Authorisation (licensed indication)? L (Refer o ULM policy) > intermediate risk scheme or Early Access to
YES Medicine Scheme (EAMS)?
Which of the following best describes the current status of the medicine you are looking to rtquest‘? v Y
: ULM 7 YES NO
v
—» SMC have accepted the medicine/indication for use in NHSScotland —»  No Form Reauired No Form Required
—» Medicine/indication not vet been submitted to SMC (and is not outwith remit) | IPTR
—» SMC have advised that medicine/indication is not recommended for use because the companv did not make a submission (non-submission) IPTR
SMC have evaluated the Istheintendeduse [ YES [» Was the medicine considered by SMC7 —> YES > PACSUO
medicine/indication and wthn.the company under their old Ultra-Orphan process? .
advised that it is not > positioning considered NO (» PACS2
™| recommended for use by SMC (selective NO
submission*) > > IPTR
—» Medicine & indication accepted for use by the SMC, but Were restrictions due to company | YES [ IPTR
intended use is outside of SMC restrictions ma positioning? (selective
submission*
) —» NO ™ PACS2
—» Medicine & indication has been submitted but is awaitina SMC —» PACS 2
*A selective submission to SMC can usually be identified within the first paragraph
New Ultra-Orphan Pathway N No Form of the efficacy section of the SMC Detailed Advice Document (DAD). Typically it will
> Medicine is made routinely available and subsequently evaluated by SMC after a period of 3 years Required have a statement that starts with ‘the submitting company has requested that SMC
considers this product...” followed by the positioning or selected population.

If there is any uncertainty about which form or process to use, contact the Medicines Policy & Guidance Team within Medicines Information on 0141 211 4407 or email ggc.medicines@ggc.scot.nhs.uk
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