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          Decision guide for reviewing a patient on an unlicensed medicine (Special) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Is the medication still necessary? 
STOP medication 

Is it appropriate to use a licensed product off-label 

or in an unlicensed manner, e.g. crushing tablets? 

Consult the ICB Medicines Optimisation Team or 

Regional MI for advice (contact details below) 

Is there a suitable licensed medication 

available, e.g. liquid, soluble tablet, buccal, 

patch or suppository? Consider looking at 

another medication within the same class. 

 

Does the patient have swallowing difficulties, require 

a modified diet or have Speech and Language 

Therapy involvement? 

Click here for more information on 

medicines and dysphagia. 

Prescribe the licensed 

product 

Consider prescribing a Special. Ensure GMC 

guidance on prescribing of unlicensed medicines is 

followed: 

Prescribing unlicensed medicines - professional 

standards - GMC 

Is prescribing a Special appropriate? 

Stop the Special and reconsider how best to manage 

the patient’s condition using a licensed medicine 

and/or non-pharmacological strategies. 

Review the need for the Special on a regular basis to 

ensure it is still clinically appropriate 

Ensure GMC guidance on 

prescribing of unlicensed 

medicines is followed: Prescribing 

unlicensed medicines - 

professional standards - GMC 

Is the Special listed in the Drug 

Tariff Part VIIIB? (these are fixed 

price Specials) 

Prescribe the fixed 

price Special, taking 

into account the dose 

and strength to 

ensure that the most 

cost-effective 

preparation is 

selected 

Consider a special-order 

formulation. These can 

be very expensive, the 

prices vary between 

manufacturers, and the 

ICB Medicines 

Optimisation Team 

cannot provide accurate 

costing information. 

Contact details 

Please note the ICB, will be unable to give accurate costing 

information as the ICB does not have an account with the 

manufacturers 

West Suffolk locality 

Email: medicines.optimisation.ws@snee.nhs.uk 

Ipswich & East locality 

Email: medicines.optimisation.ies@snee.nhs.uk 

North East Essex locality 

Email: medicines.optimisation@nee.snee.nhs.uk 

 

Specialist Pharmacy Service (SPS) Medicines Advice Service 

Tel: 0300 770 8564 

Email: asksps.nhs@sps.direct 

 

 

 

https://www.sps.nhs.uk/articles/medicines-suitable-for-adults-with-swallowing-difficulties/
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines


 

Produced by SNEE Medicines Optimisation Team 2021:  Updated & approved by IMOC  November 2025 Review date: November 2027 

 
 

No 

No 

Yes 

No 

No 

No 

Yes 

Yes 

Yes 

Yes 
Yes No 

      Decision guide to prescribing a Special or a medicine used outside the terms of 

its licence (off-label) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Receive a request to prescribe a Special or a medicine 

off-label 

Are you satisfied the patient’s needs would not be 

better met by an appropriately licensed alternative?

Is it a condition commonly seen in Primary Care?

Prescribe the Special or medicine off-label. 

Ensure GMC guidance on prescribing of unlicensed 

medicines is followed: Prescribing unlicensed 

medicines - professional standards - GMC 

Prescribing responsibility 

remains the responsibility of 

the specialist. Ensure decision 

is clearly communicated with 

specialist and patient. 

Contact ICT Medicines 

Optimisation Team for 

further advice if required.

Are you satisfied there is a sufficient evidence base and 

/or experience of using the medicine to demonstrate its 

safety and efficacy?

Are you able to take responsibility for prescribing the 

medicine and for overseeing the patient’s care, 

monitoring and any follow up treatment, or ensure that 

arrangements are made for another suitable doctor to 

do this?

Are you familiar of the risks of using the medicine for 

the indication?

Review the need for the unlicensed medicine on a 

regular basis to ensure it is still clinically appropriate.

Contact the specialist for 

further guidance and support. 

Have your concerns been 

addressed (e.g. suitability of 

readily available licensed 

medicines), and do you now 

feel competent to prescribe?

https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gmc-uk.org/professional-standards/the-professional-standards/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines

