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19 February 2019 
 
 
CANNABIS BASED PRODUCTS FOR MEDICINAL USE 
 

Thank you for your letter of 8th February seeking additional information following the recent 
guidance I issued in relation to Cannabis Based Products for Medicinal Use. 
 
I have considered your questions and reply below in the same order they appear in your 
letter.  I hope you find this response helpful and I look forward to working with the Committee 
and the wider Parliament on this important issue. 
 
Introduction 
 
It is important that Cannabis Based Products for Medicinal Use (CBPMs) are considered in 
the context of long standing UK wide legislation covering medicines.  Under the terms of this 
reserved legislation (Medicines Act 1968, under which the Human Medicines Regulations 
2012 are made and the Medicines for Human Use (Marketing Authorisations etc.) 
Regulations 1994) before a medicine can be marketed in the UK and considered for routine 
availability on the NHS, it has to be tested for safety, quality and efficacy and the 
manufacturer has to obtain a marketing authorisation (also known as a licence) for its use in 
the treatment of a specified condition or conditions.  Patient safety is paramount and this 
longstanding legislation was introduced to prevent medicines being rushed to prescription 
without proper testing and to avoid unforeseen and undesirable consequences of doing so.   
 
Other than the medicine Sativex®, CBPMs, as defined in the regulatory changes introduced 
by the Home Office on 1 November 2018, are unlicensed special products.  They have not 
been tested for safety, quality and efficacy and are a “specials” medicinal product, which is 
manufactured or assembled in accordance with the specifications of a specialist doctor and 
for use by an individual patient under the doctors direct responsibility.  An unlicensed CBPM, 
therefore, may only be supplied in order to meet the special needs of an individual patient. 
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Background 
 

 Drug control under the Misuse of Drugs Act 1971 is currently the responsibility of the UK 
Government.   

 In June 2018, the Home Office launched a 2 part review into the scheduling of cannabis 
for medicinal purposes:   

1) Part 1 – led by Dame Sally Davies, the Chief Medical Officer to the UK Government – 
considered the evidence available for the medicinal and therapeutic benefits of 
cannabis based medicines and concluded that there is evidence that medicinal 
cannabis has therapeutic benefits for some conditions.  

2) Part 2 – Building on this advice, the Advisory Council on the Misuse of Drugs (ACMD) 
considered the appropriate schedule for cannabis-derived medicinal products of the 
appropriate standard and recommended that they be moved out of schedule 1 and 
placed in Schedule 2 of the Misuse of Drugs Regulations 2001. 

 The Advisory Council on the Misuse of Drugs (ACMD) thereafter recommended that 
“cannabis-derived medicinal products of the appropriate standard” be moved out of 
Schedule 1 and into Schedule 2 of the Misuse of Drugs Regulations 2001.  Synthetic 
cannabinoids were specifically excluded from this and reserved for further consideration.   

 UK Government regulatory changes came into force on 1 November 2018, allowing 
specialist doctors registered on the General Medical Council specialist register to 
prescribe certain cannabis based products for medicinal use (CBPMs). 

 The legislation does two things: 

1. It defines ‘cannabis-based products for medicinal use in humans’ (CBPM) widely 
to ensure that both final CBPM and substances or preparations used as 
ingredients in their production are rescheduled to schedule 2 of the 2001 
Regulations, and; 

2. Provides three routes to access to CBPM: either as a medicinal product with a 
marketing authorisation on prescription; an investigation medicinal product as 
part of a clinical trial; or as an unlicensed “special” medicine for use in 
accordance with a prescription or direction of a specialist doctor on the Specialist 
Register of the General Medical Council (GMC). If the CBPM is an unlicensed 
‘special’ medicine, General Practitioners are not able to prescribe it 
independently. 

 These UK Government regulatory changes do not restrict the form of CBPMs, as defined 
in the legislation, that can be prescribed or the type of condition for which these products 
may be used.  It is however, expected that these products will only be prescribed for 
patients where there is clear published evidence of benefit or UK guidelines and for 
patients where there is a clinical need which cannot be met by a licensed medicine and 
where established treatment options have been exhausted.  

 In developing this policy, restrictions have been put in place to help maintain patient 
safety, minimise the risk of diversion and to provide the safety assurances that would be 
expected of any unlicensed medicine in the UK.  It is also recognised that further 
research is needed on the quality, safety and efficacy of these products and the UK 
Government legislation encourages further research and clinical trials to develop the 
evidence base.  This in turn could lead to more CBPMs being licensed.  
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 Under these new arrangements, the decision of whether or not to prescribe CBPMs is 
ultimately one for clinicians to make.  Clinicians are expected to work with their individual 
patients to agree the best treatment taking into account the clinical evidence base, 
General Medical Council prescribing guidance on licensed, off label and unlicensed 
medicines, and local governance systems.  This is in line with normal clinical practice. 

 
How is access and prescribing being monitored? 
 

 It will be critical to monitor the impact of this legislative change on patients. Monitoring 
arrangements are currently being developed to collect data on prescribing and adverse 
events.  

 Work is underway to establish systems to monitor the prescribing of cannabis-based 
products for medicinal use via NHS Scotland Controlled Drugs Accountable Officers.  

 In addition, the UK Government intends to commission the ACMD to carry out an 
assessment of the impact of the legislative changes, provide an updated harms 
assessment on synthetic cannabinoids (including the scheduling) and advise on any 
further legislative amendment on CBPM under the 2001 Regulations. The UK 
Government, in discussion with the devolved administrations, will consider any further 
advice from the ACMD and will refine the approach where necessary.  

 
To provide information on prescribing and on refusals, with information on the 
grounds for refusal if available. 
 

 It is too early to establish information on prescribing and on refusals.  

 Given the limited evidence supporting the quality, safety, efficacy and clinical and cost 
effectiveness of CBPM, a cautious approach from clinicians to prescribing these 
unlicensed products is to be expected. This pattern is similar to other areas of medicine 
where a new unlicensed product with limited evidence is proposed. 

 
How reassured are you that clinicians are now confident in prescribing in line with the 
guidance?  
 

 The Scottish Government has worked closely with the rest of the UK to produce initial 
support and guidance to clinicians which was issued on 31 October 20181. 

 Further to this, supplementary information on cannabis based products for medicinal use 
was issued on 21st November 2018.2  

 To support clinician’s in understanding the current international evidence base, interim 
clinical guidance has been issued by the Royal College of Physicians (RCP), the British 
Paediatric Neurology Association (BPNA) and more recently the Association of British 
Neurologists (ABN). 

 It is also worth highlighting that the interim clinical guidance for the prescribing of 
cannabis based products for medicinal use does not remove or replace the clinical 
discretion of the prescriber in accordance with their professional duties.  Clinicians are 
expected to work with individual patients or, where appropriate, their carers to agree the 
best treatment taking into account the clinical evidence base, General Medical Council 

                                            
1 https://www.sehd.scot.nhs.uk/cmo/CMO(2018)15.pdf 
2 https://www.sehd.scot.nhs.uk/cmo/CMO(2018)16.pdf 
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prescribing guidance on licensed, off label and unlicensed medicines, and local 
governance systems.  This is in line with normal clinical practice. 

 It is recognised that further research is needed on the quality, safety and efficacy of these 
products.   

 The legislation encourages further clinical trials and in parallel to laying the legislation, 
the National Institute for Health Research issued a call for research to further 
understanding in this area.   

 The National Institute for Health and Care Excellence (NICE) has also been 
commissioned to produce formal clinical guidance by October 2019 which will update and 
replace current interim advice.  The Scottish Government is working with UK Government 
colleagues as this guidance is developed and if it is appropriate to do so, an equivalent 
Scottish Intercollegiate Guidelines Network (SIGN) guideline or equivalent will be 
developed. 

 The UK Government has commissioned Health Education England to produce e-learning 
resources for clinicians and healthcare professionals to raise awareness of the rues and 
evidence around CBPM more swiftly, and to build confidence in appropriate use and 
prescribing of CBPM. I can confirm that these e-learning resources will be available to 
clinicians and healthcare professions in NHS Scotland. 

 
Do you believe that there is enough public understanding of the changes to the 
legislation and licensing of cannabis products? 
 

 The Scottish Government has not commissioned any assessment of public attitudes 
towards the availability of these medicines in the UK, nor the effect of the law change on 
behaviours. 

 In May 2018, YOUGov research found 77% of adults in Scotland (75% in the UK) were in 
favour of doctors being able to prescribe cannabis for medicinal purposes.3 

 
 
Yours sincerely, 
 

 
 
Catherine Calderwood 
Chief Medical Officer 
 
 

                                            
3 YouGov survey, A majority support liberalising policy towards cannabis, 30 May 2018: 
https://d25d2506sfb94s.cloudfront.net/cumulus_uploads/document/63aaoe9j9t/InternalResults_180524_Drugs_
w.pdf  

https://d25d2506sfb94s.cloudfront.net/cumulus_uploads/document/63aaoe9j9t/InternalResults_180524_Drugs_w.pdf
https://d25d2506sfb94s.cloudfront.net/cumulus_uploads/document/63aaoe9j9t/InternalResults_180524_Drugs_w.pdf

