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We have reviewed the official report of the Public Petitions Committee held on 19 
January_2017_(http://www.parliament.scot/parliamentarybusiness/report.aspx?r=10
745). The issues raised by the petitioner relate to capacity to consent and 
confidentiality of treatment in people under the age of 18 with mental health 
problems. These issues are regulated by national legislation and by guidance 
provided by the General Medical Council and therefore do not fall under the remit of 
the MHRA. The SPICe briefing for petition PE1627 correctly and comprehensively 
summarises the legal situation and available GMC guidance.  

Based on the GMC recommendations, doctors should usually prescribe licensed 
medicines in accordance with the terms of their licence. The MHRA ensures that all 
available evidence which have led to a positive assessment of the drug’s benefit:risk 
balance are reflected in the Summary of Product Characteristics (SmPC) and the 
Patient Information leaflet (PIL). These documents provide practical information to be 
used by prescribing doctors such as posology, potential side effects and warnings 
with regards to potential overdose. However, doctors may also prescribe unlicensed 
medicines where, on the basis of an assessment of the individual patient, it is 
concluded, for medical reasons, that it is necessary to do so to meet the specific 
needs of the patient. Prescribing unlicensed medicines or medicines outside the 
terms of their authorisation may be necessary for children, where there is no suitably 
licensed medicine that will meet the patient’s needs, as it is often the case for a 
significant number of paediatric diseases. You may wish to note that guidance to 
prescribers is provided by the General Medical Council, available online at 
http://www.gmc-uk.org/guidance/ethical_guidance/14327.asp.  

You may find it useful to contact the Royal College of Psychiatrists Faculty of Child 
and Adolescent Psychiatry for further discussions with regards to clinical guidelines 
for mental health conditions in children and adolescents. Whilst historically 
medicines were often only developed for adults and not adequately researched in 
children, since the coming into force of Regulation (EC) No 1901/2006 on Medicinal 
Products for Paediatric Use in 2007, it has been a regulatory requirement that 
paediatric research is an integral part of medicine development. The licensing of 
medicines for children conforms to the same rigorous standards as that for adults. 
The MHRA endorses the aims of the Paediatric Regulation, and strongly supports 
activities to increase the availability of safe and effective authorised medications for 
children through robust scientific and ethical studies. Furthermore the MHRA utilises 
various communication tools such as the circulation of the monthly newsletter Drug 
Safety Update to inform prescribers on the emerging safety risks associated with the 
use of medicines including the risks of overdose. 


