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Subject Phenobarbital elixir contains a high level of alcohol.
It is not recommended for use in children.

HSCB reference number SQR-SAI-2019-054 (AS/MCH/PHC)

Programme of care Acute Services; Maternity and Child Health;

Primary Health Care

LEARNING SOURCE

SAl/Early Alert/Adverse incident v | Complaint

Audit or other review Coroner’s inquest

Other (Please specify)

SUMMARY OF EVENT

A 3 year old child was admitted to hospital with increased lethargy, drowsiness and a
smell of alcohol on their breath. The child’s phenobarbital levels were also noted to be
raised, likely as a result of the formulation of phenobarbital the child was taking.

The child had been taking phenobarbital 15mg/5ml elixir prior to admission. Although
this is licensed in children, and has been for many years, it contains a level of alcohol
(38% "/,) that is now considered clinically unsuitable, particularly in young children.

Within the hospital, a ‘special’ phenobarbital 50mg/5ml oral solution is purchased for
use in paediatric patients, which does not contain alcohol. This information was not
conveyed in the previous discharge letter. The licensed alcohol containing product was
subsequently prescribed and supplied in Primary Care.
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REQUIREMENTS UNDER CURRENT GUIDANCE

Phenobarbital in children:

Phenobarbital Elixir 15mg/5ml is licensed in children however it contains a level of
alcohol that makes it clinically unsuitable, particularly in young children. A number of
references provide relevant information on this:

e The Evelina Children’s Hospital Formulary® states ‘Phenobarbitone liquid B.P
contains 38% alcohol, and is very bitter. Not to be used in children.’

e The Royal College of Paediatrics and Child Health (RCPCH) and Neonatal &
Paediatric Pharmacist Group (NPPG)? recommend that when phenobarbital
liquid is required, the 50mg/5ml alcohol free preparation is used.

e The BNF for Children advises that ‘Some hospitals supply alcohol-free
formulations of varying phenobarbital strengths. Different formulations of oral
preparations may vary in bioavailability. Patients should be maintained on a
specific manufacturer's product.’

HSC Trusts, GP Practices and Community Pharmacy

1. Share this Learning Letter with all relevant staff
2. Do not use phenobarbital 15mg/5ml elixir in paediatric patients

For new paediatric patients prescribe and supply phenobarbital 50mg/5ml solution
(alcohol-free/unlicensed ‘special’)*. This should be specified on discharge and
outpatient letters.

For existing patients taking the alcohol containing phenobarbital 15mg/5ml elixir
discuss a managed switch to phenobarbital 50mg/5ml solution with their
secondary care consultant urgently, noting that a different formulation will have
different bioavailability.

Patients already taking an alcohol-free preparation but of a different strength do not
need to be changed and can be maintained on their current product until review.

*For information, the BHSCT Royal Belfast Hospital for Sick Children currently
purchases phenobarbital oral solution 50mg in 5ml (alcohol free) from Huddersfield
Pharmacy Specials; other suppliers are available.



http://cms.ubqo.com/public/d2595446-ce3c-47ff-9dcc-63167d9f4b80
http://www.rcpch.ac.uk/resources/using-standardised-strengths-unlicensed-liquid-medicines-children-joint-position
http://www.rcpch.ac.uk/resources/using-standardised-strengths-unlicensed-liquid-medicines-children-joint-position
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