
marketing authorisation. Unlicensed products can be
obtained from ‘special-order’manufacturers or specialist
importing companies.
As far as possible, medicines should be prescribed within the
terms of the marketing authorisation. However, many
children require medicines not specifically licensed for
paediatric use. Althoughmedicines cannot be promoted
outside the limits of the licence, the Human Medicines
Regulations 2012 do not prohibit the use of unlicensed
medicines.
BNF for Children includes advice involving the use of
unlicensed medicines or of licensed medicines for unlicensed
uses (‘off-label’ use). Such advice reflects careful
consideration of the options available to manage a given
condition and the weight of evidence and experience of the
unlicensed intervention, and limitations of the marketing
authorisation should not preclude unlicensed use where
clinically appropriate. Where an unlicensed drug or ’off-
label’ use is included, this is indicated in the unlicensed use
section of the drug monograph.

Prescribing unlicensed medicines Prescribing unlicensed
medicines or medicines outside the recommendations of
their marketing authorisation alters (and probably increases)
the prescriber’s professional responsibility and potential
liability. The prescriber should be able to justify and feel
competent in using such medicines, and also inform the
patient or the patient’s carer that the prescribed medicine is
unlicensed.

Drugs and skilled tasks
Prescribers and other healthcare professionals should advise
children and their carers if treatment is likely to affect their
ability to perform skilled tasks (e.g. driving). This applies
especially to drugs with sedative effects; patients should be
warned that these effects are increased by alcohol. General
information about a patient’s fitness to drive is available
from the Driver and Vehicle Licensing Agency at www.gov.uk/
government/organisations/driver-and-vehicle-licensing-agency.
A new offence of driving, attempting to drive, or being in
charge of a vehicle, with certain specified controlled drugs in
excess of specified limits, came into force on 2nd March
2015. This offence is an addition to the existing rules on drug
impaired driving and fitness to drive, and applies to two
groups of drugs—commonly abused drugs, including
amfetamines, cannabis, cocaine, and ketamine p. 879, and
drugs used mainly for medical reasons, such as opioids and
benzodiazepines. Anyone found to have any of the drugs
(including related drugs, for example, apomorphine
hydrochloride) above specified limits in their blood will be
guilty of an offence, whether their driving was impaired or
not. This also includes prescribed drugs which metabolise to
those included in the offence, for example, selegiline
hydrochloride. However, the legislation provides a statutory
“medical defence” for patients taking drugs for medical
reasons in accordance with instructions, if their driving was
not impaired—it continues to be an offence to drive if
actually impaired. Patients should therefore be advised to
continue taking their medicines as prescribed, and when
driving, to carry suitable evidence that the drug was
prescribed, or sold, to treat a medical or dental problem, and
that it was taken according to the instructions given by the
prescriber, or information provided with the medicine (e.g. a
repeat prescription form or the medicine’s patient
information leaflet). Further information is available from
the Department for Transport at www.gov.uk/government/
collections/drug-driving.

Oral syringes
An oral syringe is supplied when oral liquid medicines are
prescribed in doses other than multiples of 5mL. The oral
syringe is marked in 0.5-mL divisions from 1 to 5mL to
measure doses of less than 5mL (other sizes of oral syringe

may also be available). It is provided with an adaptor and an
instruction leaflet. The 5-mL spoon is used for doses of 5mL
(or multiples thereof).

Excipients
Branded oral liquid preparations that do not contain fructose,
glucose, or sucrose are described as ‘sugar-free’ in BNF for
Children. Preparations containing hydrogenated glucose
syrup, mannitol, maltitol, sorbitol, or xylitol are also marked
‘sugar-free’ since they do not cause dental caries. Children
receiving medicines containing cariogenic sugars, or their
carers, should be advised of dental hygiene measures to
prevent caries. Sugar-free preparations should be used
whenever possible, particularly if treatment is required for a
long period.
Where information on the presence of alcohol, aspartame,
gluten, sulfites, tartrazine, arachis (peanut) oil or sesame oil is
available, this is indicated in BNF for Children against the
relevant preparation.
Information is provided on selected excipients in skin
preparations, in vaccines, and on selected preservatives and
excipients in eye drops and injections.
The presence of benzyl alcohol and polyoxyl castor oil
(polyethoxylated castor oil) in injections is indicated in BNF
for Children. Benzyl alcohol has been associated with a fatal
toxic syndrome in preterm neonates, and therefore,
parenteral preparations containing the preservative should
not be used in neonates. Polyoxyl castor oils, used as
vehicles in intravenous injections, have been associated with
severe anaphylactoid reactions.
The presence of propylene glycol in oral or parenteral
medicines is indicated in BNF for Children; it can cause
adverse effects if its elimination is impaired, e.g. in renal
failure, in neonates and young children, and in slow
metabolisers of the substance. It may interact with
metronidazole p. 358.
The lactose content in most medicines is too small to cause
problems in most lactose-intolerant children. However in
severe lactose intolerance, the lactose content should be
determined before prescribing. The amount of lactose varies
according to manufacturer, product, formulation, and
strength.

Important In the absence of information on excipients in
BNF for Children and in the product literature (available at
www.medicines.org.uk/emc/), contact the manufacturer if it is
essential to check details.

Health and safety
When handling chemical or biological materials particular
attention should be given to the possibility of allergy, fire,
explosion, radiation, or poisoning. Care is required to avoid
sources of heat (including hair dryers) when flammable
substances are used on the skin or hair. Substances, such as
corticosteroids, some antimicrobials, phenothiazines, and
many cytotoxics, are irritant or very potent and should be
handled with caution; contact with the skin and inhalation
of dust should be avoided. Healthcare professionals and
carers should guard against exposure to sensitising, toxic or
irritant substances if it is necessary to crush tablets or open
capsules.

EEA and Swiss prescriptions
Pharmacists can dispense prescriptions issued by doctors
and dentists from the European Economic Area (EEA) or
Switzerland (except prescriptions for controlled drugs in
Schedules 1, 2, or 3, or for drugs without a UKmarketing
authorisation). Prescriptions should be written in ink or
otherwise so as to be indelible, should be dated, should state
the name of the patient, should state the address of the
prescriber, should contain particulars indicating whether the
prescriber is a doctor or dentist, and should be signed by the
prescriber.
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