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Prescribing of drugs for use outside their licence in
palliative care: survey of specialists in the United Kingdom
Hilary Pavis, Andrew Wilcock

A quarter of all prescriptions in palliative medicine are
for licensed drugs that are used for unlicensed indica-
tions or that are given by an unlicensed route. Such
prescriptions may affect two thirds of inpatients in spe-
cialist palliative care units.1 2 Doctors have been recom-
mended to record in the patient’s notes the reason for
prescribing outside the licence; to explain, where
possible, the position to the patient (and carers, if
appropriate) in sufficient detail to allow informed con-
sent to be given; and to inform other professionals
involved in the care of the patient of such prescribing,
so that misunderstandings are avoided.3 Given the
widespread use of drugs outside their licence in pallia-
tive care, strict adherence to these recommendations

may be impractical. In view of the implications of these
recommendations for doctors in palliative medicine
and other doctors they advise, a position statement
endorsed by the specialty would be helpful. We under-
took a survey of current practice to inform the debate.

Participants, methods, and results
All 182 palliative care services in the United Kingdom
with a medical director or consultant were asked to
complete anonymously a postal questionnaire in
October 1999 (figure). Informed consent was defined
thus: “Patients have been given the information they
asked for or need about their treatment in a way they
can understand so that whenever possible the patients
have understood the nature, purpose and material
risks of what is proposed and consent to it before you
provide treatment.”

One hundred and seventeen questionnaires (64%)
were returned. When unlicensed prescribing was
limited to consultants, this was generally in the context
of a consultant based service. No respondents always
obtained written consent to unlicensed use, and only a
minority ( < 5%) always obtained verbal consent, docu-
mented unlicensed use in the patient’s notes, or
informed other professionals of it. The drugs for which
these recommended practices were sometimes carried
out were ketamine (58 reports), octreotide (19), ketoro-
lac (15), midazolam (10), gabapentin (10), and
amitriptylline (10). The only unlicensed drug use for
which three of the services sometimes obtained written
consent was gabapentin for neuropathic pain—an indi-
cation for which it became licensed in 2000.

Invited comments covered three main themes.
Firstly, respondents said that, given the prevalence of
unlicensed use, it is impractical to obtain written
consent routinely—and that discussion of unlicensed
use could create unnecessary anxiety for the patient or
carer. Secondly, some respondents sought consent
only when prescribing drugs whose unlicensed use was
not established in the specialty. Finally, other respond-
ents made no distinction between licensed and
unlicensed use and did not obtain verbal informed
consent for use of any drug.

1. Does your service operate a policy on providing information to
patients and their carers about the prescribing of
licensed drugs for unlicensed uses/routes?

If 'yes' please provide any details/documentation of any policy
your service is operating

2. Do you limit the prescribing of drugs in this way to consultants
only?

3. Do you obtain verbal consent from the patient/carers?

4. Do you obtain written informed consent from the patient/carers?

5. Do you document in the notes when you are using drugs outside
of their licence and the reasons for this?

6. Do you inform other professionals when using such medication?

If you have answered 'always' to any of the above please provide
details/documentation of any policy your service is operating

If you have answered 'sometimes' to any of the above please
answer the following questions

7. How often have you obtained verbal or written informed consent
from patients/carers or documented in the notes the reasons for using
licensed drugs for unlicensed uses/routes in the past six months?

8. Please list the particular drugs, their use and route of administration

9. Please add any comments that you may have about the obtaining
of informed consent from patients/carers and documenting the use of
licensed drugs for unlicensed purposes/routes in relation to your
palliative medicine practice

2 (2)

20 (17)

5 (4)

0 (0)

6 (5)

7 (3)

0
1-3
4-6

7-10
>10

113 (97)

Yes No

93 (79)

62 (53)

4 (3)

48 (41)

80 (68)

45 (38)

Always

No of times

Sometimes Never

109 (93)

58 (50)

25 (21)

16 (20)
41 (50)
14 (17)

1 (1)
10 (12)

Questionnaire on unlicensed use of drugs that was sent to palliative medicine specialists,
with numbers (percentages) of responses (n=117) to multiple choice questions
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Comment
When prescribing drugs for use outside their licence,
most specialists in palliative medicine do not routinely
obtain verbal or written informed consent, document
the reason for unlicensed use in the patient’s notes, or
inform other involved professionals of unlicensed use.
When they do obtain consent, it is likely to be for the
use of less established drugs and to be verbal rather
than written. Strict adherence to the recommendations
is not welcomed by palliative care specialists because of
the number of drugs involved and the burden to
patients and carers.

This view is shared by the Royal College of Paediat-
rics and Child Health—the use of drugs outside their
licence is also common in paediatrics—which has
stated that in general it is not necessary to obtain the
explicit consent of parents, carers, or patients for un-

licensed use. The royal college has also stated that NHS
trusts and health authorities should support therapeu-
tic practices that are advocated by a respectable,
responsible body of professionals.4 5
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Adverse events following acupuncture: prospective survey
of 32 000 consultations with doctors and physiotherapists
Adrian White, Simon Hayhoe, Anna Hart, Edzard Ernst

Acupuncture is increasingly popular, but it is not free
from risk for the patient.1 Safety is best established with
prospective surveys. Our aim was to ascertain the inci-
dence of adverse events related to acupuncture
treatment, as currently practised in Britain by doctors
and physiotherapists.

Participants, methods, and results
Volunteer acupuncture practitioners were recruited
through journals circulated to members of the British
Medical Acupuncture Society and the Acupuncture
Association of Chartered Physiotherapists (approxi-
mately 2750 members).2 A prospective survey was
undertaken using forms for intensive event monitoring
that had been piloted previously.3 Minor adverse events
were defined as “any ill-effect, no matter how small, that
is unintended and non-therapeutic, even if not
unexpected.” These events were reported every month,
along with the total number of consultations. Minor or
serious events that were considered to be
“significant”—“unusual, novel, dangerous, significantly
inconvenient, or requiring further information”—were
reported on separate forms when they occurred.
Anonymous reporting was accepted. A sample size of
30 000 consultations was necessary to identify with
95% confidence any adverse event with a frequency of
1 in 10 000 consultations.4

Estimates of incidences per 10 000 population were
calculated with the acupuncturist (not the consultation)
as the primary sampling unit. Since the data were
skewed, with extreme values present, confidence
intervals corrected for bias were calculated using
bootstrapping procedure “bs” on estimates from the
function “svyratio” in intercooled Stata version 6.0 with
10 000 replications.

Data were collected from June 1998 to February
2000 from 78 acupuncturists, 13 of whom chose to
remain anonymous. The average age of the acupunc-
turists was 47 (range 27-71) years, 61% were doctors
and 39% physiotherapists, and 71% had practised for
five years or more. In all, 31 822 (median 318, range
5-1911) consultations were included.

Altogether, 43 “significant” events were reported
(table), giving a rate of 14 per 10 000 (95% confidence
interval 8/10 000 to 20/10 000). In addition, 48 appar-
ently similar events were reported on the monthly
forms, presumably due to different interpretations of
“significant”. All adverse events had cleared within one
week, except for one incident of pain that lasted two
weeks and one of sensory symptoms that lasted several
weeks. According to accepted criteria,3 none (0/10 000
to 1.2/10 000) of these events was serious.

A total of 2135 minor events was reported, giving an
incidence of 671 per 10 000 (42/10 000 to 1013/
10 000) consultations. The most common events were
bleeding (310 (160 to 590) per 10 000 consultations)
and needling pain (110 (49-247) per 10 000 consulta-
tions). Aggravation of symptoms occurred in 96
(43-178) per 10 000 consultations; in 70% of these cases,
there was a subsequent improvement in the presenting
complaint. The highest rates reported by individual
acupuncturists, expressed as a percentage of consulta-
tions, were 53% for bleeding, 24% for pain, and 11% for
aggravation of symptoms.

Comment
Doctors and physiotherapists who performed acu-
puncture reported no serious adverse events and 671
minor adverse events per 10 000 acupuncture consul-
tations. These rates are classified as minimal5; however,
14 per 10 000 of these minor events were reported as
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