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Monitoring the safety of over the counter drugs

Non-prescription medicines are receiving more attention
because they offer a means of containing health care costs.
On the one hand, the number of drugs available on prescrip-
tion is being reduced by "negative product lists" -as in
West Germany, the Netherlands, and Britain-while, on the
other hand, new licences are being granted for over the
counter drugs. The influences of these changes could be
profound and should be monitored. In West Germany, for
instance, introducing a negative list in 1983 was followed by a
25% increase in sales of over the counter products, while the
number of people prepared to treat themselves for colds and
flu doubled.' These changes are so recent that we do not
know their effects on drug efficacy and safety, but these
aspects must not be neglected.2
The data submitted to the licensing authority on the

premarket testing of over the counter drugs should be of the
same quality or even better than that for prescription drugs.
This is now the case for new over the counter products in
Britain, but it has not always been so. The older products
that were granted product licences of right are now being
reviewed by the Committee for the Review of Medicines. In
the latest report the committee shows that of 39 000 products
originally granted licences, 22 000 have been withdrawn
voluntarily or because they were unacceptable to the licensing
authority, while only 1000 have been granted full licences.'4
Of the 10 000 further products planned for review by 1990,
6000 are available over the counter, including 700 herbal
products.
The safety profile of drugs that change from being

available only on prescription to being available over the
counter cannot be assumed to remain unchanged. Over the
counter drugs are likely to be used in low doses by healthier
people with short term ailments-and so the risk of adverse
drug reactions is lower. But the contraindications to the drug
may be ignored, particularly by those using them long term
or giving them to children. The potential fordrug interactions
may also increase. Underreporting of adverse drug reactions
is likely since the over the counter product may not be
recognised or recorded by the doctor, and minor reactions
may be ignored by both patient and doctor or wrongly
ascribed to a prescription medicine. Even serious adverse
drug reactions are more likely to be underreported for over
the counter medicines. Another risk is that self medication
may result in avoidable morbidity or even mortality because
of delay in seeing a doctor.
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Both the Committee on Safety of Medicines and the Food
and Drugs Administration have voluntary reporting schemes
that are useful in identifying types of adverse drug reactions
but that cannot assess their frequency; and neither organ-
isation separates adverse drug reactions for prescription and
over the counter products. Thus any apparent increase in
reactions to a drug reported to these bodies after its over the
counter release would be an index only of the general
increase in interest in the drug.
A patient may complain about an adverse drug reaction he

attributes to an over the counter product to the company, to
the pharmacist, or to a doctor. In theory these complaints
could be collated and used to develop a monitoring system,
but at present few such reports reach the manufacturer
(Boots Pharmaceuticals, American Home Products, personal
communication). The media have been prominent in publi-
cising some suspected adverse drug reactions, and, indeed,
some epidemics of poisoning or decisions to withdraw drugs
have followed sensational media reports.-'6 Thus the media
should be considered as a possible source of adverse drug
reaction reporting, but it may be prudent to insist on careful
checks for accuracy.
Acute overdoses with over the counter drugs, both acci-

dental and deliberate, occur often enough to be an important
index ofdrug safety. Poisons information services throughout
the world report many instances of suspected poisoning from
many over the counter drugs. In the specific case of
analgesics in Britain a prospective epidemiological study
showed that at least half and possibly up to three quarters of
patients who took overdoses had obtained their drugs over
the counter.

Action to promote the safe use of over the counter drugs
should include education of both the public and the health
professions and improvements in the monitoring of product
safety. The public areinformed primarily through advertising
and package inserts backed up by advice from pharmacists
and doctors. The contents of advertisements and package
inserts are carefully considered before licences are granted,
and their effectiveness should be monitored. Advertisements
and package inserts vary between different brands ofover the
counter ibuprofen, particularly between those sold in Britain
and the United States, so we should see whether these
differences influence safety.

Pharmacists in Britain and the US have been well informed
on the new products, and they themselves emphasise their
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advisory job. The British Consumers' Association is, how-
ever, critical ofhow often pharmacists fail to give advice and
of the quality of advice that they do give.8 No similar
assessment of doctors is available, but equally critical results
would probably be obtained. Over the counter medicines are
generally not discussed in the medical undergraduate course,
but efforts are being made to provide postgraduate education
through the manufacturers and through independent sources
such as the Drug and Therapeutics Bulletin in Britain2 and the
Medical Letter in the US.9 At least one study, however,
showed a surprising ignorance ofover the counter analgesics:
when rheumatologists were asked which of a series of non
steroidal anti-inflammatory drugs were available over the
counter many were not fully informed on either availability
or contents; and only 46% said that they routinely ask their
patients about over the counter medicines.'0 No wonder that
doctors have been accused of "taking a back seat" in the
debate about over the counter medicines."

I think that the safety monitoring ofover the counter drugs
can be improved without undermining their cost effective-
ness, and I offer the following suggestions. Firstly, the
primary responsibility for such monitoring should rest with
the manufacturer, but the methods of data collection should
be independently peer reviewed. Secondly, doctors should
be provided with an accessible source of information on the
contents and intended uses of over the counter drugs. The
British NationalFormulay-contains some ofthe information,
but the data are incomplete and less easy to use than was the
discontinued over the counter MIMS. Thirdly, data on
adverse drug reactions should be collected from all possible
sources. Fourthly, all cases should be reported to the
regulatory authorities, -and these agencies should consider
altering their data handling to permit comparison ofover the
counter and prescription products. Fifthly, particular con-
sideration should be given to developing the potential for
pharmacists to collect and report adverse drug reactions on
over the counter products. Sixthly, further use should be
made ofthe ability ofpoisons information services to monitor
reports of overdosage of over the counter products. Recent
reports from Britain and the US have shown that the over the
counter release of ibuprofen has been associated with an
increase in reported overdoses; but they have:also confirmed
the relative safety of this drug when an overdose is taken.'2
Seventhly, where possible international collaboration should
be developed to facilitate comparisons, particularly when
several countries- change the standing of the same drug.

GLYN N VOLANS
Director,
Poisons Unit,
Guy's Hospital,
London SE1 9RT
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Nontmelanomatous skin cancer:
the Queensland experience
Basal cell carcinoma and squamous cell carcinoma ofthe skin
are the commonest malignancies in humans. But unless the
patient neglects them or the doctor misdiagnoses them the
cure rate is over 900% for both. 'The public is increasingly
interested in the association between exposure to ultraviolet
radiation and skin cancer-particularly the risks of sun-
bathing-and against the background of the recent report by
the Royal College of Physicians' it is interesting to consider
what has been happening in Brisbane, the skin cancer
"capital" of the world.

Brisbane is a city with only one million people, yet five
years ago it was shown that no fewer than 500 basal cell
carcinomas and nearly 100 squamous cell carcinomas were
being examined histologically every week.2 Today almost all
patients with superficial non-melanomatous skin cancer are
treated either with excision or with dermatological tech-
niques such as curettage or cryotherapy. It was not always
thus. From the mid-1950s to the mid-196Os up to 5000
patients with these lesions were regularly treated with
irradiation every year.3 By 1985, however, these figures were
less than 100 a year in spite of a doubling of the Brisbane
population.

Several factors have acted to bring about this gradual but
enormous change. Firstly, in the 1960s there was an increas-
ing awareness that, though the cosmetic results of radio-
therapy were excellent at six months, the radiation scars
often became atrophic and unsightly later, particularly on
parts of the body exposed to years ofprolonged and intensive
sunbathing. Secondly, the huge numbers of patients being
treated were taking up a major proportion of the resources of
the Queensland Radium Institute. Thirdly, surgical and
dermatological techniques improved, and an increasing
number of doctors became skilled in using them. Finally,
many patients found the multiple attendance required for
fractionated x ray treatment both impracticable and in-
convenient.

Discussions with our dermatological colleagues confirm
that radiotherapy is used very infrequently in private practice
as well, and data from the country centres confirm that the
use of radiotherapy for patients with superficial non-
melanomatous skin cancer has declined there.' Nevertheless,
all our comments have related only to superficial skin
cancers and to patients seen in the tropics. Unfortunately we
see extensive advanced basal cell carcinomas and squamous
cell carcinomas not uncommonly and for these lesions
radiotherapy, either alone or in combination with surgery,
still has a major role in treatment.4 Finally, radiotherapy may
still also be useful for superficial lesions in patients treated in
the more temperate climes of the world: where radiation
scars are not regularly exposed to subsequent intense solar
radiation the cosmetic results are usually good.

J H KEARSLEY
Radiation oncologist

R G BOURNE
Deputy director

Plastic and reconstructive surgeon
Queensland Radium Institute,
Royal Brisbane Hospital,
Queensland 4029,
Australia
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