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Adverse drug reactions and secrecy

Knowledge is power; doctors should cede some ofboth to their patients

All of us are exposed to risk. Some risks we choose, others are
unavoidable. For example, we musteat to live, and most ofus
consume some 3000 "natural" chemicals each day in our diet.
Taking medicine constitutes a further risk, but few people are
sufficiently well informed to choose which drugs they will
take. Instead, they delegate this responsibility to an informed
proxy, the'doctor.

Traditionally, doctors have told their patients little about
possible unwanted effects of prescribed medicines. Two
British studies have shown that only a quarter of patients
knew what side effects their medicines could cause,'2 and" half
of these. "informed" patients became aware of problems only
when they themselves were affected.
For many drugs the risks may be small compared with the

likely benefits. Unexpected adverse reactions, however, may
leave patients worse- off than before they took the medicine.3
Unsurprisingly, drug risks constitute a major topic of public
concern, which has been fuelled by the withdrawal of several
newly introduced nedicines, including benoxaprofen and
zomepirac, and modified indications for others, such as
flecainide and xamoterol. In addition, several older,
established medicines, such as triazolam (Halcion) and
tryptophan, have been withdrawn.
Although unwanted events are thought of in terms of the

direct harm they cause'to the victims,3 their impactextends to
those responsible for manufacturing and licensing drugs.4
Two recent reports have examined the public's concern-about
drug regulation and identified shortcomings in how we deal
with the problems.56

In Pharmaceuticals: A- Consumer Prescnrption the National
Consumer Council makes a plea for greater openness with the
public. It asserts that when things go wrong what many
people and their relatives want is-an explanation of what has
happened, why it happened, and an assurance that it will
never happen again. Both the National Consumer Council
*and Medawar' (who describes the origins and working of our
regulatory system and gives a detailed history of the problems
relating to sedative-hypnotic drugs) point out that our
Medicines Act7 prohibits the disclosure of information con-
sidered by expert advisory committees. Consequently, the
basis of decisions taken by the Committee on Safety of
Medicines is secret. 'By contrast, the United States has a
transparent national drugs policy, which seems far preferable,
even if it means repealing section 118 of the Medicines Act.
(This restricts disclosure of information obtained under the
act.)

Careful thought is needed about how much information
should be' made available. 'Previous submissions to the

Committee on Safety of Medicines have run to many volumes
-of data.(the record exceeds 120). Furthermore, some informa-
tion, such as high dose toxicity studies, requires expert
interpretation. A sensible compromise would be to release the
formal assessment made. by the Medicines Control Agency.
Access to this information would be invaluable to those of us
who teach clinical pharmacology and therapeutics. These two
moves would do much to allay the understandable concerns
raised by the public. A further suggestiop.nis that proceedings
should be open.to the public; objections are likely to be raised
to this proposal even though few people would probably
attend.

In addition to these changes, the National Consumer
Council considers that patients should play a more active part
in decisions about their. treatment. It wants patients made
more fully aware of the available options and the, risks of
taking medicine. Requests of this type are by no means
confined to the United Kingdom, and some governments are
beginning to respond. Recently the United States govern-
ment8 and its Food and Drugs Administration9 have rein-
forced the need to provide the public with better information
about medicines: Furthermore, substantial progress has
occurred in. the United Kingdom with the development of
printed information (package inserts)..We still have some way
to go, however,.before'all medicines are dispensed in patient
packs and consumers can be assured of receiving printed
miformation.

Most-people probably do not want to know all of the risks
entailed, and doubts exist over whether many of them have
sufficient understanding of medical benefit and risk (or that
doctors could explain these) to make truly informed
decisions. Nevertheless, the National Consumer Council's
document is intended to stimulate discussion and "to move
things forward." I believe that it will succeed in both of these
aims.
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