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Introducing MEDWatch

A New Approach to Reporting Medication and Device
Adverse Effects and Product Problems

David A. Kessler, MD, for the Working Group

UNFQRTUNATELY, many healthpro.
fessionals do not think to report adverse
events thal might be associated with
medications vr deviees to the Food and
Drug Adminisiration (FDA) or o the
manufacturer, That needs Lo change, and
the DA is taking steps to encourage
that to happen.

Reports from health professionals of
adverse events or product quality prob-
lems are ossential to ensure the safety
of druge, biclogicals, medical devices,
and other products regulated by the
FDA once they are introduced into the
US market.

Even the large, well-designed clinical
trials that are conducted to gain pre-
market approval cannot uncover every
problem that can come to light once
product is widely used, A new drug ap-
plication, for example, typically inciudes
safety data on several hundred to sev.
cral thousand patients. If an adverse
event oceurs in perhaps one in 5000 or
evenonain 1000 users, it could be missed
in clinical trials but pose aserious safety
problem whan released to the market,
Morcaver, patients taking murlketed
drugs in conjunction with other drugs
muy experience interasctions nol rve-
vealed during the premarketing phuse.!

Inrespunse Lo voluntary reports from
physicians to the FDA or the marufae-
turer, the FDA has issued warnings,
made labeling changes, required man-
ufacturers to conduct postmarketing
studies, and ordered product withdrw-
als that have ultimately prevented pa-
tient deaths and suffering,

Adveree drug reports from physicians,
for example, prompted the FDA to de-
termine thut torsades-de-pointes ven-
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tricular srrhythmias could occur when
the antihistamine terfenadine (Seldanc)
was taken In eombination with the an-
titungul medicine ketoconazole or the
antibiotic erythromyein? This episede
also increased recognition that individ-
ual variability in drug metabolism can
aceount for significant differences in pa-
tient response’ and underscored the im-
portance of postmarketing studics and
physicien observations and reports.

Other examples of FDA actions
prompted by reports of adverse cventa
include the 1686 recall of suprofen? the
1991 alert 10 health professionals on po-
tentially fatal latex hypersensitivity *the
1992 boxed warning and alert to physi-
cians regarding use of angiotensin-con-
verting enzyme inhibitors during the sec-
ond and third trimesters of pregnaney
and, most recently, the recall of tema-
floxacin.’

Jusl a¢ reports enable us to respond
to gerious udverse events, lack of re-
porting can delay problem detection. Sil-
iconie hreast implants are one example.
Although these devices have been on
the market for some 30 yeuars, only re-
cently has evidence accumulated about
a possible nssociation with autoimmune-
like digorders.™ If reports from physi-
cians who diagnosed autoimmune-like
disorders in patients with breast im-
plants had been received years ago, the
possible connection might have been
identified much earlier.

Aside from adverse events assoclated
with specificd vaccines (flisted in the Eﬂa-
tional Childhood Vaceine [njury Act?),
moesl reporting by health providers is
voluntary. Manufacturers of drugs and
devices and device distributors are re-
quired to report adverse ovents,'™' and
soon manufscturers of biologicals will
face similar requirements, Device man-
ufacturers and distributors ave aiso re-
quired to repert to the FDA preduct
problems that may cause death or se-
rious injury if the malfunction were to

recur.M Health care facilitics are re-
quired to report certain adverse events
asrociated with devices'' However,
these groups, like the FDA, depend on
health care professionals’ surveillunce
and voluntary reporting.

Although the FDA raccives many ad-
verse avent reports, these probably rep-
resent only a fraction of the sorious ad-
verse events encountered by providers,
A recent review article' found thal be-
tween 3% and 11% of hospital admis.
siong could be attributed to adverse drug
reactions. Only about 1% of serious
evonts are reported to the FDA, ac-
cording to one study.®

There are probably several reasons
why some scrious events sre nol re-
ported to either the FDA or the man-
ufucturer. First, when confronted with
an unexpected outecome of treatment,
physicians may not consider drug-in-
duced or dovice-induced disease, but
rather consider the event to be related
t0 the course of the disease,

Unfortunately, this may be due Lo the
limited training medical students receive
in elinical pharmacology and therapeu-
ties, A 1985 survey of T78 medical sehools
found that only 14% of them had vo-
quirod courses in core skills and prin-
ciples of therapeutic decision makingand
¢linieal pharmacology. Of tha remuin-
der, 87% taught only a few hours of
clinica] pharmacology, and most of the
teaching occurred in the early years of
medieal training."

Anather factor inhibiting physician re-
porting iz that iU is not an ingrained
practice—It is not in the culture of US
medicine to notify the FDA about ud-
verse ovente or product problams. In
other countries such a8 the United King-
dom, adverse drug reporling is more
frequent.”® A patehwork of reporting
forms and systems may make it difficull
to file reports in the United States and
may discourage cven the mort consci-
entious professionuls. Finally, physi-
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