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CSM UPDATE
Recurrent ventricular tachycardia: adverse drug reactions
CSM Update is a regular monthly column written
staff of the Committee on Safety ofMedicines.

Drugs remain the most important means of
patients with recurrent ventricular tachycardia.
prescriptions for drugs used for this condition
1984 from community pharmacies. Of course,
drugs have a broad range of activity and are
arrhythmias other than ventricular tachycar
noticeable that the number of prescriptions fo:
(the oldest of this group of drugs) has fallen
as new drugs have become available-amiod
tocainide in 1982, and flecainide in 1983.

Since there is now a wider choice of effecti,
emphasis can be placed on the relative safety a
considering CSM data on this aspect it should t
that the number of reports made to the CSM
the number of possible occurrences of the rea
extent of this under-reporting cannot be quanti
probably varies from drug to drug.
Amiodarone (Cordarone X)-Treatment wi

tablets should be started only under special
Except for tachyarrhythmias associated with the
son-White syndrome, treatment for all othc
should be initiated only when other drugs have p?
or are contraindicated. Amiodarone shows an
propensity to produce many serious adverse rea
many systems. Corneal opacities are an aln
consequence of amiodarone treatment, though
have no functional importance. Some of t
develop insidiously and in the case of pulmonar
be mistaken for deterioration of an underlying

Number of reports on CSM register (July 1985). Repo
parentheses

Total prescriptions
up to September 1984:

Skin
Exfoliative dermatitis
Photosensitivity
Stevens-Johnson syndrome
Nervous system
Neuropathy
Respiratory depression
Urinary retention
Convulsions

Psychiatric
Confusion
Hallucination
Paranoid reactionipsychosis
Eyes
Corneal opacity
Glaucoma

Metabolic
Hypoglycaemia
Endocrine
Hyperthyroidism
Hypothyroidism
Liver
Cirrhosis
Hepatic failure/necrosis
Hepatitis/jaundice
Lung
Alveolitis/fibrosis
Blood
Dyscrasia
Increased prothrombin time
Haemolytic anaemia

Amiodarone Disopyramide
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by members and tion. Intensive and prolonged monitoring is required for all
patients maintained on amiodarone.
Disopyramide (Dirythmin, Rythmodan)is abroad spectrum

treatment for antiarrhythmic agent. Oral preparations are available for treat-
About 300 000 ing recurrent ventricular tachycardia and various other arrhy-
were issued in thmias. Despite a comparatively large number of prescriptions,
several of these relatively few adverse reactions have been reported. The drug
prescribed for has anticholinergic properties and the data sheets advise
rdia, but it is against its use in patients with prostatic hypertrophy or
r procainamide glaucoma. It is perhaps surprising that there have been so few
over the years reports of glaucoma or of urinary retention. This should not,
arone in 1981, however, be regarded as reassuring, particularly in the case of

glaucoma. The CSM wants to receive reports of serious adverse
ve agents more reactions such as glaucoma even when a drug is well established
)f the drugs. In and the adverse reaction is listed in the data sheet.
be remembered Mexiletene (Mexitil) exerts its main action on the ventricular
underestimates myocardium. Its major indication is the treatment or preven-
Iction, that the tion of ventricular arrhythmias associated with acute myo-
fled, and that it cardial infarction, but the oral preparations are also used for the

long term management of ventricular arrhythmias. Relatively
ith amiodarone few adverse reactions have been reported. Except for the rare
ist supervision. reports of hepatic disorders and blood dyscrasias no pattern of
e Wolff-Parkin- serious unexpected adverse reactions is discernible from the
er arrhythmias reports received by the CSM after long term treatment.
roved ineffective Procainamide-Probably because of its long history and
almost unique consequently well known side effects, there have been few
actions affecting reports to the CSM of suspected adverse reactions to this drug:
nost invariable a total of 60 for all suspected reactions in the 21 years since
they appear to CSM started the register. Twenty two have been reports of
these reactions the lupus erythematosus syndrome, and agranulocytosis and
y alveolitis may granulocytopenia account for a further five. Well known
cardiac condi- reactions such as fever, myalgia, diarrhoea, anorexia, and

vomiting have not been reported. The under-reporting of
adverse reactions to long established drugs is common and

)rts of fatalities in complicates assessment of their safety in relation to more recent
preparations.

exiletene Tocainde Tocainide (Tonocard>-Like mexiletene, tocainide acts
157 700 14000 mainly on the ventricles, and the two drugs have the same

indications. The CSM has received relatively few reports of
I suspected reactions to tocainide after long term treatment. The

number of reports of blood dyscrasias seems, however, greater
2 than might be expected for a drug which has been marketed

2 only since 1982 and which is comparatively seldom prescribed.
Flecainide (Tambocor) is a new antiarrhythmic agent

7 (1) 1 indicated in the prophylaxis of ventricular tachycardia resistant
to other therapy or when other treatment is unsatisfactory.

1 4 Treatment should be started under specialist supervision.
7 4 Experience with the drug is limited and so far no serious
9 6 unexpected adverse reactions have been reported to the CSM.

S ymptomatic recurrent ventricular tachycardia is often de-
scribed as a malignant condition; the annual mortality is

estimated to be 30%. Even for so serious a condition, however,
the benefits of treatment have to be weighed against the risks.
As new drugs become available for the long term treatment of
ventricular tachycardia the severity and frequency of adverse
reactions will be assessed in relation to reactions to established

2 (1) 1 drugs. For common or predictable reactions this assessment
6 will occur during studies performed before the drug is granted

I a licence. Rare and unpredictable reactions, however, often
cannot be recognised until after a drug has been marketed and

4 8 (1) widely used.
Doctors should not hesitate to report adverse events even

when a causal relation is unlikely.
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