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children. Employ usual precautions in treatment of anxiety states with evidence
of impeding depression; suicidal tendencies MAY BE PRESENT AND PRO-
TECTIVE MEASURES NECESSARY. Variable effects on blood coagulations
have been reported very rarely in patients receiving the drug and oral anti-
coagulants; causal relationship has not been established clinically.

Adverse Reactions : Drowsiness, ataxia and confusion may occur, especially in
the elderly and debilitated. These are reversible in most instances by proper
dosage adjustment, but are also occasionally observed at the lower dosage
ranges. IN A FEW INSTANCES syncope HAS BEEN REPORTED. Also en-
countered are isolated instances of skin eruptions, edema, minor menstrual ir-
regularities, nauseau and constipation, extra-pyramidal symptoms, increased and
decreased libido—all infrequent and generally controlled with dosage reductions ;
changes in BEEG patterns (low-voltage fast activity) may appear during and
after treatment ; blood dysrasias (including agranulocytosis), jaundice and hep-
atic dysfunction HAVE BEEN REPORTED occasionally, making periodic blood
counts and liver-function tests advisable during protracted therapy.

Usual Daily Dosage: Individualize for maximum beneficial effects. Oral—
Adults : Mild and moderate anxiety and tension, 5 or 10 mg. t.i.d. or q.i.d. ; severe
states, 20 or 25 mg t.i.d. or q.i.d. Geriatric patients: 5 mg b.i.d. to q.i.d. (See Pre-
cautions.)

Supplied: Capsules, 5 mg, 10 mg and 25 mg—Dbottles of 50.

NorTH CHICAGO, ILL., April 13, 1967.

DeAR Doctor: The Food and Drug Administration has asked us to call your
attention to a recent advertisement on Enduron® (methyclothiazide) and En-
duronyl® (methyclothiazide and deserpidine). The advertisement, headlined
“Thiazide-potassimum problems, doctor?”’ is regarded by the FDA as misleading.

The ad states that the advertised drugs provide “excellent sodium output with
less potassium loss than either chlorothiazide or hydrochlorothiazide.”

The consensus of expert medical opinion is that there is no significant difference
in the amount of potassium loss caused by thiazide agents, including methyclo-
thiazide (Enduron). ’

This ad suggests that any physician taking a patient off a thiazide-potassium
combination may wish to consider Enduron as alternative therapy. It states that
the product will “do an outstanding job for you, without routine potassium supple-
mentation,” and that it has “potassium-sparing characteristics.” The FDA be-
lieves that these claims could lead to the erroneous conclusion that hypokalemia
is less likely to occur, and consequently, that potassium supplementation is less
often necessary with Enduron than with other thiazides.

In point of fact, the need to consider proper potassium supplementation, dietary
or otherwise, is no less with Enduron or Enduronyl than with any other thiazide
drug.

Because the ad’s “brief summary” of warning information was considered in-
adequate, a new one is enclosed.' The information capitalized in the attached
revised “brief summary” is not present in current ads, but will be incorporated
into future ads for these products.

ABBOTT LABORATORIES.

FLINT LABORATORIES,
Morton Grove, I1l., July 20, 1967.

DEAR Docror: The Food and Drug Administration has asked us to call your
attention to the initial advertisements for Choloxin® (sodium dextrothyroxine),
currently appearing in several journals, which are regarded by the FDA as mis-
leading.

The headline, “A significant new advance in the management of hypercholes-
terolemia”, does not include the qualification that Choloxin is indicated for the
treatment of hypercholesterolemia in selected patients, i.e., euthyroid patients
with no known evidence of organic heart disease. Also, the ad fails to stress that
Choloxin is not intended to replace or to lessen the desirability of considering
dietary regulation in the management of hypercholesterolemia.

The FDA points out that, while the ads emphasize that Choloxin effectively
lowers blood cholesterol levels, they fail to emphasize that this effect has not been

1 Retained in committee files.



