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In diabetic patients, increased blood sugar levels may be observed, requiring
upward adjustment of antidiabetic drug dosage, and SUBSEQUENT READ-
JUSTMENT IF DEXTROTHYROXINE IS LATER WITHDRAWN.

USE IN WOMEN OF CHILDBEARING AGE: In women exercising birth con-
trol procedures, the drug should only be administered AFTER WEIGHING POS-
SIBLE RISK TO THE FETUS AGAINST POSSIBLE BENEFITS TO THE
MOTHER, TERATOGENIC STUDIES IN TWO ANIMAL SPECIES HAVE
BEEN NEGATIVE.

PRECAUTIONS: UNUSUALLY HIGH PBI VALUES ARE COMMON IN
TREATED PATIENTS AND ARE NOT EVIDENCE OF HYPERMETABO-
LISM. IN CHILDREN, USE ONLY WHEN A SIGNIFICANT CHOLESTEROL
LOWERING EFFECT IS OBSERVED. Withdrawal is indicated if iodism or
new cardiac signs or symptoms develop.

ADVERSE REACTIONS: For the most part due to increased metabolism,
AND THUS MORE COMMON IN THE HYPOTHYROID PATIENT, ESPE-
CIALLY THE HYPOTHYROID CARDIAC. Cardiac changes have rarely been
precipitated in non-cardiac patients. Angina pectoris (0.2% incidence), arrhy-
thmia (05%), MYOCARDIAL ISCHEMIA (<0.1%), CARDIOMEGALY
(<019%), FATAL AND NON-FATAL myocardial infarctions (<0.2%). Insom-
nia, nervousness, palpitations, tremors, WEIGHT LOSS, LID LAG, SWEAT-
ING, FLUSHING, HYPERTHERMIA, HAIR LOSS, CHANGES IN BOWEL
HABITS, DIURESIS, AND MENSTRUAL IRREGULARITIES MAY ALSO BE
RELATED TO THE MILD METABOLIC ACTION, A FEW PATIENTS DE-
VELOPED ITCHING AND SKIN RASHES, APPARENTLY FROM IODISM.

DYSPEPSIA, NAUSEA AND VOMITING, AND CHANGES IN APPETITE
OCCURRED IN LESS THAN 19%. HEADACHE, CHANGES IN LIBIDO,
HOARSENESS, TINNITUS, DIZZINESS, PERIPHERAL EDEMA, MALAISE,
TIREDNESS, VISUAL DISTURBANCES, PSYCHIC CHANGES, PARES-
THESIA, MUCLE PAIN, AND BIZARRE COMPLAINTS WERE REPORTED
IN LESS THAN 1% OF TREATED PATIENTS. GALLSTONES WERE NEWLY
DISCOVERED IN 13 PATIENTS, AND CHOLESTATIC JAUNDICE IN ONE,
ALTHOUGH RELATIONSHIP TO DRUG THERAPY WAS NOT: ESTAB-
LISHED. IN A TOTAL OF 19 PATIENTS, PRE-EXISTING PERIPHERAL
VASCULAR DISEASE, EXOPHTHALMOS, RETINOPATHY, AND DIS-
TURBED SENSORIUM CONTINUED TO WORSEN. CEREBROVASCULAR
ACCIDENTS, THROMBOPHLEBITIS, AND G.I. HEMORRHAGES EACH OC-
CURRED IN LESS THAN 19, OF PATIENTS, BUT THERE APPEARS TO BE
NO RELATIONSHIP TO DEXTROTHYROXINE THERAPY.

In the nearly 3,000 patients studied, the withdrawal rate was less than 3%.

PHARMACOLOGY : MOST EVIDENCE INDICATES THE MECHANISM OF
ACTION IS TO STIMULATE THE LIVER TO INCREASE CATABOLISM OF
CHOLESTEROL; SYNTHESIS OF CHOLESTEROL IS NOT INHIBITED,
AND ABNORMAL METABOLIC END PRODUCTS DO NOT ACCUMULATE IN
THE BLOOD.

DOSAGE RECOMMENDATIONS: Dosage should start at 1.0 or 2.0 mg daily
to be increased monthly in 1.0 or 2.0 mg increments to a maximum of 6.0 to 8.0
mg daily if necessary for control of serum cholesterol in the adult. In hypothyroid
patients, the more conservative dosage schedule should be observed. Pediatric
dosage is 0.057mg/kg daily, increased monthly in 0.05 mg/kg increments to 0.1
mg/kg or 4.0 mg daily if necessary for control. ‘

SUPPLIED: 2.0 mg and 4.0 mg scored tablets in prescription bottles of 30.

MEeAD JOHNSON LLABORATORIES,
Evansville, Ind., June 30, 1967.
DEeAR DocTor: The Food and Drug Administration has requested that we call
your attention to current medical journal advertisements for Oracon and Ques-
tran which the FDA regards as misleading.

Oracon®

The ad claims that the drug provides “. .. oral contraception with effects which
closely parallel those of the natural hormonal cycle” and also contains a related
slogan implying such effects are “So Close to Nature.” The FDA points out that
not nearly all effects of oral contraceptives parallel those of the natural hormonal
cycle and that some of the effects of these drugs are of profound or undetermined
nature. .
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