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category“D” Tabl el
category “D”
Category

X Studies in animals or humans
have demonstrated fetal
abnormalities or there s
positive evidence of fetal risk
based on adverse reaction
reports from investigational
or marketing experience, or

Tabl e 1 both. The risk involved in the

US Food and Drug Administration use of the drug in pregnant

categories women clearly outweighs any

possible benefits

Category

A Adequate and well-controlled
studies in pregnant women have
failed to demonstrate a risk to the
fetus in the first trimester of

pregnancy.

B Animal reproduction studies CHARGE
have failed to demonstrate a risk
to the fetus, but there are no CHARGE

adequate and well-controlled
studies of pregnant women. Or
animal studies demonstrate a risk,
and adequate and well-controlled CHARGE CHD7
studies in pregnant women have
not been done during the first

trimester.
(1) Met hi mazol e

C Animal reproduction studies have
shown an adverse effect on the Met hi mazol e 200PPM
fetus, but there are no adequate MMI
and well-controlled studies of
humans. The benefits from the 22
use of the drug in pregnant
women might be acceptable (2)
despite its potential risks. Or Met hi mazol e
animal studies have not been
conducted and there are no MMI 200PPM
adequate and well-controlled Hamburger Hami |l ton stage 35
studies of humans.

D There is positive evidence of MMI 200PPM
human fetal risk based on Embryonic day 15.5
adverse reaction data from
investigational or marketing (3) Met hi mazol e
experience or studies of humans, CHD7Y
but the potential benefits from PCR
the use of the drug in pregnant MMI 200PPM
women might be acceptable Embryonic day8 11

despite its potential risks.
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