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FDA PREGNANCY CATEGORIES

Control studies in pregnant women fail to demonstrate a risk
to the fetus in the first trimester with no evidence of risk in
later trimesters. The possibility if fetal harm appears remote.

| Either animal-reproduction studies have not demonstrated a
| fetal risk but there are no controlled studies in pregnant
women, or animal-reproduction studies have shown an
adverse effect (other than a decrease in fertility) that was
not confirmed in controlled studies in women in the first
trimester and there is no evidence of a risk in later
trimesters.

Either studies in animals have revealed adverse effects on
the fetus (teratogenic or embryocidal effects or other) and
there are no controlled studies in women, or studies in
women and animals are not available. Drugs should be
given only if the potential benefits justify the potential risk to
the fetus. |

There is positive evidence of human fetal risk, but the
benefits from use in pregnant women may be acceptable
despite the risk (eg, if the drug is needed in a life-
threatening situation or for a serious disease for which safer
drugs cannot be used or are ineffective).

Studies in animals or human beings have demonstrated
fetal abnormalities or there is evidence of fetal risk based on
human experience, or both, and the risk of the use of the
drug in pregnant women clearly outweighs any possible
benefit. The drug is contraindicated in women who are or
may become pregnant.
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Prescribing medicines in pregnancy
(Australia)

Category A

Drugs which have been taken by a large number of pregnant women and
women of childbearing age without any proven increase in the frequency of
malformations or other direct or indirect harmful effects on the fetus having
been observed.

Category Bl -

Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed.

Studies in animals have not shown evidence of an increased occurrence of
fetal damage.

Category B2 | -

Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed. ) . ~

Studies in animals are inadequate or may be lacking, but available data show
no evidence of an increased occurrence of fetal damage.

Category B3 - :

Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed. ' | ‘

Studies in animals have shown evidence of an increased occurrence of fetal
damage, the significance of which is considered uncertain in humans.

Category C L S

Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible.

Category D ' o

Drugs which have caused, are suspected to have caused or may be expected
to cause, an increased incidence of human fetal malformations or -
irreversible damage. These drugs may also have adverse pharmacological
effects. , . - _
Category X e : : ,. ,

Drugs which have such a high risk of causing permanent damage to the fetus
that they should not be used in pregnancy or when there is a possibility of
pregnancy.
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Swedish Classification system

Category A

Drugs which may be assumed to have been used by a large number of pregnant
women and women of child-bearing age without any identified disturbance in
the reproductive process, e.g. an increased incidence of malformations or other
direct or indirect harmful effects on the fetus.

Category B

Drugs which may be assumed to have been used only by a limited number of
pregnant women and women of child-bearing age, without any identified
disturbance in the reproductive process having been noted so far, e.g. an
increased incidence of malformations or other direct or indirect harmful effects
on the fetus.

O Category Bl .
Reproduction toxicity studies have not given evidence of an increased
incidence of fetal damage or other deleterious effects on the reproductive
process.

o Category B2
Reproduction toxicity studies are inadequate or lacking, but available data
do not indicate an increased incidence of fetal damage or other deleterious
effects on the reproductive process.

o Category B3
Reproduction toxicity studies in animals have revealed an increased
incidence of fetal damage or other deleterious effects on the reproductive
process, the significance of which is considered uncertain in man.
Category C
Drugs which by their pharmacological effects have caused, or must be
suspected of causing, disturbances in the reproductive process that may involve
risk to the fetus without being directly teratogenic. If experimental studies in
animals have indicated an increased occurrence of fetal injuries or other
disturbances of the reproductive process of uncertain significance in humans,
these findings are to be stated for drugs in this category.

Category D

Drugs which have caused an increased incidence of fetal malformations or
other permanent damage in man or which, on the basis of e.g. reproduction
toxicity studies, must be suspected of domg so. This category comprises drug
also has pharmacologlcal effects that may directly or indirectly have a harmful

, effect on the fetus th1s must also be stated.

* For both categories C and D, an explanatory text follows the classification in the

~ product monograph.
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for Registration of Pharmaceuticals for Human Use - —_—— _— —
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‘ ERRERE |and the possibility of fetal harm appears remote.
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controlled studies in pregnant women.
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