440 446 B 2_UO 5 2006.5.1210:55 AMI|©| %] 440 NQ3 HP LaserJet5100 Series

@
fl= Continuing Education Column

O
| |

OJ

gt E1atol| UIgH 2MZ AR J1SEH %2

O 1=

Drugs for Common llinesses During Pregnancy

4 s = | 129l AtE2IN} | Hai-Joong Kim, MD

Department of Obstetrics and Gynecology, Korea University College of Medicine

E-mail : haijkim@korea.ac.kr

] Korean Med Assoc 2007; 50(5): 440 - 446

" Abstract

ecently pregnant women take more drugs than before due to the trend of increasing maternal
Rage. Though most drugs are safe, a small percentage of them may have unintended adverse
consequences for either mother or child. So any unnecessary drug should not be given to
pregnant women; however, when necessary, some medications cannot be withheld. Counseling
for drugs during pregnancy is one of most important and difficult tasks of obstetricians. Most drugs
are classified FDA category C, and there are many new drugs that have not been categorized yet.
In addition, many drugs in category X are not absolutely contraindicated during pregnancy, and
several drugs in category C or D are clear human teratogens. In this article, the author introduces
drugs that we can use for common illnesses during pregnancy available in Korea.
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FDAS] 7ol Haw obe E771 WE HilE ueglrhA| Table 1. Categorisation of risk of drug use in pregnancy by FDA

58l w2t AAY g2 FEHAA Je BrEE B Category
o dEE O]U] 7188 U8R &=tk dEHA = A Controlled studies in women fail to demonstrate a
risk to the fetus in the first trimester (and there is no
BT I|Fe] B class X2 T o]lo] Aol 24 evidence of a risk in later trimesters), and the pos-
= 52_174]:6]-7],?_ st} o]#gl o] -2 FHLol&= FDA 5=° sibility of fetal harm appears remote.
B Either animal-reproduction studies have not demon-
old TFolekE AEA W7l &7 15 (Australian Drug strated a fetal risk but there are no controlled studies
: : = = have shown an adverse effect (other than a decrease
= A gl o " : .
Evaluation Committee, ADEC)S }3—0}7]"‘ sh=H), ©] in fertility) that was not confirmed in controlled
Z 0] 83 537 FDA A A3 o] BUX|E Ho|= 74 studies in women in the first trimester (and there is
; = R § no evidence of a risk in later trimesters)
= ) N — b ==l
F7F75%H Hof o] 7 of= Floll 7|t = ok 2 C Either studies in animals have revealed adverse ef-
A= Aot} w3l glo}r]|8S SuksiA= SRt 224 fects on the fetus (teratogenic or embryocidal, or
i other) and there are no controlled studies in women
=, Gl 5 dalel] £X] ko o3RS njE 4= Qlo or studies in women and animals are not available.

W ¢ - } ) Drugs should be given only if the potential benefit
B2 5o AFs 780k H= ofes e Tt o2et 4 justifies the potential risk to the fetus
ol| A Ao} o)A f=o] ke k&0 thgl Hfsle] AKX D There is positive evidence of human fetal risk, but the
R o benefits from use in pregnant women may be ac-
5 dEFo=2H ArIFT) o= o Adw A TN ceptable despite the risk (e.g., if the drug is needed in
olo] ABFol|A] A2 THksl Eolee= A A7) a life~threatening situation or for a serious disease for
el el e el s stoler ek which safer drugs cannot be used or are ineffective)

AAZZE o B2 TR A2 oS AEE B X Studies in animals or human beings have demon-
Aoks 191 o] 2] Jol o] ] strated fetal abnormalities, or there is evidence of
shefshal 9l7I= offt. whepr] 712 AR 2 M= fetal risk based on human experience, or both, and
AREBLAA = obe]= oo e &l Q)= Ao] A the risk of thg use of the O!rug in pregnant women

clearly outweighs any possible benefit. The drug is
T2-8 = 59t} 7|E YR Fhtg oFE o] EAIV|E contraindicated in women who are or may become
- _ , _ pregnant.
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Table 2. Categorisation of risk of drug use in pregnancy by Australian Drug Evaluation Committee

Category

A

B2

B3

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.

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.

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.

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

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.

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. Accompanying texts should be consulted for further details.

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.
Accompanying texts should be consulted for further details.

Drugs which have such a high risk of causing permanent damage to the fetus that they should not be used in preg-
nancy or when there is a possibility of pregnancy.
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Table 3. Drugs or substances suspected or proven to be human tera- sl Arle - o|E AJE o] olek Y| Be}lo| %
f00onS 2k T AR R 0] e Yl E2to] 4]
e oflo]2E % ADEC 773 Ad] &t 2 Al Shal
Antihypertensive drug Hormone _ S o)
ACE inhibitors Androgen SPAL AR M\:}.
A—Il antagonists Danazole
Anticancer drug Diethylstilbestrol (DES) . .
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