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Table Effects of systemic drugs on fetus and breast-fed baby

FDA Potential adversc | Potential side efiectson
Agent Comments
catcgory* cfiects on fetus brcast-fed infant
Antibiotics .

Acyclovir C No controlied studies. Not known whciher Dffective in third
Not teratogenicin exercted No adversc trimeter against
mice at 450 problems documented. herpessimplex by

mg/kg/day ’ marcrnal
administration

Ampicillin B None known Significant problemsnot  May change bowel flora
documemed, but may of breast fed infant
lead to sensitization. RN
diarihca, candidiasis, T
orskin rash in infant

Chloroquin C Congenital deafness, Exereted into breast

damage to fetal CNS milk. No documented
(auditory nerve), problems. but

retinal hemorrhage. breast-feeding not

A bnormal retinal recommended.
pigmentation reparted.

Cephalospotins B None known Low concentrations in Changes bowel flora
milk. Problems have
not been documented.

Clindamycin B None known Secreted in breast milk. Concentrates in fetal
A cademy of liver
Pediatrics considers
drug compatible with
brcast-feeding.'®

Clofazimine C Teratogenicin a nimals Excreted in breast milk.

Not known to be Skin and fatty tissues

teratogenic in of animal ofispring

humans. Crosses become discolored 3

placenta,causingdeep  daysafter birth.

pigmentation of skin

at birth.

Dapsone C Noadverse fetaleffects ~ May cause hemolytic May be used during

known anemia in infants pregnancy for
dcficientin G6PD. maintenance therapy
Administration to of dermatitis
lactating mother not herpetiformis

. recommended.

Erythromycin B None known None known, although Crosses placenta in high
theoretically could dosesto fetal level
cause diarrheain 24% of maternal :
infant ‘ breast milk may

exceed maternal
serum concentrations

Griseofulvin C Embryotoxic and None known

teratogenicin rats.
Placental transfer has
been demonstratedin
humans at term: use
not recommended.
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Agent FDA Potential adversc | Potential side efiects on Comments
catcgory* | cfiects on fetus breast-fed infant
Isoniazid C Embryotoxicin animals. Hepatotoxicmetabolite =~ Concentration in
Psychomotor acetylisoniazedfound  milkis equal
retardation in breast milk but no that in plasma
convulsions, documented problems
myoclonus, and
reported with mulfiple
drug therapies. -
However, no fetal
anomalies documented
when used alone.
Ketoconazole C Syndactyly and Kernicterus in nursing
' oligodactyly inraisat infant. Breast-feeding
80 mg/kg/day (10x not recommended for
human dose). None 48 hours after drug
known in humans. ingestion
Metronidazole B Mutagenic in bacteria Usenotrecommendedin  Increased alcoho)
and carcinogenicin lactating mother, but teratogenicity and
rodents. No known breast-feeding may be fetotoxicity in
teratogenicity in resumed 48 hours pregnant mice
humans. after treatment is
completed
Penicillin B None known Significant problemsnot  Fctal serum
documented, but may levels 20%-50%
lead to sensitization. of maternal
diarrhea, candidiasis,
orskin rash ininfant
Rifampin C Cleft palate, spinabifida  None known. Excreted
in highdosesin in small a mounts.
rodents but not known
to be ahuman ’
teratogen
Sulfonamides C May cause jaundiceand  Excretedin low Trimethoprim-
kernicterus in fetus concentrations. Cited sulfamethoxazole may
by U.S. Pharmacopcia interfere with folic
Dispensing acid metabolism
Information'? to be

contraindicated in first
2 months of life
because of risk of
kernicterus, but
American A cademy
of Pediatrics considers
safe for *
breast-feeding.'®
Sulfonamides may
cause hemolytic
anemiain
G6PD-deficient
infants.
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47.

FDA Potential adversc | Potential side efiects on
Agent ] Comments
catcgory*| cfiects on fetus . breast-fed infamt
Tetracycline D Drug forms complex Not recommended. Reported case of
with calcium Unbound tertracyclines  pregnancy while
orthophosphate and is may caused tooth taking tetracycline
N incorporated into staining, possible and oral
bones and teeth. decreased fetal contraceptives.
Causes staining of skeletal growth, Outdated tetracycline
deciduous teethif photosensitivity may cause
administered after reactions. Vestibular nephrotoxicity anda
third month of disturbances reported systemic lupus
pregnancy. with minocycline. crythematosus-lilic
illness.
Analgesics
Acetaminophen B None known with Excreted atlow
short-term use concentrations.
American A cademy
of Pediatrics considers
safe for breast-feeding. '
Aspirin C In animal studies, use in Excreted in low

carly pregnancy
causes various
malformations,
including facial clefts,
CNS and eye defects,
and visceral and
skeletal
malformations.
Controlled human
studies have not
demonstrated
teratogenicity. During
last weeks of
gestation, long-term
high-dose salicylate
therapy may cause
prolonged gestation,
increased risk of
postmaturity, and
fetal neonatal
hemorrhage.
Theoretically, regular
use of aspirin in late
pregnancy could cause
premature closure or
constriction of fetal
ductus arteriosus.
Decreased birth
weight and increased
risk of stillbirth have
not been found with
thera peutic doses of
aspirin.

concentrations.
Potential risk of
adverse effects on
infant platelet
function if taken in
high doses.
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FDA Potential adversc | Potential side eflects on
Agent Comments
category® | cfiects on fetus brcast-fed infant

Tbuprofen B Use in late pregnancy Not excreted in breast
should be avoided. milk. American
May constrict ductus A cademy of
arteriosus in utero or Pediatrics considers
inhibit or prolong -safe for
labor as result of _breast-feeding16

inhibition of
prostaglandin

synthetase.
Naproxen ‘B Usein late pregnancy Detectable in breast
should be avoided. milk about 1% of
May constrict in plasma concentration.
ductus arteriosus in American Academy
uteroor inhibit.or of Pediatrics considers
prolonglabor asresult drug safe for
of inhibition of breast-feeding. '®
prostaglandin .
synthetase.
Chemotherapeutic agents _
Azathioprine D Teratogenic effects Problems not Crosses placenta poorly.
inrodents. documented, but Fetal liver cannot
Administration alone breast-feeding not convert toitsactive
hasnotbeen =~ recommended form. -
associated with known
teratogenicity but
could theoretically
affect immune system.
Cyclophosphamide D Various fetal Transient neutropenia
malformations, from cyclophos-
especially skeletal phamide with
defects and prednisone and
dysmorphic features, vincristine. Potential
but other mutagenicity,
chemotherapeutic carcinogenicity,
agents given adverseseffectson
concurrently fetus.
Cyclosporine C  Nobirthdefects yet Problems not
reporied. No - documented, but
roratogenic effectsin passes into breast
rodents at therapeutia milk. Potential for
doses. hypertension,
nephrotoxicity, and
malignancy in
neonate.
‘Fluorouracil D Exposure in first Notknown whether
drimester resulted in excreted, but
skelctal abnormalities; breast-feeding not
hypoplasia of aorta, recommended

lungs, thymus, and
gastrointestinal tract;
and urinary tract
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FDA Potential adversc | Potential side efiects on
Agent e Comments
catcgory* cfiects on fetus brcast-fed infant
abnormalities. Fetus
exposed in third
trimester had cyanosis
and clonus. No
adverse effects
reported from topical
use.
Methotrexate D Potent teratogeninfirst ~ Excretedinlow
trimester. Mulriple concentration, but
skeletal and breast-feeding not
neurologic defects, recommended
cleft palatc.
Hormones and synthetic substitutes
Adrenocortico- C Dleft palate, spontane- Passes into breast milk
steroids ous abortions, and in small amounts.
intrauterine growth Administration of
retardation in animals. physiologic doses
Potential for cleft unlikely to adversely
palate formation and affectinfant.
adrenal suppression in
humans, aithough
teratogenic effects.
have notbeen
confirmed.
Androgens D Continued therapy Passes into breast milk.
Danazol causesclitoral May cause
hypertrophy, labial virilization.
fusion of the external
genitalia, urogenital
sinus defect, vaginal
atresia, and
ambiguous female
genitalia

Spironolactone C May cross placenta. No Active metabolite
controlled studies (camenone) excreted
performed, butno, in breast milk
known terafogenic
effects.

Estrogens and progesterones are generally used together in oral contraceptives''*'!”

Estrogens X Although a few small. Decreased quantityand  Pregnancy hasbeen
Ethinyl estradiol retrospective studies protein content of reported in women
Ethisterone, suggest an association breast milk. taking oral contra-
Ethynodiol diacetate between oral Gynecomastia’ ceptives and
Mestranol contraceptives and reported in male antibiotics, including

vertebral, anal,
cardiac, tracheal,
esophageal, renal, and
limb anomalies:
almost all prospective
studies and most
retrospective studies
do not find an
increased risk of
anomalies

infant.

tetracyclines
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Progestogens D Masculinization of Suppression of

Norethindrone female fetus if taken lactation
- Norgestrel beyond the first 8
Norethynodrel weeks is possible. If.
contraception occurs
while a woman is
taking an oral
contraceptive, the
drug should be
discontinued
immediately, but fetus
is not at increased risk
of anomalies.
Vitamins
Vitamin A and X Multiple teratogenic Not known whether
_derivatives effects, especially on derivativesare
CNS, cye, ear, palate, excreted, butuse in
heart, and bones lactating mother not
recommended
B-Carotene No data available No data availablc
Nicotinamide C Higher levels in fetus No adverse effects
than mother, but no known
fetal anomalies
reported

Pyridoxine '? A Large doses may cause No adverse effects
pyridoxine kuown
dependency infetus :

Vitamin D C Teratogenicin animals No known problems at
Ergocalciferol at high doses (4-15X recommended daily
Cholecalciferol recommended human allowance
Calcitriol dose). In humans, ‘
Hydrotachysterol maternal hypercal-

-cemia during
pregnancy may
increase fetal
sensitivity to effects of
vitamin D, suppres-
sion of parathyroid
functionora :
syndrome of elfin
facies, mental
retardation, and
congenital supra-
valvular aortic
stenosis.

Vitamin E A Nodata available at No adverse effects Fetal concentration

high doses reported, butis 20%-30% of maternal
excréted in breast

milk
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Antihistamines Small amounts of
antihistamines are -
excreted in breast
milk. Thus there is a
small risk of effects,
such as unusual
excitement or
irritability in infants.
Astemizole C Controlled studies not Not known
done
Cimetidine B Fetal rats had Theoretically. could May accumuilate in
hypoandrogenization suppress gastric breast milk at
in adultlife acidity, inhibit drug concentrations higher
metabolism, and cause than thatin maternal
CNS stimulation. plasma
Cyproheptadine B No problems in animal Not known if secreted
studies. Controlled
studies not done in
humans.
Diphenhydramine B Reported cleft palate is American A cademy
unlikely associated. of Pediatrics
No good evidence of considers safe for
adverse effects to breast-feeding'®
fetus.
Hydroxyzine C Ratsdevelop anomalies ~ Notknown
‘ with high doses in
early pregnancy. No
problems reported in
humans.
Terfenamide C Controlled studies not Not known whether
done excreted
Other agents
Cholestyramine B None known, although None known Almost totally
adverse effects could unabsorbed
theoretically occur as
result of impaired
maternal absorption
of fat-soluble vitamins
Phenytoin D Maylead to depletionof = No adverse effects

vitamin K-dependent
factors and
hemorrhagic disease

of newborn. Increased

risk of neonatal
extrarenal Wilms
tumor, ganglioneuro-
blastoma,
mesenchymoma, and
neuroblastoma. “Fetal
hydantion syndrome”
(anomalies of fingers,

known, but secreted in
breast milk.
Breast-feeding not
recommended.
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toes, and craniofacial
abnormalities)and
increased risk of cleft
palate, cleft lip, and
cardiac anomalies
may relate to other
factors, including
seizures during
pregnancy.
lodides D Goiters, fetal May cause skin
encephalopathy rash and thyriod
suppression in infant
Penicillamine D Cutislaxa, ypotonia, Problems in humans
growthretardation, have not been
congenital documented
contractures in 8% of
exposed fetuses
Psoralens, PUVA C Animal studies not Not known whether
performed. Unknown excreted. Should be
effect on humans. avoided.
Should be given only

iF clearly needed.






