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- Pregnancy subsection : overview

General Information

Contact information if pregnancy registry available
General statement about background risk

Fetal Risk Summary

Based on all available data, this section characterizes the likelihood that the drug increases the risk of developmental
abnormalities in humans and other relevant risks. More than one risk conclusion may be needed

For drugs that are not systemically absorbed, there is a standard statement indicating that maternal use is not expected
to result in fetal exposure

For drugs that are systemically absorbed, it will include:

* Where there are human data, a statement about the likelihood of increased risk based on these data. This statement is
followed by a description of findings

* Astandard statement about likelihood of increased risk based on animal data

Clinical Considerations

This section provides information on the following topics:
* [nadvertent exposure
- Known or predicted risk to the fetus from inadvertent exposure to drug early in pregnancy
* Prescribing decisions for pregnant women
Description of any known risk to the pregnant woman and fetus from the disease or condition the drug is intended to treat
Information about dosing adjustments during pregnancy
Maternal adverse reactions unique to pregnancy or increased in pregnancy
Effects of dosage, timing, and duration of exposure to drug during pregnancy
Potential neonatal complications and needed interventions

Data

Human and animal data are presented separately with human data presented first:

* Description of study type, exposure information (dosage, duration, timing), and any identified fetal developmental abnormality
or other adverse effects

¢ For human data, it will include positive and negative experiences, number of subjects, and duration of study

* For animal data, it will inciude species studied and description of dosages in terms of human dosage equivalents
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Drugs/medical illnesses First-line agents Contraindicated
Analgesics Acetaminophen NSAIDs >48 hours
Antithyroid Propylthiouracil 1-131
Antiacne Benzoyl peroxide ~ Isotretinoin

Topical clindamycin ~
Topical erythromycin ~
Topical metronidazole
Antiarrhythmics Adenosine ~ B-blockers ~ CCB ~ Digoxin
Antiasthmatics B2 agonist ~ Inhaled corticosterioids
Antibacterials Penicillins ~ Cephalosporins ~ Macrolides | Tetracycline ~
Doxycycline ~
Quinolones
Anticoagulants Heparin ~ Low molecular Warfarin
weight heparin
Anticonvulsants Lamotrigine ~ Gabapentin
Antidepressants SSRI ~ TCA
Antidiabetic Insulin ~ Glyburide
Antidiarrheal Loperamide
Antiemetics Pyridoxine ~
Doxylamine with pyridoxine ~
Antacids
Antifungals Topical imidazole
Antihypertensives Methyldopa ~ Labetalol ~ Nifedipine ACE inhibitors
Anti-inflammatory Corticosteroids
Antimigraine Acetaminophen ~ Metoclopramide NSAIDs >48 hours
Antiparasitic Lindane 1% ~ Permethrin 5%
Antipsoriatic Calcipotriene ~ Cyclosporin A Retin-A derivatives -
Methotrexate sodium
Antipsychotic Haloperidol
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Antiviral

Acyclovir

Antitubercular

Isoniazid

Streptomycin

Anxiolytics

Buspirone ~ Zolpidem ~ Antihistamines

Bronchitis

Acetaminophen ~ Decongestants -
Cough suppressants

Chemotherapeutics

Contraindicated

Constipation

Psyllium

Gastroesophageal reflux

Antacids

Hemorrhoids

Psyllium ~ Hydrocortisone ~ suppositories

Immunosuppressants

Glucocorticoids ~ Azathioprine ~
Cyclosporin ~ Tacrolimus

Mycophenolate
mofetil ~

Sirolimus ~
Cyclophosphamide ~

Leflunomide
Inflammatory bowel 5-aminosalicylic acid
Influenza Acetaminophen ~ Decongestants ~ Cough | Antibiotics
suppressants
Intrahepatic cholestasis Antihistamines -
Ursodeoxycholic acid ~ Cholestyramine
Mood stabilizers Lamotrigine
Pneumonia Acetaminophen ~ Erythromycin ~
Azithromycin ~ Ceftriaxone
Polysubstance abuse Methadone Antabuse

Ethanol
Tobacco
Heroin

Respiratory infection

Acetaminophen

Upper respiratory

Decongestants

Sinusitis

Amoxicillin-clavulanate ~
Cefuroxime ~ Saline nasal spray -
Steroid nasal spray

Vasomotor rhinitis

Saline nasal spray ~ Ipratropium ~
Steroid nasal spray
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