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1Office of Women

Thalidomide was seen as a miracle drug in terms of its ability to treat morning sickness and insomnia in pregnant women and
became infamous as a result of the teratogenic effects it caused such as phocomelia. As a result of the use of thalidomide
during the 1950s and 1960s, the implications of taking certain medications during pregnancy were brought to light (1,2).

In 2009, it was reported that approximately 4.1 million births occurred in the United States alone. It has also been reported that
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To evaluate the consistency of pregnancy labeling across different therapeutic drug classes for the top 20 therapeutic classes
according to the top drugs by pharmaceutical sales in 2010.

Methodology

Top 24 drugs by pharmaceutical sales were taken from Drugs.com listing of the top 200 drugs of 2010. Drugs that
were combination products or contained only one drug in their subsequent therapeutic class were not included in this
study, leaving 22 drugs.

The Clinical website (http:/wi ip.com/) was used to find the therapeutic
categories that the top 22 drugs fell into and the subsequent drugs that shared these classes as well.

The current approved US-FDA labels for these drugs were obtained from the archived label section on Daily Med
(dailymed.nlm.nih.gov).

The Pregnancy Section (Section 8.1), and Labor and Delivery (Section 8.2) where available, and the Nursing Section
(Section 8.3) were the focus of this study. Drugs that were combination products, off the US market, or had sex specific
indications were not included in this study

These labeling sections were then surveyed for the presence of adequate human and animal studies, nonteratogenic
and teratogenic adverse events, and pregnancy registry information. Whether or not the drug was reported to cross the
placental barrier was also surveyed.
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*Human Studies were defined as post/pre market, studies, or ir studies reported in the label. Human
Adverse Event reports were not limited to studies but also included reports that were mentioned in the label. None of the drugs
were classified as pregnancy category A.

Seven of the eight drugs in the Angiotensin Il Receptor Antagonists therapeutic class fell into more than one pregnancy category
(C/ D) depending on the trimester
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*Many of the drugs that reported the transfer of drugs across the placental barrier did not distinguish between animal and
human transfer. There are no data available for the category X drug

Results (Cont'd)

Presentation of Adverse Events Drugs in the Top 20 Therapeutic Categori

Reported Adverse Events in Animals and Humans
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“Includes Adverse Event reports that were not defined as studies

“General class adverse events were not included unless the drug was specified

Conclusion & Future Works

C Across Therapeutic Class

+ Out of the 20 therapeutic classes surveyed, 9 (45%) were consistently labeled across class.

@ of Pregnancy within Pregnancy Categories

+ One of the concerns about the current pregnancy labeling system is that drugs within the same category
have a similar potential to cause toxicity. The information obtained from this study further emphasizes
that point since the information presented in pregnancy labels varied within pregnancy categories.

« The majority of drugs in this study were classified Pregnancy category C (60%).
+ Human studies done in pregnant women are rare across all pregnancy categories which may be

attributed to ethical concerns. (Category B reported 4%, Category C reported 11%, Category D reported
25%, Category X reported 25%, and the Multiple category reported 14%).

« In addition to Pregnancy labels, Pregnancy Registries also provide important information regarding the
safety of medication use. Category B reported 8%, Category C reported 12%, Category D reported 50%,
and Category X and Multiple reported 0%. .

Category C had the highest percentage of animal studies conducted with the multiple category having
the lowest.

Future
+ Comparison of data from various epidemiologic studies with data from pregnancy registries

« In response to the need to update the current labeling system the FDA has proposed a new pregnancy and
lactation labeling rule which would replace the current labeling system with a narrative while phasing out
the current letter categories.
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