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NOTIFICATION 

Addendum 

The following communication, dated 7 December 2014, is being circulated at the request of the 
delegation of United States of America. 
 

_______________ 
 

 

TITLE: Content and Format of Labeling for Human Prescription Drug and Biological Products; 
Requirements for Pregnancy and Lactation Labeling 

AGENCY: Food and Drug Administration, HHS 

ACTION: Final rule 

SUMMARY: The Food and Drug Administration (FDA) is amending its regulations governing the 
content and format of the "Pregnancy," "Labor and delivery," and "Nursing mothers" subsections 
of the "Use in Specific Populations" section of the labeling for human prescription drug and 
biological products. The final rule requires the removal of the pregnancy categories A, B, C, D, and 
X from all human prescription drug and biological product labeling. For human prescription drug 
and biological products subject to the Agency's 2006 Physician Labeling Rule, the final rule 
requires that the labeling include a summary of the risks of using a drug during pregnancy and 
lactation, a discussion of the data supporting that summary, and relevant information to help 
health care providers make prescribing decisions and counsel women about the use of drugs 
during pregnancy and lactation. The final rule eliminates the "Labor and delivery" subsection 
because information about labor and delivery is included in the "Pregnancy" subsection. The final 
rule requires that the labeling include relevant information about pregnancy testing, contraception, 
and infertility for health care providers prescribing for females and males of reproductive potential. 
The final rule creates a consistent format for providing information about the risks and benefits of 
prescription drug and/or biological product use during pregnancy and lactation and by females and 
males of reproductive potential. These revisions will facilitate prescriber counseling for these 
populations. 

DATES: This rule is effective 30 June 2015. See section IV of this document for the implementation 
dates of this final rule. 

http://www.gpo.gov/fdsys/pkg/FR-2014-12-04/html/2014-28241.htm 

http://www.gpo.gov/fdsys/pkg/FR-2014-12-04/pdf/2014-28241.pdf 
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