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USDA Announces Public Meeting on Veterinary Biologics Labeling 

 WASHINGTON, May 24, 2011 – The U.S. Department of Agriculture’s Animal and Plant 
Health Inspection Service (APHIS) today announced it is hosting a public meeting to discuss a 
draft guideline concerning effectiveness indications statements in veterinary biologics labeling.  
This draft policy guideline, including a concept paper, will also be available for review and 
comment. 
 

APHIS developed the draft policy guideline concerning the wording of indications 
statements used in veterinary biologics labeling in response to concerns expressed by 
stakeholders.  The draft guideline differs from current guidance regarding label claims in that a 
single indications statement (e.g., “This product has been shown to be effective for the 
vaccination of healthy animals X weeks of age or older against …”) would replace current 
indications statements that may reflect any of four different levels of effectiveness.   

In addition to a standardized indications statement, the concept paper also provides for 
the public disclosure of a summary (with confidential business information removed) of the 
efficacy and safety data submitted to APHIS in support of the issuance of the product license.   

APHIS is holding the public meeting to gather input and discuss any issues that are 
pertinent to the draft guideline and concept paper.  The public meeting will be held on Thursday, 
June 16, 2011, from 9 a.m. to 3 p.m. at APHIS’ National Center for Animal Health, 1920 Dayton 
Avenue, Ames, Iowa. The public can comment on the concept paper at the meeting or by 
submitting them to the addresses listed below.  

This notice is scheduled for publication in today’s Federal Register. Consideration will 
be given to comments received on or before July 25, 2011. You may submit comments on the 
concept paper by either of the following methods: 

 Federal eRulemaking Portal:  Go to 
http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d= 
APHIS-2011-0049 to submit or view comments and to view the concept paper. 

 Postal Mail/Commercial Delivery: Please send one copy of your comment to Docket 
No. APHIS-2011-0049, Regulatory Analysis and Development, PPD, APHIS, Station 
3A-03.8, 4700 River Road Unit 118, Riverdale, MD 20737-1238. Please state that your 
comment refers to Docket No. APHIS-2011-0049. 
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Comments are posted on the Regulations.gov website and may also be reviewed at 
USDA, Room 1141, South Building, 14th Street and Independence Ave., S.W., Washington, DC, 
between 8 a.m. and 4:30 p.m., Monday through Friday, excluding holidays.  To facilitate entry 
into the comment reading room, please call (202) 690-2817. 

# 

Note to Reporters: USDA news releases, program announcements and media advisories are 
available on the Internet and through Really Simple Syndication (RSS) feeds. Go to the APHIS 
news release page at www.aphis.usda.gov/newsroom and click on the RSS feed link.  

USDA is an equal opportunity provider, employer and lender.  To file a complaint of discrimination, write:  USDA, 
Director, Office of Civil Rights, 1400 Independence Ave., SW., Washington, DC  20250-9410 or call(800) 795-3272 

(voice) or (202) 720-6382 (TDD).   

 
 

 

 


