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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member:  United States of America 

If applicable, name of local government involved (Article 3.2 and 7.2):   

	2.
	Agency responsible:  Food and Drug Administration (FDA), Department of Health and Human Services (HHS) (814)
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above:   

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [   ], 5.6.2 [   ], 5.7.1 [   ], other:  

	4.
	Products covered (HS or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable):  Drug labelling (ICS 11.120)

	5.
	Title, number of pages and language(s) of the notified document:  Guidance for Industry on Labeling for Human Prescription Drug and Biological Products - Implementing the Physician Labeling Rule Content and Format Requirements; Availability (2 pages, in English)    

	6.
	Description of content:  The Food and Drug Administration (FDA) is announcing the availability of a guidance for industry entitled "Labeling for Human Prescription Drug and Biological Products - Implementing the PLR Content and Format Requirements". This guidance is intended to assist applicants in complying with the content and format requirements of labelling for human prescription drug and biological products. The recommendations in this guidance will help ensure that the labelling is clear; useful; informative; and to the extent possible, consistent in content and format. It will assist applicants in developing labeling for new products, revising existing labelling, and implementing the requirements on content and format of labelling for human prescription drug and biological products (71 FR 3922), which appeared in the Federal Register of 24 January 2006. The rule is commonly referred to as the "Physician Labeling Rule" (PLR) because it addresses prescription drug labeling that is used by prescribers and other health care practitioners.

	7.
	Objective and rationale, including the nature of urgent problems where applicable:  Protection of human health.

	8.
	Relevant documents:  78 Federal Register (FR) 12760, 25 February 2013.  Will appear in the Federal Register when adopted.  

	9.
	Proposed date of adoption:  

Proposed date of entry into force:  
	
	To be determined

	10.
	Final date for comments:  -

	11.
	Text available from:  National enquiry point [ ], or address, telephone and fax numbers, e-mail and web-site addresses, if available of the other body:  
URLs:
http://www.gpo.gov/fdsys/pkg/FR-2013-02-25/html/2013-04195.htm
http://www.gpo.gov/fdsys/pkg/FR-2013-02-25/pdf/2013-04195.pdf
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