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	DEPARTMENT OF HEALTH & HUMAN SERVICES
	Public Health Service

	
	
	Food and Drug Administration

Rockville, MD  20857


HDMA
Page 2

Anita T. Ducca

Director, Regulatory Affairs

Healthcare Distribution Management Association (HDMA)

901 North Glebe Road

Suite 1000

Arlington, VA 22303

Dear Ms. Ducca:

FDA met with representatives of Hoffman La Roche, Genpharm Inc., Ranbaxy Pharmaceuticals Inc., Barr Laboratories Inc., National Association of Chain Drug Stores (NACDS), National Community Pharmacists Association (NCPA) on October 21, 2005 and with representatives of Hoffman La Roche, Genpharm Inc., Ranbaxy Pharmaceuticals Inc., Barr Laboratories Inc., on October 26, 2005.  The purpose of the meetings was to discuss the concerns of the NACDS, HDMA, and NCPA in meeting the November 1, 2005 implementation date of the isotretinoin iPLEDGE risk minimization action plan (RiskMAP) for the registration of wholesalers and the registration and activation of pharmacies.

The agreements reached at those meetings are as follows:

· The starting date of the iPLEDGE RiskMAP whereby only wholesalers registered in iPLEDGE will be able to obtain isotretinoin from manufacturers and only pharmacies registered and activated in iPLEDGE will be able to receive isotretinoin from registered iPLEDGE wholesalers is changed from November 1, 2005 to December 30, 2005.  

· Manufacturers will pull back isotretinoin from unregistered wholesalers and unregistered and unactivated pharmacies on December 31, 2005.

· The starting date to begin patient registration and qualification in iPLEDGE is changed from November 1, 2005 to December 30, 2005.  

· Starting March 1, 2006, only prescribers registered and activated in iPLEDGE can prescribe isotretinoin and only patients registered and qualified in iPLEDGE can be dispensed isotretinoin. 

· The existing risk management programs for distributing, prescribing, and dispensing all isotretinoin drug products (S.M.A.R.T., A.L.E.R.T., S.P.I.R.I.T, and I.M.P.A.R.T), including the use of a yellow adhesive qualification sticker on the written prescription for isotretinoin, will continue through February 28, 2006.  This will permit simultaneous new patient registration and qualification in iPLEDGE, as well as transitioning existing users of isotretinoin into iPLEDGE from the existing risk management programs. 

If you have any questions, call Kalyani Bhatt, Regulatory Project Manager, at (301) 796-0852.

Sincerely,








Florence Houn, MD, MPH







Director








Office of Drug Evaluation III








Center for Drug Evaluation and Research
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