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Dockets Management Branch ( 
Food and Drug Administration 
5630 Fishers Qne, Rm. 10611 
Rockville, MD 20852 

REl: Docket No. OON-0074 
Interim Rule: Ad&h 
of FDA-Regulated Pr 

Dear Sir or Madam: 
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Director 
Global Regulatory Afsairs 
7000 Portage Road 
Kalamazoo, MI49001-0199 
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TELEPHONE (616) 833-8141 
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jenny.l.peters@harmacia.com 
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The FDA discusses study 
strategies, DMCs, and stuc 
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appropriate action for an I 
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sponsor. 
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Sincerely, 

Pharmacia Corporation 
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