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May 26,200O 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
12420 Parklawn Dr. Room l-23 
Rockville, MD 20857 

RE: Comments on Docket No. OOD-1197 
Guidance for Industry, Court Decisions-ANDA Approvals, and la&Day Exclusivity 
Under the Hatch- Waxman Amendments to the Federal Food, Drug, and Cosmebic Act 

Dear Sir/Madam: 

TEVA Pharmaceuticals USA appreciates this opportunity to comment oln the “Guidance forfndustry, 
Court Decisions, ANDA Approvals, and 180-Day Exclusivity Under the Hatch-Waxman Amindments 
to the Federal Food, Drug, and Cosmetic Act” issued March 2000. 

It is TEVA’s opinion that in the content and implementation provisions of this guidance, tqe agency 
has exercised good judgement and a sense of fairness to the industry. At the same time the’bidance 
demonstrates a responsiveness to the findings of the various courts on the issues of court 
and exclusivity. Ultimately the guidance serves to weave the current and future 
smoothly into an historical context which reconciles previous interpretations of the 
amendments with the more recent court precedents. 

Again, we appreciate this opportunity to make comment. 

Sincerely, 




