
COMMISSIONERS FOR PAT&NT23 
UNITED STATES PATENT.AND TRADEMARK OFFICE 

WA,%INGTON, D.C. 2023 w%w4.uspto.gov 

David T . Read 
Acting Director Wea lth Assessment Policy Staff, CDER 
Food and Drug Administration 
145 1 Rockvitle Pike, HFD-7 
Rockville, MD 20852 

Dear M r. Read: 

The attached application for patent term extension of U.S. Patent No. 4,939,130 was filed on 
October 17,2001, under 35 U.S.C. $ 156. 

The assistance of your O ffice is requested in confirming that the product identified in the 
application, ZOMETA@*(zoledromc acid), has been subject to a regulatory review 
the meaning of 35 U.S.C. $j f 56(g) before its first commercial marketing or use an d! 

erred within 
that the 

application fur patent term extension was filed within the sixty-day period after the product was 
approved, Since a determination has not been made whether the patent in question claims a 
product which has been subject to the Federal Food, Drug and Cosmetic Act, this communication 
is NOT to be considered as notice which may be made in the future pursuant to 35 U.S.C. 
§ 156(d)(2)(A)* 
Our review of the application to date indicates that the subject patent would be eligible for 
extension of the patent term under 35 U.S.C. 8 156. 

In 
9 

uiries regarding this communication should be directed to the undersigned at (703) 306-3 159 
(te ephone) or (703)3 08-69 16 (facsimile). 

Senior Legal Advrsor 
O ffice of Patent Legal Administration 
Office of the Deputy Commissioner 

for Patent Examination Policy 

cc: Thomas Hoxie 
Novartis Pharmaceuticals Corp. 
Patent and Trademark Dept. 
564 Morris Ave. 
Summit Nf 07901-1027 

kt 
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David T . Read 
Acting Director Health Assessment Poficy Staff, CDER 
Food and Drug Administration 
145 1 Rockville Pike, HFD-7 
Rockville, MD 20852 

Dear M r. Read: 

The attached appfication for patent term extension of U.S. Patent No. 4,939,130 was filed on 
October 17,20Of, under 35 U.S.C. 3 156. 

The assistance of your O ffice is requested in confirmin that the product identifted in the 
a plication, ZOMETA@‘(zoledromc acid), has been su 
R 

!!I ject to a reguiatory revrew erred within 
t e meaning of 35 USC. 8 156(g) before its fast commercial marketing or use an B that the 
application for patent term extension was filed within the sixty-day period af’ter the product was 
approved. Since a determination has not been made whether the patent in question claims a 
product which has been subject to the Federal Food, Drug and Cosmetic Act, this communication 
IS NOT to be considered as notice which may be made in the future pursuant to 3 5 U. SC. 
§ 1 ww)~A)* 

Our review of the application to date indicates that the subject patent would be eligible for 
extension of the patent term under 35 U.S.C. 8 156. 

In uiries regarding this communication should be directed to the undersigned at (703) 306-3 I59 
(telephone) or (703)308-6916 (facsimile). 

6 
Karin Tyson ‘d 
Senior Legal Advisor 
O ffice of Patent Legal Administration 
Office of the Deputy Commissioner 

for Patent Examination Policy 

cc: Thomas Hoxie 
Novartis Pharmaceuticals Corp. 
Patent and Trademark Dept. 
564 Morris Ave. 
Summit NJ 07901-1027 

kt 


