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that that Hospira must identify the 4 mg/5 mL presentation of Zometa as a listed drug and 
submit a certification with respect to the ‘241 patent. In this memo, it was stated that 
Agency “could have been more explicit and perhaps should have identified the need for 
Hospira to identify the 4 mg/100 mL presentation of Zometa as a listed drug and submit 
relevant patent certifications, this silence does not relieve Hospira of its obligation to 
identify the appropriate listed drug(s) upon which it relies and certify to relevant patents, 
including patents on any pharmaceutically equivalent drug products.” The applicant 
provided an updated patent certification and an adequate proof of notification to the 
patent holder for the two paragraph IV certifications. 
 
All the issues have been resolved from all disciplines.  Also see CDTL Review by Ali Al-
Hakim, Ph.D., who recommends a Tentative Approval. Clearance has been obtained from 
from the 505b2 perspective from OND-IO and from the patent perspective from ORP.  
 
As stated in the action letter to the applicant, “Section 505(c)(3)(C) of the Act provides 
that approval of a new drug application submitted pursuant to section 505(b)(2) of the 
Act shall be made effective immediately, unless an action is brought for infringement of 
one or more of the patents that were the subject of the paragraph IV certifications. This 
action must be taken prior to the expiration of 45 days from the date the notice provided 
under section 505(b)(3) is received by the patent owner/approved application holder. You 
notified us that you complied with the requirements of section 505(b)(3) of the Act. 
However, because the 45-day period described in section 505(c)(3)(C) of the Act has not 
yet expired, final approval cannot be granted.” 
 
Recommendation: 
 
This application will be granted a Tentative Approval.  
 
Amna Ibrahim MD 
Deputy Director 
DOP1, OHOP 
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