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Continuation o(Ouestion 4

o Primary safety study or clinical trial
o Pharmacogenetic or pharmacogenomic study or clinical trial if required to further assess safety
o Thorough Q- T clinical trial
o Nonclinical (animal) safety study (e.g., carcinogenicity, reproductive toxicology)
o Nonclinical study (laboratory resistance, receptor affnity, quality study related to safety)
o Pharmacokinetic studies or clinical trials
o Drug interaction or bioavailability studies or clinical trials
o Dosing trials
o Additional data or analysis required for a previously submitted or expected study/clinical trial

(provide explanation)

o Meta-analysis or pooled analysis of previous studies/clinical trials
o Immunogenicity as a marker of safety
o Other (provide explanation)

Agreed upon:

12 Quality study without a safety endpoint (e.g., manufacturing, stability)
o Pharmacoepidemiologic study not related to safe drug use (e.g., natural history of disease,

background rates of adverse events)
o Clinical trials primarily designed to further define effcacy (e.g., in another condition,

different disease severity, or subgroup) that are NOT required under Subpar HI
o Dose-response study or clinical trial performed for effectiveness
o Nonclinical study, not safety-related (specify)

o Other

5. Is the PMRlPMC clear, feasible, and appropriate?

I Does the study/clinical trial meet criteria for PMRs or PMCs?

Are the objectives clear from the description of the PMRlMC?
Has the applicant adequately justified the choice of schedule milestone dates?
Has the applicant had suffcient time to review the PMRs/PMCs, ask questions, determine
feasibility, and contribute to the development process?

PMRMC Development Coordinator:
i:This PMRPMC has been reviewedfor clarity and consistency, and is necessary to further refine the

safety, effcacy, or optimal use of a drug, or to ensure consistency and reliabilty of drug quality.

/ Audrey Gassman, M.D./ Deputy Director for Safety, Division of Reproductive and

Urologic Products
(signature line for BLAs)

~J.




