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Serious Adverse Experiences were reported in the studies. Merck knew about this in 1997, then
proceeds to downplay the importance of the adverse events in the very next paragraph, and then lays
claim that this information is “Confidential” and not to be make public!

Additionally, serious adverse experiences (AEs) reported from ongoing Male Pattern Hair
Loss studies through January 15, 1997 are provided.

Based on the data for the additional 6-month reporting period in this SUR from the five
Male Pattern Hair Loss studies, there is no evidence to suggest that there is an increased
incidence of AEs with greater duration of therapy. Thus, the safety data for finasteride
presented in this SUR support the overall favorable safety and tolerability profile of
finasteride presented in the original NDA and in the proposed product label.

We consider the information included in this submission to be a confidential matter, and
request that the Food and Dftug Administration not make its content, nor any future
communications in regard 1o it, public without first obtaining the wrilten permission of

Merck & Co., Inc.
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