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INTRODUCTION

The Pharmaceutical Research and Manufacturers of America (“PhRMA”’) hereby submits
comments to the Office of Management and Budget’s (“OMB’s”) Office of Information and
Regulatory Affairs (“OIRA”) and the Federal Trade Commission (“FTC”). These comments
concern the information needed for an empirical study analyzing the competitive effects of
authorized generic drugs.

The FTC published its initial proposed information requests in March 2006.! In response
to comments from PhRMA, 2 as well as others, the FTC has made several material modifications
to the proposed information requests.3 PhRMA commends the FTC for the initial changes,
which will help lower costs borne by respondents and focus the study more directly on the
economic impact of authorized generics. For example, the FTC has eliminated the request for
documents that relate generally or broadly to competition with generic drug companies. It also
has cut back the search for documents at the vice president level and below.

In some respects, however, the modified Information Collection Request (“ICR”) now
proposed by the FTC still lacks practical utility under the Paperwork Reduction Act (“PRA™).
The ICR is not limited to requests for empirical data or even to requests for data and documents
discussing actual competition or events in the marketplace. Rather, the requests encompass
documents speculating about “possible” competition that might occur in the future. The FTC’s

notice indicates that some of the documents requested under the ICR have only a potential use for

I FTC First Notice, Request for Comments on Information Requests for Authorized Generic Drug Study, FTC
Project No. P062195, Mar. 29, 2006, www.fic.gov.

2 PhRMA Comments on Proposed Information Requests, June 5, 2006, www.ftc.gov.

3 FTC Second Notice, Request for Comments on Information Requests for Authorized Generic Drug Study, FTC
Project No. P062195, at 10, Apr. 30, 2007, www.ftc.gov (eliminating requests for documents relating generally to
competition and generic entry); id. at 11 (eliminating language that would reach “any document” and instead
focusing on “studies, surveys, analysis, and reports”); id. at 12 (eliminating requests for documents prepared “by or
for” vice-presidents); id. at 13 (eliminating the requirement to provide a detailed catalog of information on each
responsive document and instead requiring sorting by drug); id. at 14-15 (reducing the number of drugs covered); id.
at 18 (eliminating the request for cost data from brand name drugs); id. at 20 (eliminating the request for each
company to provide IMS data).



















































