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TO: NORMAN GOLDFARB
DATE: April 16, 2004

RE: Model Agreement Group Initiative Antitrust Analysis

You have asked me to summarize the application of the antitrust laws to joint ventures and to
identify any antitrust concerns raised by the Model Agreement Group Initiative (MAGI).

Facts

MAGI is a group that seeks to develop a flexible model clinical trial agreement (CTA)to
streamline the process of negotiating clinical trial agreements. MAGI is not a legal entity, but rather is
an informal group of individuals and organizations that participate in the clinical trial process. MAGI
currently has over 100 members, and has no membership limitations of any kind. It is currently
recruiting members from the community of trial sponsors, CROs, AROs, SMOs, investigative sites, and

law firms, and related organizations.

The members and potential members of MAGI are drawn from the entire range of industries that
are involved in clinical trial activity, and membership is not limited to U.S. organizations. This means
that it is not possible to speak in general terms about “competition among MAGI members”: a lawyer
who drafts clinical trial agreements does not “compete” with a pharmaceutical company that sponsors
trials, and neither of them “compete” with a hospital that seeks to conduct clinical trials. There is
certainly competition or potential competition among distinct subgroups of MAGI members, however.
To pick one example, one clinical trial site may compete with another in securing a specific trial from a
specific sponsor. This competition is highly fragmented, however, because of the nature of clinical
trials. Specifically, clinical trials generally require simultaneous use of many different sites in many
diverse locations across the country or around the world, and discourage the use of multiple sites in the

same city. They also often involve a mix of academic research centers and other types of facilities.
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