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whether or not you should be entitled to receive investigational products. You should be aware
that neither entry into a consent agreement nor pursuit of a hearing precludes the possibility of a
corollary judicial proceeding or administrative remedy concerning these violations.

Sincerely yours,

J':::::oadS:::::: HD.

Director
Division of Scientific Investigations
Office of Medical Policy
Center for Drug Evaluation and Research

Enclosures:
21 CFR 312
21 CFR 16
Consent Agreement




