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Before the
FOOD AND DRUG ADMINISTRATION
Washington, D.C.

In re: Petition for Health Claims: (1) Calcium may reduce the risk of cyclic severe
depression associated with the menstrual cycle; (2) Calcium may reduce the risk of
premenstrual dysphoric disorder; (3) Calcium may reduce the risk of the onsent of
symptoms of premenstrual dysphoric disorder; (4) Calcium may reduce the risk of
abnormal menstrual cycles; (5) Calcium may reduce the risk of polycystic ovary
syndrome

Filed on: November 21, 2003

SUPPLEMENTAL SUBMISSION
Marine Bio USA, Inc. (“Petitioner”’) hereby supplements the record in the above-
referenced health claim proceeding with the attached scientific references, consisting of the
scientific articles cited by Michael John Glade, Ph.D., CNS, FACN in his report that were not
available at the time of the initial filing with FDA on October 9, 2003, and the PubMed search
results requested by the agency. With those documents before you, petition processing should
commence forthwith.
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