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June 16, 2004

VIA OVERNIGHT MAIL
Dr. Tomoko Shimakawa
CFSAN, FDA

5100 Paint Branch Pkwy
HFS-830

College Park, MD 20740

Re: Health Claim Petition — (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
onset of symptoms of premenstrual dysphoric disorder; (4) Calcium may reduce
the risk of abnormal menstrual cycles and (5) Calcium may reduce the risk of
polycystic ovary syndrome; Docket No. 20040Q-0099

Dear Dr. Shimakawa:

This letter is to notify the FDA that Marine Bio Co. Ltd. is now the petitioner to the
above health claim petition, originally submitted by its wholly-owned subsidiary, Marine
Bio USA, Inc.

Because of Marine Bio USA, Inc.'s pending dissolution, Marine Bio Co. Ltd.,
headquartered at 1 Kitanorimono-cho, Ikeda Bldg., 7™ Floor, Chiyoda-ku, Tokyo 101-
0036, Japan, is now handling all U.S. transactions directly from Japan.

Please do not hesitate to contact me if you have any further questions.

Sincerely,

pathan W. Emord
drea G. Ferrenz
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