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Dear Mr. Emord:

This letter concerns your health claim petition, received on October 9, 2003, submitted
pursuant to Section 403(r)(5)(D) of the Federal Food Drug and Cosmetic Act (FFD&C
Act) (21 U.S.C. § 343(r)(5)(D)) with respect to certain claims about the relationship
between calcium and 1) essential hypertension, 2) gestational hypertension, and 3) pre-
eclampsia. You submitted this petition on behalf of Marine Bio USA, Inc. We are not
acknowledging the receipt of your health claim petition, within the meaning of 21 CFR
101.70(;)(1), because the petition is not complete.

Under 21 CFR 101.70(j)(1), FDA is to notify the petitioner by letter (the
"acknowledgment letter"), within 15 days of receipt of the petition, the date that the
petition was received. This acknowledgment letter is intended to inform the petitioner
that the petition is undergoing agency review and that the agency will subsequently notify
the petitioner of its decision to either file the petition for comprehensive review or to
deny the petition. Under 21 CFR 101.70 (), the petition is required to include, among
other attachments, copies of any computer literature searches done by the petitioner,
copies of articles cited in the literature searches, and all other information that the
petitioner relies upon for the support of the health claim.

FDA is not able to acknowledge the receipt of your petition and begin its review of the
petition because the petition is not complete. We have found the following deficiencies
in your petition:

1. You have not included in your petition the references listed below (by number of
reference as cited in the petition) that you cite as support for your proposed health
claims:
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Zhuang L, Peng JB, Tou L, Takanaga H, Adam RM, Hediger MA, Freeman
MR. Calcium-selective ion channel, CaT1, is apically localized in
gastrointestinal tract epithelia and is aberrantly expressed in human
malignancies. Lab Invest 2002;82:1755-1764.

Schroeder HA. Relation between mortality from cardiovascular disease and
treated water supplies: Variations in states and 163 largest municipalities of the
Unites States. JAMA 1960;172:1902-1908.

David-Dufilho M, Pemnollet M-G, Morris M, Astarie-Dekequer C, Devynck M-
A. Erythrocyte CA™ handling in the spontaneously hypertensive rat. Effect of
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rats (SHR). Can J Physiol Pharmacol 2001;79:779-784.

Tisler A, Pierratos A, D’ Arcy Honey J, Bull SB, Rosivall L, Logan AG. High
urinary excretion of uric acid combined with high excretion of calcium links
kidney stones disease to familial hypertension. Nephrol Dial Transplant
2002;17:253-259.
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Lal KJ, Dakshinamurti K. The relationship between low-calcium-induced
increase in systolic blood pressure and vitamin B6. J Hypertens 1995;13:327-
332.

Butler TV, Cameron H, Kirchner KA. Dietary calcium supplementation
restores pressure natiuresis responses in Dahl-S rats. Am J Hypertens
1995;8:615-621.

DiPette DI, Greilich PE, Nickols GA, Graham GA, Green A, Cooper CW,
Holland OB. Effect of dietary calcium supplementation in blood pressure and
calciotropic hormones in mineralocorticoid-salt hypertension. J Hypertens
1990;8:515-520.
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on vascular smooth muscle responses in spontaneously hypertensive rats. J
Hypertens 1990;8:835-841.
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Hypertens 1994;7:520-528.
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1998;11:703-707. .
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(PIH) and pre-eclampsia. World Congress of Hypertension in Pregnancy,
Perugia, Italy, 1990, abstract 91; cited in ref. #917.

Villar J, Repke J, Belizan JM, Pareja G. Calcium supplementation reduces
blood pressure during pregnancy: Results of a randomized controiled clinical
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Our decision not to review your petition at this time is based on your failure to submit
copies of the information on which you rely to support your petition, as required by
21 CFR 101.70. The comments in this letter cannot be considered a substantive
review of your petition or a comprehensive list of all issues that may be identified in a
complete review. If you wish FDA to review your petition, please resubmit it with
the information required by 21 CFR 101.70.

If you have any questions please feel free to contact Dr. Julie Schrimpf in the
Division of Nutrition Programs and Labeling at 301-436-1450.

Sincerely yours,

\\)'\J\S\N\\K I S\\“«“\&

L. Christine L. Taylor 3
Director
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition



