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Mr. James Baccus

Marketing Director

Immudyne

11200 Wilcrest Green Drive

Houston, Texas 77042 _

Dear Mr. Baccus:

This is in response to your letter of August 5, 2003 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the
Federal Food, Drug, and Cosmetic Act (the Act)). Your submission states that
Immudyne Inc. is making the following claims, among others, for its product
MacroForce®:

“...stimulating macrophage cells to fight against disease and foreign
invaders.” \
“...ideally suited to those with serious immune challenges.”

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The statements that you are making for this
product suggests that it is intended to prevent disease (i.e., infectious diseases).
These claims do not meet the requirements of 21 U.S.C. 343(r)(6). These claims
suggest that this product is intended for use as a drug within the meaning of 21
U.S.C. 321(g)(1)(B), and it is subject to regulation under the drug provisions of the
Act. If you intend to make claims of this nature, you should contact FDA’s Center
for Drug Evaluation and Research (CDER), Office of Compliance, HFD-310,
Montrose Metro II, 11919 Rockville Pike, Rockville, Maryland 20852.
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Please contact us if we may be of further assistance.

Sincerely yours,

-

Susan J. Walker, M.D.
Acting Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Dallas District Office, Office of Compliance, HFR-SW140
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August 5, 2003 R
Food and Drug Administration

Office of Special Nutritionals (HFS-450)
Center of Food Safety and Applied Nutrition
200 C Street, SW

Washingtn, DC 20204

Dear Sirs:

Notice is hereby given pursuant to requirements of section 403(r) (6) (21 U.S.C. 343 (r)
(6) of the Federal Food, Drug and Cosmetic Act and in accordance with the requirements
of 21 C.F.R. 101.93, that Immudyne, Inc., 11200 Wilcrest Green Drive, Houston, Tx.
77042, is marketing a dietary supplement bearing the following statement (s) on the label
and/or in labeling:

The text of the statement that is being made is as follows:
See attached ad and labels

The names of the products are as follows:
MacroForce, MacroForce Plus C, MacroForce Plus IP-6, ArthroForce, CardioShield,
ProstaForce

The undersigned certifies that the information contained in this notice is complete and
accurate and that Immudyne, Inc. has substantiation that the statement is truthful and not

misleading.

Sincerely,

Immudyne, Tn. 55 5

& James Baccus
Marketing Directo
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