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Arun Chainani, M.D.

AuMed, Inc.

P. O. Box 245

Valley Cottage, New York 10920

Dear Dr. Chainani:

This is in response to your submission to the Food and Drug Administration (FDA),
received by FDA on October 28, 2002. Your submission is intended to be the
notification required by 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug,
and Cosmetic Act (the Act)) and 21 CFR 101.93(a).

21 CFR 101.93(a)(3) requires that the notice submitted pursuant to 21 U.S.C. 343(r)(6)
and this section be signed by a responsible individual who can certify the accuracy of the
information presented and contained in the notice, and that the individual certify that the
information contained in the notice is complete and accurate, and that the notifying firm
has substantiation that the statement is truthful and not misleading. Your submission
does not meet this requirement in that the notice does not contain the signature of a
responsible individual nor does it certify that the firm is in compliance with the
requirements of the Act and the regulation. Therefore, your firm has not complied with
the notification requirement in 21 U.S.C. 343(r)(6) and must submit notifications in
accordance with the requirements in 21 CFR 101.93(a).

Nonetheless, in resubmitting your notification, you should be aware that the labeling of
four of the products that are the subject of your submission bear claims that do not appear
to be claims subject to 21 U.S.C. 343(r)(6). You submitted reference booklets that you
distribute in conjunction with the marketing of the products Youthmed, Glucomed,
Hartmed, and Ostemed. Each booklet contains numerous references to the use of these
products and/or their ingredients in the treatment, prevention, cure, or mitigation of
diseases.

21 U.S8.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 these products
suggest that they are intended to treat, prevent, or mltlf*qu diseases. These claims do not
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meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that these products
are intended for use as drugs within the meaning of 21 U.S.C. 321(g)(1)(B), and that they
are 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), Off ice of Compliance, HFD-310, 7520 Standish Place, Rockville, Maryland
20855.

Please contact us if we may be of further assistance.

Sincerely yours,

—s N~

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, New York District Office, Office of Compliance, HFR-NE140
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Dr. Elizabeth Yetley

Office of Special Nutritionals (HFS-450)
Food and Drug Administration

200 C Street, S.W.

Washington, D.C. 20204
Re: Fulfillment of Reporting Obligation Under 21 U.S.C.# 343(r) and 21 CFR # 101.93

Dear Dr. Yetley:

AuMed Inc, in accordance with 21 U.S.C. # 343(r) and 21 CFR # 101.93, hereby submits an
original and two copies of its notification with the statements presented below. Please note, these
statements/references noted in the Scientific References are aimed at health care professionals as
part of an integrated care marketing promotion; these statements are not included on any labels
(all labels enclosed) but included in the sub-set of brochures for health care professionals (as part
of nutritional support for conventional standards of care). AuMed Inc retains scientific
documentation/texts supporting the statements and makes its Scientific References available to

health care professionals. (Representative scientific references for health care professionals

enclosed with this letter).

In accordance with 21 USC # 343(r)(6) and 21 CFR # 101.93(c), each of the statements of
nutritional support are cross-referenced on the very same page next to which the following
statement will appear “These statements have not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or prevent any disease.” In
addition, AuMed also notes that all AuMed products are recommended in conjunction with a

healthy lifestyle that includes a balanced diet and exercise.

Also note, AuMed nutritional supplements are only made available via health care professionals
as part of an integrated health care approach (as part of nutritional support for conventional

standards of care).

Respectfully submitted,

Arun Chainani, M.D.

AuMed Toll Free Tel: (877) AuMed Inc = (877) 286-3346
AuMed Mailing Address: AuMed Inc, P.O. Box 245, Valley Cottage, NY 10920
AuMed Inc.
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PRODUCT/BRAND DESCRIPTIONS:

COREMED:

COREMED is a multivitamin that is designed to provide balanced vitamin and mineral profiles. It can
help optimize healthy lifestyles and may provide broad-spectrum anti-oxidant protection with its optimal
dose and ratio of nutrients and its superior chelated mineral salt forms. COREMED muitivitamin is an
effective adjuvant that complements other AuMed professional brands.

HARTMED:

HARTMED is a health supplement aimed at providing cardiovascular care. This comprehensive
scientific formulation provides credible natural vegetarian ingredients and standardized extracts in small
easy to swallow vegetarian capsules. COREMED multivitamin also complements HARTMED as an
effective adjuvant.

OSTEMED:

OSTEMED is a health supplement formulated for joint care. This comprehensive scientific formulation
provides credible natural ingredients and standardized extracts in small easy to swallow capsules.
COREMED multivitamin (and adequate calcium intake) also complements OSTEMED as an effective
adjuvant.

GLUCOMED:

GLUCOMED is a health supplement aimed at optimal glucose and weight balance. This comprehensive
scientific formulation provides credible natural vegetarian ingredients and standardized extracts in small
easy to swallow vegetarian capsules. COREMED multivitamin also complements GLUCOMED as an
effective adjuvant.

YOUTHMED:

YOUTHMED is a health supplement aimed at supporting a healthy aging process —youthful skin, vision,
and memory- so that you may look young, feel young, and stay young. This comprehensive scientific
formulation provides credible natural vegetarian ingredients and standardized extracts in small easy to
swallow vegetarian capsules. COREMED multivitamin also complements YOUTHMED as an effective
adjyuvant.

AuMed Inc.
- * -
reva e - B R - PRI 4
L b, NI S . ’ z -
- { - - "
Lo -~ PR . Lo - -
" N . [ T T 4 -
N Pote oo N
} 3 Cm . - .- ‘. . t -
o A oLt Vi s rxeJg -
. ", % (R *
LN Wte . (s ;\' ‘,"/’) .



‘ L ed

The Gold Standard in Health Care

MULIVITAMIN
REPLENISHINGEG LI FE

Dietary Supplement
120 Hypoallergenic Vegetarian Capsules

The - Standard In Health Care
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The Gold Standard in Health Care "] Amount per capsule. *%Daly Value

L-Camitine % *

¢ S ] Grape Seed (Vitis viniera seed Ext. 95%) 10mg *

e -~ Y Bilber jum myritlus fruit Bt 25%) 10mg  *
lnc NﬂrYork,NY Ginkgo Biloba (Ginkgo biloba leaf Bxt 24%)_ 10mg * |-+
' Beta D-Glucan mg “ |-

877) AuMed Inc (877) 286-3345 YOUR FOUNTAIN OF YOUTH { Lutein mg |-

W L. =

120 Hypoallergenic Vegetarian Capsules
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Supplement Facts
Serving Size: 1 Capoule
The Gold Standard In Health Care

OSTEMED

TOTAL JOINT CARE FORMULA

Dietary Supplement
120 Hypoallergenic Capsules

Standard In Health Care

The Gold Standard In Health Care

- - HARTMED |

MVa‘k,NYUSA
Twmumwu (877) 286-3346 . COMPLETE

“ m , I" CARDIGVASCULAR CARE
a0 .

1 Dietary Supplement

! 120 Hypoaliergenic Vegetarian Capsules

Med.com i Standard In Health Care

The Gold Standard In Health Care

GLUCOMED

mﬁurumwnmm OPTIMAL GLUCOSE BALANGE
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Dietary Suppiement
120 Hypoaliergenic Vegetarian Capsules
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