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[,3 “c DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Semice

L Food and Drug Administration
Washington, DC 20204

FEB 27 !=

Mr. Stephen Holt, M.D.
President
BioTherapies, Inc.
9 Commerce Road
Fairfield, New Jersey 07004

Dear Dr. HoIt: >.

This is in response to your letter to the Food and Drug Administration (FDA), rec’eived on
February 3, 1998, pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic
Act (the act). Your submission states that BioTherapies, Inc. is making the following
claim, among others, for its product Gugulipid C+TMDietary Supplement:

“An adjunct to lowering blood cholesterol with lifestyle change”

Section 403(r)(6) of the act 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 statement that you are making for this product
suggests that it is intended to treat, prevent, cure, or mitigate disease, in that it claims to
treat or prevent hypercholesterolemia by lowering blood cholesterol. This claim does not
meet the requirements of section 403(r)(6) of the act. This claim suggests that this
product is intended for use as a drug within the meaning of section 201 (g)(l)(B) of the

act, and that it is subject to regulation under the drug provisions of the act. If you intend
to make a claim of this nature, you should contact FDA’s Center for Drug Evaluation and
Research (CDER), Office of Compliance, HFD-3 10,7520 Standish Place, Rockville,

Maryland 20855.

Please contact us if we may be of fiuther assistance.

Sincerely yours,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Special Nutritional
Center for Food Safety and Applied Nutrition
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Copies:
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, New Jersey District Office, Office of Compliance, HFR-MA340
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

cc:
HFA-224 (w/incoming)
HFS-22 (CCO, JGordon)
HFS-305 (Docket 97 S-0163)
HFS-456 (File)
HFS-450 (r/f)
HFD-314 (Aronson)
HFD-310 (BWilliams)
HFS-600 (Reynolds)
HFS-605 (Bowers)
GCF- 1 (Nickerson, Dorsey)

f/t: HFS-456: rjm:2/4/97 :docname:56922.adv :Disc25
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Office of Sped Nutritional (HFS-450)

Center for Food !Mty andAppliedNutrition
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B1OTHERAPIES, INC.
9 COMMERCE ROAD
FAIRFIELD, NJ 07004
PHONE: (973) 808-1400
FAX : (973) 276-0639
. ..

Re: !3JGUiIP~ C+m

LadiesCentlemem

This is to notifj the Food andDrug Administrationthm our companyhasbegun to
market GUGULIMDC+~ DietiuySupplement,with the followingstatementsofnutritional
supportincludedon theproduct’slabel:

Ayu.wedic rnedicne has used gugulipidto promote
cardiovascular healthfor centuries,withnatural
vitaminc asanantioxidant

h adjunct to lowering blood cholesterol with
lifi%xylechange

It is herebycertifiedthat the informationin this notice is completeand accurate,
and that our eornpanyhas substantiationthat the abovestatementsof nutritionalsupportare
truthfillandnot misleading.

Very tmly yours,

BioTherapies, Inc.


