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DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Service

f%.
c Food and Drug Administration

Washington, DC 20204

Mr. Tod Kimbell
Senior Research Director
Amrion, Inc.
6565 Odell Place
Boulder, CO 80301-3330

Dear Mr. Klmbell:

This is in response to your letters of November 14, 1997 to the Food and Drug
Administration (FDA) pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic
Act (the act). Your submissions state that Amrion, Inc. is making the following statements,
among others, for the products:

BioEnergy Nutrients Quercetin  with Bromelain

“Maximize your body’s allergy fighting ability . ..helps your body block the allergic
response...”

BioEnergy Nutrients Niacin NSE

“...proven  to help control healthy cholesterol Ievels...helps  decrease your body’s
production of LDL cholesterol. ..”

BioEnergy Nutrients Healthy Joints

“...promote  the regeneration of damaged cartilage...”

BioEnergy Nutrients Chondroitin Sulfate

“...keeps  movement flexible and painless”

BioEnergy Nutrients Select E

“...piays  a role in keeping your heart healthy. Two recent Harvard medical School
studies prove the protective effects of vitamin E supplementation on the heart.* *New
England Journal of Medicine, 1993: 328; 1444-9, 1450-6.
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Page 2- Mr. Tod Kimbell

BioEnergy Nutrients St. John’s Wort GPH

“The prestigious British Medical Journal* found that this herbal extract had a
promising impact on promoting a positive mood when taken on a daily basis.
● British Medical Journal 1996; 313:253-8”

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 statements that you are making for these products suggest
that they are intended to treat, prevent, mitigate, or prevent diseases, namely allergies,
hypercholesterolemi~ joint disorders characterized by cartilage damage, and to relieve pain.
Additionally, the claims made for the products BioEnergy Nutrients St. John’s Wort GPH
and BioEnergy Nutrients Select E each contain, as a part of the claims, citations to one or two
articles published in research journals. These citations do not appear to be eligible for the
exemption from being considered as labeling provided for in section 403B of the act because
they do not meet the requirements of that section. For example, the citation of one or two
publications used in connection with the sale of a dietary supplement does not appear to be
presented, such as with other such items on the same subject matter, so as to present a
balanced view of the available scientific information on the dietary supplement.

The claims being made for these products do not meet the requirements of section 403(r)(6)
of the act. These claims suggest that these products are intended for use as drugs within the
meaning of section 201 (g)(l )(B) of the act, 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),  Office of Compliance, HFD-3 10,
7520 Standish Place, Rockville,  Maryland 20855.

Please contact us if we may be of further 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

Copies:
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulato~  Affairs, Office of
Enforcement, HFC-200
FDA, Denver District Office, Compliance Branch, HFR-SW240
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November l-t. 1997

~lce  of $xcial Nutritional (HFS--ljO)
Center for Food Safely and Applied Nutrition
Food and Drug Administration
200 c street. Sw
Washington. DC 2020-i

ftioenergy Nutrients
6565 Odell  Place
Boulder, CO 80301-3330
(303) 530-2508
Fax: (303) 530-2592

A Dwwon  of AMRION,  lnc

NOTIFIC.~TION  OF STATENIENTS
OF NI7HUTIONAL SUPPORT

This Notification is filed pursuant to $-lOS(r)(G)  of (he Federal Food Drug and Cosmetic Ac( (FDC Act). 21 U.S.C
tj3.t3(r)(6).

Name of dietary supplement: BloEnergy  Nutrients Healthy  Joints

Statement(s) of
nutritional support: for joint health

nutrients your body uses (o rebuild healthy joint struchmx. And one stu~
shows that glucosamine  sulfate helps promote the regeneration of damaged
cartilage . glucosamine  sulfate, an important building bled  of cartilage.
ligaments and tendons helps form lubricating fluid surrounding joints

I certify that the information contained in this notice is complete and accurate, and that we ha~c substamixion  thx
the statements] is [are] truthfhl  and not misleading.

Tod-Kimbe[l
Senior Research Director
AMIUON,  INC.
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NOvcnlber 14.1997

Ol%ce of Special Nutrhionals  (’HFS-$50)
Center for Food Safety and Applicxl Nutri~ion
Food and Drug Administration
200 C Street. SW
Washingtoo- DC 20204

Bioenergy Nutrients
6565 Odell Place
Boulder. CO 80301-3330
(303) 530-2508
Fax: (303) 530-2592

A OIvIsIon of AMRK)N,  In(
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NOTIFICATION OF STATEMENTS
OF NUTRITIONAL SUPPORT

This Notification is filed pursuant to 1403(r)(6)  of the Federal Food Drug and Cosmetic  Act (FDC Act). z I U S.C
$343(r)(6).

Name of dieta~  supplement: BioEnergy  Nutrients Chondroitin  Sulfate

S(atcment(s)  of
nutritional suppofl Keep joints flexible

syno\_ial  fluid which cushions joints and keeps mo~ement  fle.xiblc and
painless.

I ccrt~- that the information contained in this notice is complete and accurate. and that we have substantlaiion  thot
the statements] is [are] truthful and not misleading.

JJ)ti
Tod Kimbeli
Senior Research Director
.AMRIox. rNc,
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Bioenergy Nutrients
6565 Odell Place
Boulder, CO 80301-3330
(303) 530-2508
Fax: (303) 530-2592
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Office of Speeial  Nutri(ionals  (HFS-t50)
Center for Food Safeh and Applied Nutri[ion
Food and Drug Administration
200 c street, Sw
Washington. DC 20204

NOTIFICATION OF STATEMENTS
OF NUTRITIONAL SUPFORT

This Notit%ation  is filed pursuant to $403(rX6)  of the Federal Food Drug and Cosmetic Act (FDC Act).  21 USC.
~343(r)(6).

Name of dietary supplement: BioEner~ Nutrients Select E

Statement(s) of
nutritional suppofi:

plays a role in keeping your heart healthy Two recent Hamard Medical
School studies prove the protective e?lxts  of ~itamin E supplementation on the
heart. * *New England Journal of Medicine. 1993: 32S.  1444-9. 1450-6

I certifi-  that the i~formation  containd  in this notice is complete and accurate, and that w’e have subsmiiation  that
the statements] is [are] truthful and not misleading.

Tod Kimbell
Senior Research Director
AMRJON, INC.
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OfJ3ce of SpxiaI  Nutntionals  (HFS450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200  c street_ Sw
Washington DC 20204

Bioenergy  Nutrients
6565 Odell Place
Boulder, CO 80301-3330
(303) 530-2508
Fax: (303) 530-2592

A Dwmon of AMRION, In{
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NOTIFICATION OF STATEMENTS
OF NUTRITIONAL SUPPORT

Ttus Notification is filed pursuant to $403(r)(6) of the Federal Food Drug and Cosmetic Act (FDC Actj. 21 U.S. C
$343(r)(6).

Same of dieta~  supplement: BioEner~ Nutrients St John-s Won GPH

Statement(s) of
nutritional support: The prestigious British Medical Journal” found that this herbal emact had a

prornismg  impact on promoting a posilive  mood when i&ct)  on a daily basis
*British Medical Journal 1996: 313 253-8

I certif! that the information contained in this notice is complete and accurate. and that u e hm’c substantiation that
the stxement[s]  is [are] truthful and not misleading.

Tod Kimbell
Senior Research Director
AMRJOhT,  INC.
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November 14.1997

Office of Special Nutritional (H.FS-!50)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Sweet. SW
Washington. DC 20204

Bioenergy  Nutrients
6565 Odell  Place
Boulder, CO 80301-3330
(303) 530-2508
Fax: (303) 530-2592

A Lkvmn Of AMRION,  IW
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NOTIFICATION OF STATEMENTS
OF NLT’RITIONAL  SUPPORT

This Notification is fi[ed pursuant to $403(r)(6) of the Federal Food Drug and Cosmetic .Act (FDC Act). 21 U S. C
$~~3(r)(6).

Name of dietary supplement: BioEnergy Nutrients Quercetin  with Bromelain

Statements] of
nutritional support: Ma.simize  your body-s allergy fighting ability

helps your IxK@ block the allergic response .

I certify that the itiorrnation  contained in this notice is complete and accurate, and that \ve ha~e substantiation tha~
the staternen{[s]  is [are] truthful and not misleading.

Noi’i’
Tod Kimbeil
Senior Research Director
AMRION, INC.
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0t3ice  of Special Nutritional (HFS-150)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street. SW
Washington. DC 20204

Bioenergy  Nutrients
6565 Odell  Place
Boulder, CO B0301  -333o
(303) 530-2508
Fax: (303) 530-2592

A Dwwn of AMRION, kc

NOTIFICATION OF STATEMENTS
OF ?WITUTIONAL SLJPPORT

This Notification is tiled pursuant to $103(r)(6)  of the Federal  Food Drug and Cosmetic Act (FDC Act). 21 U S.C
$343(  r)(6j.

Name of dieta~ supplement: 13ioEner~ Nutrients Niacin NSEE

Statemen((5;  of
nutritional support: proven [o help control healthy cholesterol levels helps ckcrease your

txxiy’s  production of LDL cholesterol

I certi& that the irrlornmtion  contained in (k notice is complete and accurate. and that ~vc hafe suiwsntiation  that
the statements] is [are] truthfid  and not misleading.

2!!N--J’L.J$
Tod KimbeU
Senior Research Director
AMRION, INC.


