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August 23, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810 Biif
Center for Food Safety and Applied Nutrition h
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we cunently market or, plan to ma:ket in the xmmedtatc future, and may be exploratory
in nature.

Cholesterol Shield* Supports healthy cholesterol | Sodium, Proprietary Phytosterol Blend
production.* Beta sitosterol, campesterol, stigmasterol, brassicasterol,

and other plant sterols, Pantethine

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

T puaead

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3 /;23/ 05

If you have any questions, please contact Robert Dbster, Senior Vice President of Scientific Affairs at
(920) 406-3608.
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Michael P. Devereux
Chief Financial Officer
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Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutntmn
Food and Drug Administration

5100 Paint Branch Parkway

Cotlege Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currenﬂy market or plan to market in the xmmedzate future, and may be exploratory
in nature.

Cholesterol Sl:ueld* | Limits absorptlon of cholesterol from _ Sdum;, rnpnt }"’hytos Blend

food.* Betasitosterol, campesterol, stigmasterol,
brassicasterol, and other plant sterols,
Pantethine

1 certify that the information contamed in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L o]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?/&25 /OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

bl P Lo
Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Forfnulas « PhytoPharmica &
Tyler Encapsulatm S « Vltalme F rmulas PHYTOPHARMICA®
9755 swW Cemmerce C;rcle, Suste Bz 825 Chaﬂanger Dnve, Green Bay, W! 54311 8328
ENZYMATIC TH EBAPY . Wilsonville, OR 97070 . P:920.469.1313 + F: B88. 570.6460 (Enzymatic)
INOOEB SO RATE & P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

el gieties i

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutriti
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided

by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ine. wishes to take advantage .
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are

not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature, ,

Cholesterol Shield* Limits re-absorption of cholesterol

Sodium, Proprietary Phytosterol Blend
from bile.*

Beta sitosterol, campesterol, stigmasterol,
brassicasterol, and other plant sterols,
Pantethme

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L0481

Robert Doster
Title: Senior Vice President of Sqientiﬁc Affairs

Date: Qg/&«b/OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ‘

Sincerely,

iisp .

Michael P. Devereux
Chief Financial Officer
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Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured Packed and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Dnve, Green Bay, Wisconsin 54311 has'a Iabel that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the 1mmechate future, and may be exploratory
in nature.

A Cholcsteol Shield* Take cholesterol out of your diet with | 'Sodium, Proprietary Phytosteml Blend .

Cholesterol Shield.* Beta sitosterol, campesterol, stigmasterol,
\ | brassicasterol, and other plant sterols,
‘Pantethine

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and. not ‘misleading.

AL

Robert Doster
Title: Senjor Vice President of Scientific Affairs

Date: '8’/ 23/0s

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Pt P fo

Michael P. Devereux
Chief Financial Officer
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Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to nonfy you that the fonowmg product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ine. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act-and comply with section 403(t)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate ﬁlture, and may be exploratory
in nature.

Cholesteml Shield* Cholestercl Shield also supports© | Sodium, Proptictary Phytosterol Blend
production of the healthy cholesterol | Beta sitosterol, campesterol, stigmasterol,
your body needs to function atits | brassicasterol, and other plant sterols,
best.* Pantethine

I certify that the information contalned in this notice is comp}ete aad accurate and that Engymatic Therapy, Inc. has
substantiation that the statements are truthful and not mlsieadmg

o LLhedd

Robert Doster
Title: Semnior Vice President of Scientific Affaixg‘

Date: Y/ 3/pS

If you have any questions, please contact Robert Doster, Semor Vice Preszdﬂnt of Scientific Affalrs at
(920) 406-3608.

Sincerely, &N

Michael P, Devereux
Chief Financial Officer




