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January 5,2006 

INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY. 
NF Formulas - PhytoPharmica L 

Tyler Encapsulations e Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 +. F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 d F: 503.582.0467 P: 920.469.9099 a F: 920.469.441 B (Phyto) 

Office of Nutritional Products., Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

STATEMENTS 

night time sleep* 

INGREDIENT(S) TOWHICH THE CLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

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

Chief Operations Officer 97s 0162 LET /7/s9 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas e PhytoPharmica 6r 

Tyler Encapsulations q Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
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January 5,2006 

Office of Nutritional Products,, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 1 (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. 

INGREDIENTMTO WHICH.THECLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
1 Herbal Sleep Blend: Balm Leaves Extract, ( 1 Good Night ( sleep.* 
1 Hop Strobile Extract, Valerian Root Extract 1 

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. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 1 ,< 06 - 

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

Sincerely, 

Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas 1 PhytoPharmica kt 

Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle. Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 I F: 920.469.4418 (Phyto) 

- 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

INGREDIENTIS) TOWHICH THECLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: B&m Leaves Extract,. 
Hop Strobile Extract, Valerian Root Extract 

1 Good Night 1 ;;;zph,2! wake ;p _ 

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

Robert C. boster 
Title: Senior Vice President of Scientific Affairs 

Date: 

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

Sincerely, 

Chief Operations Officer 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 0 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 _ F: 920.469.4418 (Phyto) 
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January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Alpplied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

INGREDIENT(S) TO WHICH^THECLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
( Good Night / Herbal Sleep Blend: Balm Leaves Extract, 

Hop Strobile Extract, Vaierian Root Extract 

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. 

f 
-..I r J 1 

:f 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: dhi9b - 

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

Michael P. Devereux 
Chief Operations Officer 
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9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY. 
a 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

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 543 11 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 20 l(g)(l)(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. 

INGREDIENT(S) TO WHICH THE CLAIM 
REFERS’ 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ~/s/~~ 

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

Sincerely, m P&-y 
Michael P. Devereux 
Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas ti PhytoPharmica L 

Tyler Encapsulations 1. Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM 
REFERS 

RemifeminB Good For deep, sleep-filled nights Black Cohosh Extract, (Root and Rhizome), 
Night and refreshing mornings with Herbal Sleep Blend: Balm Leaves Extract, 

no groggy side effects.* Hop Strobile Extract, Valerian Root Extract 

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. 

Robert Cl Doster 
Title: Senior Vice President of Scientific Affairs 

Date: i/-5/06 

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

Sincerely, 

Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas ’ PhytoPharmica 6r 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

INGREDIENT(S) TO\WHICH ,THE CLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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

Title: Senior Vice President of Scientific Affairs 

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

Sincerely, 

Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas G PhytoPharmica P 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 .* F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

INGREDIENT(S).TO WHICH THECLAIM ’ 
‘REFERS, 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: k/b ho 

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

Sincerely, 

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas . . PhytoPharmica br 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 .’ F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

PRODUCT NAME STATEMENTS INGREDIENT(S)TO~WHICH THECLAIM. 

I Black Cohosh Extract (Root and Rhizome) 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: h4LdO6 __ 

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

Michael P. Devereux 
Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 
NF Formulas v PhytoPharmica h 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 ‘ F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 / F: 920.469.4418 (Phyto) 

- 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

INGREDIENT(S) TO‘WHICH THE CLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

By: 
jlf4ulc 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: j (c/O& 

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

Sincerely, 

Chief Operations Officer 
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ENZYMATIC THERAPY’ 
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PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 Challeng’er Drive, Green Bay, Wisconsin 543 11 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 2Ol(g)( l)(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. 

STATEMENTS INGREDIENT(S) TO WHICHJHE CLAIM 
REFERS 

well, Rest assured with Black Cohosh Extract, (Root and Rhizome), 
Remifemin Good Night.* Herbal Sleep Blend: Balm Leaves Extract, 

Hop Strobile Extract, Valerian Root Extract 

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

By: #@Ai 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1/&/o& __ 

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

Sincerely, f 

JkQw&Jy 
Michael P. Devereux 
Chief Operations Officer 
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NF Formulas : PhytoPharmica 
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9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

~- _~ ..__.. - -- .-...-. - -_-~. . . . --...- -~ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ” F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 2Ol(g)( l)(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. 

INGREDIENT(S) TO.WHICH THE CLAIM 
,*REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract,. 
Hop Strobile Extract, Valerian Root Extract 

1 Night / sleep.* ’ * 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: I//a /Oh 

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

Sincerely, 

Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas L PhytoPharmica 6r 
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9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ’ F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(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. 

INGREDIENT(S) TO WHICH THE‘CLAIM 
‘REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1 /id ha 

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

Sincerely, 

Michael P. Devereux 
Chief Operations Officer 
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INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica L 

Tyler Encapsulations 1 Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 I F: 503.582.0467 P: 920.469.9099 ’ F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products., Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclailmers 

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 543 11 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)(l)(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. 

INGREDIENT(S) TO WHICH THE CLAIM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

-,- 
- Robert C. Doster 

Title: Senior Vice President elf Scientific Affairs 

Date: Ihh _ 

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

Michael P. Devereux 
Chief Operations Officer 



ENZYMATICTHERAPY 
- - iT- - _ _ II r 

wwBetteryzelsu.w - 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas . PhytoPharmica & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 . F: 888570.6460 (Enzymatic) 

P: 920.469.9099 - F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products., Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsDisclailmers 

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 543 11 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)(l)(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. 

INGREDIENT(S) TO,WHICH THE CLAlM 
REFERS 

Black Cohosh Extract, (Root and Rhizome), 
Herbal Sleep Blend: Balm Leaves Extract, 
Hop Strobile Extract, Valerian Root Extract 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: lh lo&? 

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

Sincerely, 

Michael P. Devereux 
Chief Operations Officer 



ENZYMATICTHERAPY 
: :_ .- : I 

wwBetterfeeLFuker - 

INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas. PhytoPharmica & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 ‘ F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you thal the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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)(l)(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. 

INGREDIENT(S) 70 WHICH THE 
CLAINLREFERS 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

1 Night 1 i”~re$;~n in menopausal 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: mll& - 

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

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas e PhytoPharmica 

Tyler Encapsulations c Vitaline Formulas 
_ -~ _---._- .~ - - 

9755 SW Commerce Circle, Suite 82 

ENZYMATIC THFRA~Y Wilsonville, OR 97070 
P: 503.582.8386 , F: 503.582.0467 

ENZYMATIC THERAPY’ 
6r 

PHYTOPHARWICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 I F: 920.469.4418 (Phyto) 

January 7,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 Challeng,er Drive, Green Bay, Wisconsin 543 11 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 2Ol(g)( l)(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. 

RemifeminB Good 
Night 

Remifemin Good Night works 2 ways 
for ,a good night’s sleep - 
RerniSureTM Black Cohosh for night 
sweats and hot flashes.* It is also a 
special herbal blend for other causes 
of occasional sleeplessness* 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /-3-a? 

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

Sincerely, P 

WP d-y 
Michael P. Devereux 
Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas - PhytoPharmica L 

Tyler Encapsulations i Vitaline Formulas PHYTOPHARMICA’ 

ENZYMATIC THFRAPY 
- / L F r: ; -’ .: 7 

What Betterfeerc ~a: 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 - F: 920.469.4418 (Phyto) 

- 

January 17,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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 t%ture, and may be exploratory 
in nature. 

sleeplessness and 

Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

By: w@lec 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /--/7-ol~ - 

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

Sincerely, P w P&Q-y 
Michael P. Devereux 
Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas . PhytoPharmica L 

Tyler Encapsulations r Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 

FNZYMATICTHFRAPY 
825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

WhatBetterfeelsms - 

January 7,2006 

Office of Nutritional Products,, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and A:pplied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(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. 

STATEMENTS 

One tablet at night, relieves 

INGREDIENT(SbT0 WHICH THE 
CLAIM,*REFERS 

Black Cohosh Extract, (Root and 
menopausal symptoms plus helps Rhizome), Herbal Sleep Blend: Balm 
you fall asleep and stay asleep, Leaves Extract, Hop Strobile Extract, 
naturally.* Valerian Root Extract 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: h/o6 _ 

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

Chief Operations Officer 



e INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas , PhytoPharmica 

ENZYMATIC THERAPY 
_- .- .- - L 

WM Betterfeels IW - 

Tyler Encapsulations c Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
e 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 < F: 888570.6460 (Enzymatic) 

P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

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 2Ol(g)( l)(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. 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: c/7h# __ 

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

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica El 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 e F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(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. 

STATEMENTS INGREDIENTfS~“TOWH~CH’THE 
CLAIM :REFERS 

tablet at bedtime, provides Black Cohosh Extract, (Root and 
24 hour relief from menopausal Rhizome), Herbal Sleep Blend: Balm 
and occasional sleeplessness Leaves Extract, Hop Strobile Extract, 

Valerian Root Extract 

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, 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: iqob 

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

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 
NF Formulas. PhytoPharmica L 

Tyler Encapsulations -” Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATICTHERAPY Wilsonville, OR 97070 P: 920.469.1313 v F: 888.570.6460 (Enzymatic) 
-_ ._ _- .-:. P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

January 7,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

PRODUCT NAME STATEMENTS INGREDIENT~S)QO~WHICH THE 
CLAWI~~REEERS 

Remifemin@ Good Sou:nd Sleep and Brighter Days* 

lYr--L - - 
Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: hhb __ 

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

Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica aa 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 a F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 s F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclal.mers 

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 543 11 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 2Ol(g)( l)(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. 

m STATEMENTS INGRE~~E~((S~“~~~~~~t~H THE 
,~@A~~&&$t(S:’ i 

A recent clinical study shows our Black Cohosh Extract, (Root and 

1 Night 

exclusive, standardized extract of Rhizome), Herbal Sleep Blend: Balm 

1 ~~~~t~~~~~~~~~~~ Valerian Root ixtract 
Leaves Extract Hop Strobile Extract, 

rediJCtlOn in hot flashes, night 

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

Title: Senior Vice President of Scientific Affairs 

Date: 1 ? Ob 

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

IIiILideL .bJ+ 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

FNZ~MATICTHFRAPY 

What Betterfeels a- - 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Agplied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

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 543 11 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)(l)(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. 

1 Night estrogen-free standardized black Rhizome), Herbal Sleep Blend: Balm / “m”e”n”,‘,“~~~~$$~~t reiieves Valerian Root Extract Leaves Extract, Hop Strobile Extract, 

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. 

By: #au 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i- 3/ 06 
If you have any questions, ple,ase contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sin rely 

lkJ-d-4 
Michael P. Devereux - I 
Chief Operations Officer 



ENZYMATICTHERAPY 
, . : :I (., c. 1, ; L. _ F- r: 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas c PhytoPharmica & 

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 _ F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

1 Night 1 well tolerated.*. 

INGREDIENT(S) TO,WHICH THE 
CLAIM CREFERS 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: l/q Ob 

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

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas c PhytoPharmica 6r 

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 
ENZYMATICTHERAPY Wilsonville, OR 97070 

.’ ‘ I ; ‘7 > I.? 2 r -- z P: 503.582.8386 F: 503.582.0467 . 1. 

- 

January 7,2006 

Office of Nutritional Product;j, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administratio’n 
5 100 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 543 11 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 2Ol(g)( l)(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. 

Rhizome), Herbal Sleep Blend: Balm 

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. 

Robert C.‘Doster 
Title: Senior Vice President of Scientific Affairs 

Date: )- ‘) -0l~ 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica c 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 
Wiisonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 Challeng,er Drive, Green Bay, Wisconsin 543 11 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 2Ol(g)( l)(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. 

treatment for relief of 

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. 

Robert C. ‘Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /- T-Ok 

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

pYJyp*~+ 

Michael P. Devereux 
Chief Operations Officer 

,. , 

:_; ” 
‘F _. > R&ifemin Good Night 28e ~,/ 3 



INTEGRATIVE THERAPEUTICS INC.’ 
NF Formulas * PhytoPharmica 

Tyler Encapsulations e Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 . F: 503.582.0467 
ENZYMATIC THFRAPY 

- _- ,- T :. :- r r ; . 

what Bettwf-k UJS - 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8:lO 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
hr 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 a F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 . F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challeng,er Drive, Green Bay, Wisconsin 543 11 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 2Ol(g)( l)(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. 

Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /- 3-6b 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.‘ ENZYMATIC THERAPY. 
NF Formulas e PhytoPharmica c 

Tyler Encapsulations I: Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZ-~~~ATICTH~RA~Y Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

..z i:.c,:.; P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 %  F: 920.469.4418 (Phyto) 

~hatBetter~~,-~ike" - 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 110 
Center for Food Safety and Applied Nutrition 
Food and Drug Administratio~n 
5 100 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 543 11 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 2Ol(g)( l)(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. 

Remifemin@ Good 
Night 

Nearly 50 years of clinical 
studies show RemiSureTM black 
cohosh provides proven relief 
from hot flashes, night sweats, 
related occasional sleeplessness 
ancl mood swings associated 
with menopause.* 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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

Title: Senior Vice President aof Scientific Affairs 

Date: /-+olo - 

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

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica L 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA. 

FNZ~MATIC THERAPY 

what i3etterfeels l&e” 
- 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

recommen 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: i-7-Ob - 

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

Michael P. Devereux 
Chief Operations Officer 



FNZYMATIC THERAPY ,1 - -- . i -_ ,-- ; -. ; r; 
what Betterfeers wre- - 

INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY. 
NF Formulas c PhytoPharmica & 

Tyler Encapsulations t Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 . F: 503.582.0467 P: 920.469.9099 < F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(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. 

INGREDIENTlSl’TO-WHICH THE 
CLA’IM’REFERS 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 

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. 

-i. . 
- Robert C. Doster 

Title: Senior Vice President elf Scientific Affairs 

Date: 47 /&a.? 

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

Sincerelv. 

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas 4 PhytoPharmica L 

Tyler Encapsulations a Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THFRA~Y Wilsonville, OR 97070 P: 920.469.1313 q F: 888.570.6460 (Enzymatic) 

- . :: ; i _ r 1 -_ ---r P: 503.582.8386 d F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

What Better-f+& a.w - 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(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. 

STATEMENTS 

A safe, natural alternative to 
HRl' fir the treatment of 
menopausal symptoms.* 

INGREDIENT(S) TO WHICH THE 
.CldXINFREEERS” 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 1lhQ - 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle. Suite 82 

FNZ~MATICTHFRAPY 

mat Betterfeers like" 

Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

- 

ENZYMATIC THERAPY’ 
h 

PWYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 1.0 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

Good Night 
ectrveness 0 

cohos#h in the management of 
menopausal symptoms has been 
established from rigorous, well- 
controlled, clinical trials as well as 
open clinical monitoring trials in 

Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

physician’s practices studying over 
1200 women in total.* 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: I- 3 ‘a0 

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

Si erely, 

w P-i-q 

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitallne Formulas 

9755 SW Commerce Circle, Suite 82 

ENZYMATIC THERAPY Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
&I 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8.10 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

Balm Leaves Extract, Hop Strobile 
12 weeks. The results showed that women Extract, Valerian Root Extract 
in the RemiSureTM black cohosh group 
experienced a significant decrease in hot 
flashes.* No significant adverse effects 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

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

Sincerely, f 

- Chief Operations Officer 



ENZYMATIC THFRAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica &I 

Tyler Encapsulations Vitaline Formulas PHVTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Fe’deral Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(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. 

Good Night cohosh conclude that statistically 
significant improvement in all scales 
especially in early menopause.* 

Rhizome), Herbal Sle&, Blend: 
Balm Leaves Extract. HOD Strobile 

( Extract, Valerian Rodt E&act 1 

I certify that the information c.ontained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the stateme:nts are truthful and not misleading. 

Robert C. baster 
Title: Senior Vice President of Scientific Affairs 

Date: /- y-O&? 

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

Michael P. Devereux 
Chief Operations Officer 

.i tr. 
.“Y .‘..., / Remifemin Good Night 36e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 6r 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 20 l(g)(l)(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. 

1 Good Night 

cohosh conclude that statistically 

1 weekly hot flashes.* 
significant improvement in all daily and 

Rhizome), Herbal Sle$ Blend: 
Balm Leaves Extract, Hop Strobile 
Extract, Valerian Root Extract 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /- q*O(p 

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

Sincerely, 

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 92 

FNZ~MATICTHFRAPY Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

whfBetterfeels~ikc - 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
6r 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

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 543 11 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)(l)(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. 

I certify that the information c:ontained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statemelnts are truthful and not misleading. 

By: w@L4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ]- 34b __ 

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

Sin erely, 

/kJJ P&J+ 
Michael P. Devereux 
Chief Operations Officer 

\ 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica h 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

FNZYMATICTHFRAPY 
9755 SW Commerce Circle, Suite B2 

Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2Ol(g)( l)(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. 

Remifemin@ 
Good Night 

RemiSureTM black cohosh works safely Black Cohosh Extract, (Root and 
and effectively to treat menopause Rhizome), Herbal Sleep Blend: Balm 
symptoms without affecting hormone Leaves Extract, Hop Strobile Extract, 
levels or vaginal cytology (pap Valerian Root Extract 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I-?-do - 

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

Sincerelv. 

Michael P. Devereux 
Chief Operations Officer 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 6r 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Fe,deral Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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. 

1 Good Night 

the physical symptoms of menopause 

/ Menopausal Index).* 

Rhizome), Herbal Sleep Blend: Balm 
by approximately 60% (Kupperman Leaves Extract, Hop Strobile Extract, 

Valerian Root Extract 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: I-3-OL - 

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

Sincerely, 

w PL-4 
Michael P. Devereux 
Chief Operations Officer 

I 



ENZYMATIC THFRA~Y 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica El 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Felderal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(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. 

the RemiSureTM black cohosh group ( Rhizome), Herbal Sleep E!l&d: Balm 
4.9 to 0.7 per day)+ Emotional Leaves Extract, Hop Strobile Extract, 
laints were also dramatically Valerian Root Extract 

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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /- 7-,ob 

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

Si erely, 

W P-J--.+ 
Michael P. Devereux 
Chief Operations Officer 



ENZYMATIC THERAPY 

What Better feels like- 
- 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administration 
5 100 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 Fe’deral Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(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. 

Good Night 

i- 

RemiSureTM black cohosh effectively 
relieved menopausal symptoms, 
particularly in women in the early 
stage of menopause.* Most significant 
reduction was in hot flash 
occurrence.* Other symptoms 
resulting in significant reduction 
include; psyche (irritability and 
memory), and atrophy (vaginal 
dryness.)” 

Black Cohosh Extract, (Root and 
Rhizome), Herbal Sleep Blend: Balm 
Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: i-3-06 __ 

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

_ .( 
!, I, . 
_, ,.i’ 

_. Remifemin Good Night 42e 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PWYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and A.pplied Nutrition 
Food and Drug Administraticln 
5 100 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 543 11 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 2Ol(g)( l)(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. 

RemifeminB 

Leaves Extract, Hop Strobile Extract, 
Valerian Root Extract 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

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

Michael P . Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY’ 
6l 

PHYTOPHARMICA. 

ENZYMATIC THERAPY 

mat Betterf~k mm 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

January 7,2006 

Office of Nutritional Products, L,abeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and App!ied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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)(l)(C) ofthe 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 irnmediate future, and may be exploratory in nature. 

patients demonstrate a low incidence of adverse 
events (5.4%). Of the reported adverse events, Hop Strobile Extract, Valerian 
97% were minor and did not result in 
discontinuation of therapy, and the only severe 
events were not attributed to Cimicifuga 
treatment. Confirms the safety of specific 
Cimicifuga extracts, particularly isopropanolic 
preparations (RemiSureTM black cohosh), for use in 
women experiencing menopausal symptoms and 
as a safe alternative for women in whom estrogen 

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. 

By: PJW 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ‘- /(-J 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica L 

Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 i F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 17,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 543 11 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 2011 (g)(l)(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 fnture, and may be exploratory 
in nature. 

for natural relief of menopause.* 

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. 

By: 
- Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l-,7-0 6 

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

Michael P. Devereux 
Chief Operations O fficer 


