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August 13,2004 

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. 

PRODUCT NAME 

ITI ManTM 

SFfiT@ttilE$&$S 

Supports healthy sexual 
drive, function and 
pleasure* 

:~Hfi@~l~~ : 

MacaPure (LeDidium mevenii), Yohimbe 
\  .  I  

(Pausinystalia yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, 

1 1 Tongkat Ali (Eurycoma longifolia) LJI 00 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
;y ation thatprgt truthful and not misleading. 

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

Date: 413 oy _ 

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

‘-JpJ p . b--P 
Mic ae P. Devereux 
Chief Financial Officer 
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August 13,2004 

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’ 
67 

PHYTOPHARMICA’ 
------- --__ --.--~~- __~ - 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 rb 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. 

them with modern science and 
developed this unique formula 
to safely boost male sex drive 
andenhancesexual 
performance and endurance.* 

(Pausinyst&ia’yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 
Ali (Eurvcoma lonnifolia) LJlOO 

I certify that the mformation contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
ryrtantiation tha#he@[z< are truthful and not misleading. 

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

Date: sj/3/0 q 

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

sbpps~+ 

Mi ael P. Devereux 
Chief Financial Officer 
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August 13,2004 

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 IParkway 
College Park, MD 20740 

RE: Label Clarms/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. 

PRODUCT 
NAME 

ITI ManTM 

S;%ATEMENFS ~iRG@iEQj~$ s: ;$I0 .WHiCH THE ,CLRlM t kEFEHS 

The All-Natural Way to: MacaPure (Lepidium meyenii), Yohimbe 
Revitalize sexual performance (Pausinystalia yohimbe) standardized to contain 
and pleasure.* 6% yohimbine, Rhodiola Rosea Extract 3% 

rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 
Ali (Eurycoma longifolia) LJIOO 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e statement 

By: &@&I 

are truthful and not misleading. 

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

Date: 53 j/3/494 
If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

slncw /) . b+ 

Mic ael P. Devereux 
Chief Financial Officer 
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August 13,2004 

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 Clailms/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. 

male sex drive and-endurance* (Pausinystalia~yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 
Ali (Eurvcoma lonaifolia) LJl 00 

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

By: @@ki 
Robert C. Doster 

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. 

M:chael P. Devereux 
Chief Financial Officer 
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Wilsonville, OR 97070 P: 920.469.1313 (- F: 888.570.6460 (Enzymatic) 
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August 13,2004 

Office of NutritionaJ Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Adrnimstration 
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, andior Distributed by Enzymatic 
Therapy, Inc. at 8251 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. 

Enhance sex life and 
satisfaction* 

. _ . 
(Pausinystalia yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 
Ali (Eurvcoma lonaifolia) LJI 00 

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 misleadine. 

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

Date: s/is/by 

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

s1=)!?& p . b+ 
Mic ael P. Devereux 
Chief Financial Officer 
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August 13,2004 

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 

s 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 

herbal ingredients is designed 
to safely boost male sex drive 
and enhance sexual 
performance and endurance.* 

(Pausinystalia-yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 
Ali (Eurvcoma lonaifolia) LJIOO 

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

By: #uw~ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: z? /o/uy 

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

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

August 14,2004 

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 F’arkway 
College Park, MD 20740 

RE: Label ClaimsDisclaimers 

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. 

revitalized sexual performance rosavins, Horny Goat Weed (Epimedium 
and pleasure.* brevicorum) standardized to contain 10% icariin, 

Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 

1 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. baster 
Title: Senior Vice President of Scientific Affairs 

Date: mf/by 

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

Sincer ly, 

w P-L+ 
Michael P. Devereux 
Chief Financial Officer 
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Wilsonville, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

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

August 14,2004 

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 nonfy 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. 

- 

Enhance your sex life with iTI’ MacaPure (Lepidium meyenii), Yohimbe 
Man, the natural way to 
satisfaction.* 

I Ali (Eurycoma longifolia) LJlOO - 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 

(Pausinystalia yohimbe) standardized to contain 
6% yohimbine, Rhodiola Rosea Extract 3% 
rosavins, Horny Goat Weed (Epimedium 
brevicorum) standardized to contain 10% icariin, 
Panax ginseng root extract standardized to 
contain a minimum of 7% ginsenosides, Tongkat 

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. 

Smcerely, F a P4J-y 
Michael P. Devereux 
Chief Financial Officer 


