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March 14,2005 

O ffice of Nutritional Products, Label ing &/ 
Dietary Supplements, HFS 810  
Center for Food  Safety and  Applied Nut&ion 
Food  and  Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740  

_i 

. . I . _,. . . 

RE: Label  Claims/Disclaimers / 
I 

Dear Sir or Madam: / 

This letter is to notify you that the followi g  product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825  Challenger Drive, G  

i 
en  Bay, W isconsin 543  11  has a  label that contains a  statement provided 

by section 403(r)(G) of the Federal  Food,  rug and  Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ’ f the act and  comply with section 403(r)(6) of the act. These claims are 

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

metabolism and  a’e  also created by the-body’s 
immune system. J ;he chain reaction can be  
controlled by antidxidants, which have the ability 
to share electrons/while still ma intaining 
mo lecular stability/ Unfortunately, external 
factors, like pollutiWi, cigarette smoke, and  poor 
diet, can lead to significant free radical and  ROS 
formation. If pioddction of these unstable 
compounds becoqes excessive and  lim ited 
antioxidants are available in the body to 
neutralize them, cellular damage  can occur.* 

Vitamin C {Ascorbic Acid), 
Proprietary F lex Blend: hops 
(Humulus lup.ulus) 
( IsoOxygene TM brand) flower 
extract, ginger (Zingiber 
officinale) ,rhizom,e extract, 
Boswellia serrata gum extract, 
Bromelain, Japanese Sophora 
(Sophora japonicaf F lower Bud, 
European Elder (Sambucus 
nigra) Berry Extract, Green Tea  
(Camellia sinensis) Leaf Extract, 
N-Acetyicysteine (NAC) 

I certify that the information contained ini this notice is complete and  accurate and  that Enzymatic Therapy, Inc. has 
substantiation that the statements are trut~f~~l and  not m isleading. 

Robert C. Doster 1  
T itle: Senior Vice President of Scientifi& Affairs 

Date: 3//Y/oy 



L  

If y ou  h a v e  any  q u e s tions , p l ease  con tact R o b e r t Doster ,  S e n i o r  V ice P res i den t o f Scienti f ic A ffairs, a t 
( 920 )406 -3608 .  

M ichae l  P . Deve reux  
Ch i e f F inanc ia l  O ffice r  

FlexAgi l i ty  M a x  2 6 e  / . 
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March 14,2005 6 

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 natify you that the followiqg product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Gr$en Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(G) of the Federal Food, @rug 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 jnarket or plan to market in the immediate future, and may be exploratory 
in nature. 

When compared to common vitamin 
antioxidants, the polyphenols in green tea 
were shown to exhibit significantly greater 
protection against free radical damage. 
Although its most common applications are 
immune support and energy enhancement, 
recent scientific research has focused on 
other beneficial effe-cts of the herb, In 
particular, the RQS /scavenger activity of 
green tea has beeniassociated with 
reducing inflammation due to occasional 
overuse.* 

Flex Blend: hops (Humulus lupulus) 
(IsoOxygenefM brand) flower extract, 
ginger (Zingiber officinale) rhizome 
extract, Boswellia set-rata gum extract, 
Bromelajn, Japanese Sophora 
(Sophora japonica) Flower Bud, 
European Elder (Sambucus nigra)‘ 
Berry Extract, Green Tea (Camellia 
sinensis) Leaf Extract, N- 
Acetylcysteine (NAC) 

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

By: * 

Robert C. Doster 
Title: Senior Vice President of Scientific1 Affairs 

Date: 



If you have any questions, please coiltact R/obert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

sil@ p l Ld 
M chael P. Devereux 
Chief Financial Officer 

FlexAgility Max 29e 
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March 14,2005 I 

Office of Nutritional Products, Labeling 4 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutri ‘ion 
Food and Drug Administration j 

/ 
5 100 Paint Branch Parkway I 
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 Ristributed by Enzymatic 
Therapy, Inc. at 52.5 Challenger Drive, Greet? Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, arug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(I)(C) of the act and comply with section 403(r)(6) df the act. These claims are 
not necessarily for a product we currentlyjmarkec or plan to market in the immediate future, and may be exploratory 
in nature. 

Flex Blend: hops (Humulus lupulus) 
TM brand) flower extract, 

Bromelain, Japanese Sophora (Sophora 
japonica) Flower Bud, European Eider 
(Sambucus nigra) Berry Extract, Green 
Tea (Camellia sinensis) Leaf Extract, N- 

Robert C. Doster I 
Title: Senior Vice President of Scientificj Affairs 

Date: 3/jL//D( 



* . 

If you have any questions, p&se contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 4063608, j 

‘Michael P. Devereux 
Chief Financial Officer 

FlexAgility Max 30e 
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March 14,2005 
/ 
, 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutririon 
Food and Drug Administration 
5 100 Paint Branch Parkway / 

College Park, MD 20740 I 

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, Gfeen 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 ta section 201(g)(l)(C) bf the act and comply with section 403(r)(G) of the act. These claims are 
not necessarily for a product we currentli market or plan to marker in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained inthis notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfLi1 and not misleading. 

By: 
#J.&?&~ ! 

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, 
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March 14,2005 

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

RE: Label Claims/Disclaimers 1 
I 

Dear Sir or Madam: I 

This letter is to notify you that the following product is Manufactured, Packed, antior Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Gieen Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, prug and Cosmeiic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) bf the act and comply with section 403(r)(4) of the act. These claims are 
not necessarily for a product we current44 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: 3hf/6r I 

If you have any questions, please contact,Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 4063608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 
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March 182005 

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 

1 

College Park, MD 20740 I 

RE: Label Claims/Disclaimers / 

Dear Sir or Madam: 

This letter is to notify you that the folljowing 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 advantag of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. 1 Thes claims are not necessarily for a product we currently market or 
plan to market in the immediate fmur$ and may be exploratory in nature, 

Max work together1 to provide tripie 
action activity/ tp reduce the pain 
and stiffness $ssociated with 
occasional ovl3ruse or 
overexer3ion.Q By providing three 
separate mecpanisms of 
inflammatory l-nediation, the 
formula effecqively supports 
optimum healih.” 

Proprietary &end: Isooxygene, 
Ginger Root Extract, Boswellia 
Set-rata, Rutin Flower Buds, Green 
Tea Leaf, Black Elderberry, 
Bromelain (2400 G.D.U. Pineapple 
Enzyme), Vitamin C (Ascorbic 
Acid), NeAcetytcysteine 

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: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: &%Js- 
j 
I 



If you have any questions, please cant j et Robert Doster, Senior Vice President of Scientific Affairs, at a 
(920) 406-3608. 1 

Sincerely, P 

(iQLLjy*&ti 
Michael P. Devereux 
Chief Financial Officer 

FlexAgility Max 40e 
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March l&2005 

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

, 

RE: Label Claims/Disclaimers 

BN~LYMATK THERAPY” 
& 

FHYTOPHARMtCA* 
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825 Challenger Drive, Green Bay, WI 5431 l-8328 
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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 203(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 Max 1 peroxynitrite mediated oxidation.* 

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: I 
I 

Robert C. Doster 
Title: Senior Vice President of Scien/ific Affairs 

Date: 

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

Sincerely, 


