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82s Challenger Drive 

Green Bay, WI 543114328 

Ph: 920-469-1313 

Fax: x88-570-6460 

www.enzy.com 

EnzymaticTherap~@ 
NATURAL MEDICINES” 

November 2 1,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safe,ty and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Br,anch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: , 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and. has inclu.ded, statemen@ provided for by section 403(r)(6) of the Food, Drug, . 1 ,>i, “_W .,, , 
and Cosmetic Act on the labelsofthe following product. These‘claims”%rk”not necessarfly for a product 
we currently market or plan to market in the immediate fire, and may be exploratory m 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 truth~&l~ and not misleading. *_ ,w>_al”i dll **,+ ‘x__;‘I J */& 

Title: Senior Vice President~of Scientific~<Affairs~ ? I_ 

Date: 

’ ‘: 

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

Sincerely, 

Hawthorn Phytosome 4e 
y :9--7q 3 
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EnzymaticThera 
NATURAL MEDICINES’” 

November 24,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food’Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3 835 

RE: Label Claims/D&laimers i ’ ‘,_, _, ’ j - 4,.117”*1,( /,., .,_-, 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included. statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic,,Act on the labels of the following product. These claims are not necessari ly for a  product h_ “l, _* “I-’ -“, .I .\iri h.CI”‘*.,~‘., Ic,-+.*llL *%i** 
we currently market or plan to market in the immediate future, and’may be exploratory in nature, 

I certifv that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not m isleading. 

Robert C. Doster . ’ ” ^.’ ’ 
Title: Senior V&e President of Scientific Affairs ,^” _.< _  I ,_ ,,i _.i ., ._, . *_ I., ,,“<a ,, .i jl,” >w . ,, ,,, ,‘ /. _  r I .,. )_. ,I _. I( 

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

M ichael P:, Devereux _  x  ,1 
Chief Financial ,Officer _  _/l _  ’ _, 1, I 
Hawthorn Phytosome 7e  
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November 23,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied‘Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3835 

FE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc.-at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for ‘by’section 403(r)(&) ‘XtheFood, &i.ig, 
and Cosmetic,Act on the labels of the following product. These claims are not necessari ly for a  product i i%,,’ 2, 
we currently market or plan to market in the immediate .futurre; and-may-be exploratory in‘nature. 

Flower PhytosomeN 
to the cells in your body.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that-the statements are t;;;;tsiir~a;;a~~t~~~~e~~~~~~..~ j’ > 

By: wedi 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I/ i.z3 b-z- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienti‘fi6 Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 

Hawthorn Phytosome 6e  
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November 20,2002 -r 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers .I < I. 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay; W isconsin 
543 11 is a distributor and has included.s+tatements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are-not,necess~~lj;~f~r a’$-o&t 
we currently market or plan to market in the immediate future, and may be exploratory in nature. ” _,j_l/._. ))., ,,. (,. . ..r _) .” 

\ 1 

Flower PhytosomeTM products that are better 
absorbed, utilized, and as a 
result produce better results 

entional herbal 
6 . ../ _, 

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: [/ IL0 I*cL / ” . __ 

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

“. 

Sincerely, 

Michael P. Devereux E 

Chief Financial Orrcer ’ . : ., .- 
Hawthorn Phytosome 3e 
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November 25,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
US. Food and Drug Administration 
5  100 Paint Branch Parkway 

” : : ,  .( 

College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin , _. h, .+_‘._M”. dlr,.,r>,. -I .,. “L 543 ] 1  is a  dist.butor and has incliiJid statements provided f6;~$d&;Gg ~~~(~~~~fyg.6.~; .E-‘, 

and Cosmetic Act on the labels of the following product. “Iifiese claims arenot necessari ly for a  product 
we currently market or plan to market in the immediate future, and inay be expl&atojr in nature. 1  

oxyacantha) Leaf 2nd 
Flower ph#j&$‘W  x ” 

’ is combined with 
phosphatidylcholine, the 
result is a  new Phytosome 
molecule, which is more 
rapidly and more efficiently 
absorbed.* 

I certify that the information contained in this notice is complete and-accurate a&that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. ” ” 3, 

By: 

_ .^ .,. . ,.. “, j / ,: 

Robert C. Do&r . ‘,/ ~., ,^ 

Title: Senior Vice President of Scientific Affairs 

Date: /jlZs 102 

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

, -1 

M ichael P. Devereux 
Chief Financial Officer 

Hawthorn Phytosome Se 
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November 22,2002 

Office of Special Nutritionals (HFS-450) Center for Food Safi.’ ana A”“~lied.Ku”ition 

U.S. Food and Drug Administratibn 
5 100 Paint “Branch Parkway 
College Park, MD 20740-3 835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: ,,, . j ., “, 
: ” “ , . 1 ,, This letter is to no*ify you *jt Enzymati. TheraCjr, Inc. Tai gzy m~~~~~~~~~nve,‘~~~~~~ jy;j!psconsin 

543 11 is a distributor and has included !!atements provided _foi by &&ibn $3(r)(Q&f %?Fd;od,*l%i& 1. 
and Cosmetic AI$ on the labels of the ‘following pidd&K These &ii& are not nec&sarily foi- a pi-oduct ._ _-../ ._.~.._~ x .~ __ <iiS Pi ,, _ we currently market or plan tb market in ‘the’ imni’diat8&6e~ and may be eliploratory m nit&e. 

Flower Phytosdme”‘ properties of the herb last 
longer in your body.* 

I certify that the information contained in this notice is-complete and accurate and that ‘Eiiematic 
Therapy, Inc. has substantiation that the statements are tr&ful atid‘tiof rn%le&6g *“’ no .’ _ 

By: 

Title: SeniQr Vice President of SCi&tific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice Preside& of S&$fi6 &fai&*at~ 
(920) 406-3608. 

Chief Financial Officer 

Hawthorn Phytasome Se 


