
825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticThefap~i@ 
NATURAL MEDICINES’” 

November 2  1,2002 

Office of Special Nutritionals @ IFS-450) 
Center for Food safety and Applied Nutrition 
U.S. Food and. Drug Administration 
5  100 Paint, ‘Branch Parkway _  B..‘iS ~ “~j”...“;._ ,,_‘ 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers .I, -._.\. .I, ‘ii, , ,+ , , 
.( ,I_ I) , .., 

Dear SirlMadam; 
.‘I ^ 

This letter is to gptify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green,Bay, W isconsin 
543 11 is a  distributor and has; included st?@~~$s provide%! for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the~~,?~els,~~~~.~~.~~~~~~~~~~,product. These claims_are not necessari ly for a  product 
we currently market or plan to market m  the ~~ediate&tture, and may  be “exploratory in nature. - ,.- ~ _” _CI 

r: 

1 
Enzymatic Silybin 
Therapy, inc. PhytosomeTM absorption - research 

indicates Phytosomes may  
be absorbed 3  to 7  times  
more effectively than non- 

I certify that the information cqntai,cecljn @ is notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation @a t,jhe sG&&$$~& ,$I.$$$ ‘&i-id nbt’niisleading. .1 i*” !‘“ri .W$ ci ./i”‘ -:;:. :*“+r‘” 

By: --p&!&4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs _, ,_ . #. ,’ 

If you have any questions, please contact Robert poster, Senior Vice President of Scientific Affairs at (920) 406-360*; . I I : Z”. ._._ (.i’_ ~._. ‘, 

M ichael P. Devereux, 
Chief Financial Officer: e.7,. / ,. _  , 

Silybin Phyttisb* ‘4e  



82sChallenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 
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Enzytmic!Therip~@  ~ 
NATURAL MEDI,CINE@’ ” , / ., , ( _ ;. ) 1 j /+, ,, _;_ (^ 

November 24,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safe~ty and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Bran@ $arkw,ity 
College Park, MD 2074b-3835 

RE: Label Claims/Disclaimers, : 

Dear Sir/Madam: x_ 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distriiut,or andwlhas,included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labeli“of tle?%llo<ing’~o;;oducf These’ &,&is are not ~essaririy for a product . , ,?.” ,I” .3 ,I.*.l”Lly ~rils:p. !+*A ” “i ,c W~~,vw 6$4..,*. _ 
we currently market or plan to market m the imr@diate fi.tmre,%id may be exploratory in nature. 

The;apy, Inc. fewer molecules of the, 
herbal compound penetrate 
and are absorbed by the 
membrane of the #@stingA 
wall, where most of the 
body’s nutrients are 

I certify that the information contained in this notice is complete and accurate and thatEnzymatic 
Therapy, Inc. has substantiation that the,statements ar%uthfnl and not mislea$ng. . _“” _ /,dl *a.;, \“./,.V ‘ ,( 1) ~“,*“..,n~,~ y”,“_“, ‘“_ ,,, d : _ ^‘ ,,: 

By: 
Robert C. Doster : 

Title: Senior Vice President OF S&ntif!c Affairs , 8 “/ “_, ’ j ., II 

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

Sincerely, 

P4Jf-Q-f 
Michael P. Devereux _ ,a 

,. . 
Chief Financial Officer 

^. .,l 
_ ,.‘ ‘,.,* A” ; .I ,, “_ I .) , ., _ . , 

Silybin 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 ->(i , ,_* “, ̂ ,“.*, ̂j^, 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers ,, 

“_ 

Dear Sir/Madam: * / I. 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Chrillenger Drive, Green Bay, Wisconsin 
543 11 is ad&$&or and has included statements provided for by section 403(r)(6) of the Food,‘Drug, I -, ,. .“1 .-il--..r.L _.G< %“,,> -,., ..~,.~~~L”~<,.*“,l, 
and Cosmetic Act on the labels of the followmg product: These c@ms ‘a;i;e@ot’nec%sax$y for a product 
we currently market or plan to market rn. the lmm&ate future, and may be exploratory in nature. ,.A..” d”“a.&. 

:,. _. 

where they’re needed most, 
to the cells in your body.* 

1 certify that the information contained in this notice is cgmplete and’acwa;te @ t&C &=ymatic 
Therapy, Inc. has substantiation, that the’~~~~~~~t~~~~:‘irtfthful and not misleading. * ,e_ i- ,,,, :.l“~x” .&! // ii al,“:” 

By: 
Robert C. Doster ” . ,_. ‘1 ._ 

Title: Senior Vice President, of Scientific pffairs ,: 

If you have any questions, please contact Robe-t Doster, Senior Vice’Prt&dent of&en&% Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

Silybin Phytosome 6e 
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EnzymaticTherapy.. ..‘” 
..,. . 
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November 20,2002 

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

.- .. 
Claims/Disclaimers RE: Label ‘- .. “,_ /,. .., <A..‘. m. ~ s_ .^ 

,, 1 _^ \_, . IX ,“. ;,, :- -:, I.i 
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, &arid has included statements provided for by section 403(r)(6) of the Food, Drug, ..” Ilih~vr .‘A ,, a*, rlb‘liiax ,,~i**v~~~.~~~.~~~~ir‘~:i.. 
and Cosmetic Act on the labels of the followmg product: .These. claim$ are not ncc&@ly for a product (1. ~ T>i ‘P”; b”i, I **a<. I*-* ,p ,i, ,“&*<***. 
we currently market’or “plan to market In. the r~edi~ate ,@tre, and. may be exploratory in nature. 

PhytosomesiM’&-e‘ ‘- 
advanced forms of herba! 
products that are better 
absorbed, utilized, and as a 
result produce better results 
than conventional herbal 

I certify that the infonnation.c~~tai~~~d in this notice is complete and accurate,and that Enzymatic ,,,m /)L , I*( T’, .14 j, ,,ri>r$N*,, i-s* &i- _ / ” _ I/ ~. 
Therapy, Inc. has substantiation that~the,.sfatcments are truthful and not’m.isleading. ,, 

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

Michael P. Devereux 
Chief Financial, Officer ,l.l.l *et e” -;- j. _ _.., _, &_ ._ .,, ,_ ‘ ,i ,, *,a , .;, _ .,,. , ,, 

Silybin Phytosom 3e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920.469-13X 

Fax: 888-570-6461 

www.enzy.con 

EnzymaticTherap~@  
NATURAL M,EDICJNk5” “-a :*iv _I .* .l. j -.*.._ \,,_“, -‘. “.,“. ,_,.. ,) __. _ ,_ ,,*;_, . 

November 25,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition : -, -,_ I/ .,,_j. 
U.S. Food and Drug Administration 
5 100 Paint-Branch Parkway d I. ” 1 “-.l. 
CollegePark,MD 20740-3835 .: ___ _ i-b-, !“A _-__ _ : _( ’ 

RE: Label Claims/Disc!aimers ,, ..- 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 di&&~or and has indluded statemtnts piovided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act ‘on ~~~‘~~~~~~~~~~~~~~~~~~~~~~~~~~.~.These clajms are not necessarily for a product _ *“a i_ .v.. s. *j_w*. )*I Lb _h._ , - ,I~ .?.__I”,” .al,.sL,“;-:*~ j,~ . 
we currently market or plan to mark+ qthg irrin%%&’ future, and may be exploratory m nature. “*. \ ‘* “h-*h _./d-Pw/> /**rg;.“v  __ _ __ , ” _ _ 

is combined with 
phosphatidylcholine, the 
result is a new~Phytosome 
molecule, which is more 
rapidly and more efficiently 

I certify that the injk-rnatjon cc$aj&cd in this notice is.complete and accurate andthat,.Wymatic .<e-, .2 . ..,_,i .;“*a y&- : ,* ;j, &/*,; ,a:, , L 
Therapy, PC. has subs@n~iat@~ that the, statements are truthful and not-misleading. ‘r. .irr*-in i .* t*:.;.& *x ~~w,+*~lr,h(n *:$. I:* &# ~:~‘><&%. ,J>;l SP,” “;: i:;l*:,z;.i _ _ __. i * _I L,, ‘ 1 

Date: i L i2s IUL ( * >. II II.. ,^C, "I _, _i_ ;, 1) " _ 

If YOU have any questions, please contact Robert Doster, Senior Vice President ,of Scie@f!c Affajrs at *.- (.P,-.__ __,i ..,_ _^ .., 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial” efficer , j I 

Silybin Phytosome 8e 
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Ph: 920-469-1313 
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November 22,2002 

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 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letteris to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 I 1  is a, distrib.utor and has included st.ateme.nts 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  nroduct -- I I 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

Therapy, inc. 
Silybin 

.-e _~;___ 1.., 
Silybin’PhytosometM 

PhytosomerM 
Increased biological activity 
- the health-supporting 
properties of the herb last 
longer 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 truthful and not m isleading. 

Title: Senior Vice President of S,cientific Affairs 

Date: _  IilLZIO 2 

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

Sincerely, r , 

M ichael P. Devereux 
Chief Financial Officer 

Silybin Phytosome Se 


