
NOV I 9 2DOl 

. Jeanene ~~en~~eier 
of Legal Affairs 

enzymatic Therapy, Inc. 
825 Challenger Drive 

ay, Wisconsin 543 11 

Ph~upha~acia Division of 
Integrative therapeutics, Inc. 

825 Challenger Drive 
ay, Wisconsin 543 11 

Dear oenckmeies: 

administration 
ur letters of October 25, 2001 to the Food and Drug 

343(r~(6~ (section 4~3(r~(6~ of tie Federal 
our submissions state that ~~zy~at~c 

ivisi~~ of Integrative therapeutics, Inc. are making 
ducts named Ekartkwn Free: 

‘I. . . decreasing the tential for the highly aci fluid to splash up in to 
the esophagus * ” 

) makes clear that a s~teme~t ~~~l~ded in labeling under the 
a~~~~i~ of that section not claim to diagnose, mitigate) treat, cure, 

disease or class 0 seases, The s~temeRt that you are rna~i~g 
uets, i~cludi~g the use of the term “heartb~r~” as the name of the product, 

that they are inte or ~~t~gat~ disease, namely esophageal 
ease and hear&u nut meet the requirement of 21 U. S .C. 
* These claims suggest that these products are intended for use as drugs civil 

FDA c~~~l~ded that ~‘~~casi~~al hea~b~~” and “occasional acid i~digestiQ~” may 
ecific symptoms that could be appropriate St~~~re~~n~tiQ~ clai for your 

are not q~ali~ed such that they are not disease claims. Moreover, flUX 
isease and its charae stic signs or symptoms are not nonspecific ~~~diti~~s that would be 

appropriate structure/ ction claims (see 65 FR IO00 at 103 f ; Jan, 6,2~~~). 
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.S.C. 321(g)(l)(~), and 
ns sf tie Act. If you intend to make claims of this nature, ycfu should 

r for Drug Evaluation and Research (CDER), Office of C~mpl~anGe, 
ish Place, Rockvilfe, Oakland 20855. 

Please contact us if you require fbrt.her assistance. 

Sincerely, 

Division of Compliance and Enforcement 
Office of Nutritional Products, Labe 

and Dietary Supplements 
Center for Food Safety 

and Applied ~~tr~ti~n 

, Center for Drug ~valuat~~n and 
, Office of the Associate Cornmis 

ent, HFC-200 
i~eap~~~s District Compliance, 



ati era 
AL NEDICI:NES*” 

October 25,2~~1 

ffice of Special Nutr~tio~a~s OFFS-45~) 
nter for Food Safety and Applied Nut~tion 
ad and Drug Adm~nistratjon 

200 c St. SW 
~ashjngton, DC 20204 

e . Label C~a~ms/D~sc~a~rners 

Dear Sir~adam; 

This letter is to nutify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green 
543 11 is a manufacturer and has included statements provided for by section 4~3~r~~6~ of the Food, Drug, 
and Cosmetic Act on the labels of the folfowing product. 

standardized tc, contain 
a m~njmum of 98.5% 

Heartbwn Free supports 
healthy peristalsis, 

I certify that the info~at~on contained in this notice is complete and accurate and that ~n~rnat~~ 
as substa~tiatju~ that the statements are t~th~l and nut misleading. 

, I 

By: 

Title: Senior Vice President of Scientific Affairs 

ate: /o--- +pj-‘--Q/ 

Tf you have any questions, lease contact Jeanene MoenG 
(~20) 469-4440. 

eier, Director of Legal Affairs at 

Sincerely, 

J&nene ~o~ne~eier 
irector of Legal Affairs 



October 26,200l 

Office of Special Nut~tionals (HFS- 
Center for Food Safety and Applied 

ood and Drug Administration 
200 c St. SW 
Washington, DC 20204 

. . Label ~laims/Disclaimers 

ear Sir/~adam~ 

is letter is to noti you that Emphatic therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 I 1 is a manufa~~rer and has included statements provided for by section 403(r~(6~ of the Food, Dmg, 
and Cosmetic Act on the labels of the following product. 

enzymatic 
Therapy, Inc. 

NAME 
Heartburn Free” 

Peel Extract, 
standardized to contain 
a minimum of 9&Y!& 
d-limonene 

orange peel extract exerts a 
spasmogenic activity and 

I certify that the ~nfo~atio~ contained in this notice is ~omplgte and a&~nrat~ and that Enzymatic 
therapy, Inc. has substantiation that the statements are truthfil and not misleading, 

BY: I 
Or! L 

J&-%+. 
Robert 6. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact ~eane~e ~~e~c~eier~ 

Sincerely, 

ctor of Legal Affairs 
~~a~~~~ Free9.e 



ffice of Special ~utritionals (HITS-450) 
enter for Fuod Safety and Applied tuition 

Feud and Drug Administration 

RE: Label ~laims~isclaimers 

ear ~ir~adam: 

is letter is to motif you at Enzymatic therapy, Inc, at 825 ~haIle~ger 
543 11 is a manufac~rer and has included statements provided for by section 4~~~r~~~~ of the Food, Drug, 
and Cosmetic Act on the labels of the fallowing product. 

Heartburn Free* Orange (Citrus sinensis) 
Peel Extract, 
standardized to contain 
a minimum of 98.5% 
d-fimonene 

Heartburn Frye 

I bedim tbat info~atiun contained in this notice is complete and accurate and that atic 
~herapy~ Inc s s~bstantiatiu~ that the statements are t~tb~l and not misleading” 

Title: Senior Vice President of Scientific Affairs 

Date: 

Ify~~ have any questions, please contact Jeanene ~oenc~eier, Director of Legal Affairs at 

Sincerely, 

ne Moenckmeier 
Director of Legal Affairs 



ctober 30,20Qf 

ce of Special ~~tritionals OFFS-4~~~ 
ter for Food Safety and Applied munition 

Food and Drug Administration 
200 c St. SW 
Washington, DC 20204 

. a Label ~laims~is~laimers 

Dear Sir/Madam: 

is fetter is to astir you &at ~nzyrnat~~ therapy, Inc. at 825 ailenger Green ~isco~~i~ 
543 11 is a manufa~~ and has included statements provided by secti 
and Cosmetic Act on labels of the following product. 

Food, Dug, 

~n2ymatic 
Therapy, inc. 

NAME, 
Heartburn Free* 

fNGRED!ENT~ 
Orange (Citrus sinensis) 
Peel Extract, 
standardized to contain 
a rn~n~rn~rn of 98.5% 
dR~im~nene 

surface tension of the liquid 
contents in the stomach, 
decreasing the potential for 

ly acidic stomach 
fluid to splash up into the 
esophagus.* 

I ~e~~~ that the info~at~on contained in is notice is couplets and a~~~r~te an 
therapy, Inc. has substantiation that the statements are t~th~l and not misleading. 

y: ~~~~~~~ 

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

nzymati~ 

Date: 

If you have any questions, please contact Jeane~e ~oe~~~~ier, 
~~2~) 469-4440. 

irector of Legal Affairs at 

ene ~uenc~e~er 
Director of Legal Affairs 



ctober 25,XK.l 

~f~G~ of Special ~ut~tiona~s (HFS-450) 
Center for Food Safety and Applied nutrition 
Food and Drug Adm~n~s~atio~ 
200 c St. SW 
~~hingto~, DC 20204 

* . Label C~aims/Dis~laimers 

Dear S~r~a~rn: 

armies (a Division of Integrative therapeutics, 
ay, ~~s&onsi~ 543 I 1 is a ma~ufac~rer and has included statements provided 

by section 4~3~r~~~~ of the Food, Drug, and Cosmetic Act on the following labefs of its prodnets. 

Yt rmica 
D n of 

f ntegrat~ve 
~~~rapeu~cs 

eartburn 
ree” 

Orange (Citrus sinensis) 
Peei Extract, patent- 
pending standardized to 
contain a minimum of 
98.5% d-limonene 

e info~atjon contained in this not&x is complete and accurate and that PhytoP 
Division of Integrative therapeutics, Inc.) has substantiat~un that the statements are truthful and not 
misleading. 

Title: Senior Vice President of Scientific Affairs 

ate: 

questions, pfease contact Jeanene Moenc eier, Director of Legal Affairs at ~92Q~ 469s 

Sincerely, 

ene ~oen~~eier 
uxctor of Legal Affairs 



. 

armica, 
ATURAL MEDfCiNESrw 

f&-x of Special Nutritionals (HFS-450) 
Center for Food Safety and AppIied Nutrition 
Food and Drug Administration 
200 c St. SW 

. 

9  Label Claims/Disc~aimers 

Dear Sir~adam: 

is letter is to nuti you that Ph~oPba~ica (a ivision of integrative therapeutics, Inc.) at 825 
Challenger Drive, Green Bay, ~~seons~n 543 11 is a manufa~~rer and has included statements provided 
for by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the following labels of its products. 

Division of 
eg rat ive 
erapeutics 

Orange (Citrus sinensis) 
Peel Extract, patent- 
pending standardized to 
contain a minimum of 
985% d~~irn~n~ne 

In a la~~rat~~ study, 

orange peel extract exerts a 
spasm~ge~i~ activity and 
the spasmogenic activity 
was associated with the 
levels of d-limonene ni tEre 
extract.” 

misreading. 

this notice is complete and acc~rat~ and that Phyto a (a 
rative therapeutics, .> has substantiation that the statements are tither 

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

ate: 

y questions, please contact Jeanene Moenc eier, Director of Legal Affairs at (92~) 469- 

Sincerely, 
825 C~A~~~~~~ t%WE 

C;REfhl BAY, w! 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-44 18 ctor of Legal Affairs 
FAX KM. FREE 888-31 ~-5657 



ctober 29,200l 

Office of Special 
Center for Food S 
Food and Drug Administration 
200 c St. SW 

. 

I Label ~laims~is~laimers 

Dear Sir~adam: 

This letter is to notify you that Ph~oPha~i~a (a division of Integrative Thera~eutics~ Inc.) at 825 
challenger Drive, Green Bay, Wisconsin 543 I.1 is a manufacturer and has included statements provided 
for by section 4U~(r~(6~ of the Food, Drug, and Cosmetic Act on the following labels of its products. 

Orange (CiBus sinensis) 
Peel Extract, patent- 
pending ~~anda~diz~d to 
contain a ~~n~~u~ of 
98.5% d-~i~~~~~e 

eartburn Free 42-1 

ertirjr that the i~fo~atio~ contained in this notice is complete an 
vision of Inte~ative Therapeutics, Inc.) has substantiation that the 

accurate and that ph~opha~i~a (a 
statements are t~th~l and not 

misleading. 

Robert C. Doster 
Title: J$xiqr Vice President of Scientific Affairs 

IfY ve any questions, lease contact Jeanene ~oe~~~eier~ 
4440. 

ire~tor of Legal Affairs at (92 

nene ~oe~~~eier 
ireetor of Legal Affairs 



October 3Q, 2001 

Office of Special ~ut~tionals @IFS-450) 
Center for Food Safety and Applied Nu~itio~ 

rug Adminis~ation 

Washington, DC 20204 

* . Label Claims~is~laimers 

ear ~ir~adam: 

is letter is to noti.@ you that PhytoP ivisj~n of ~nt~~~at~ve therapeutics, Inc.) at 825 
Challenger Drive, Green Bay, Wisconsin 543 1 I is a m~ufa~~rer and has included statements provided 
for by section 4~~~r)~~) of the Food, Ikug, and Cosmetic Act on the following labels of its products. 

Free* surface tension of the liquid 

dac~easi~~ the potentiaf for 
the highly acidic stomach 

I certify &at the intonation contained in this notice is complete and a~eurate and ica (a 
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are t~t~~l and not 
misleading. 

Y: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

ate: 

If you have any questions, please contact ~ea~ene Moenc 
4440. 

erector of Legal Affairs at 

Sincerely, 
825 CflA~~~~G~R L)RIVE 

c.hEN BAY, w! 5431 f I 
920-469-9099 

ene ~oenc~eier 
rector of Legal Affairs 

WPf Ip 


