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~ Mr. Michael P. Devereux
Chief Operatlons Ofﬁcer
Enzymatic Therapy, Inc
825 Challenger Drive

- Green Bay, Wlsconsm 5431 1

Dear Mr Devereux

‘ lrug Admlmstranonk
deral Food, Drug, and :
nerapy, | Inc zs ma.kmg ,
d nght

This is in response to your letter nf January 7, 2006 to th 00!
(FDA) pursuant to 21 Us.C. 343(r)(6) (sectlon 403(1')(6)
Cosmetic Act (the Act)) Your submission states that Enz
the followmg claim, among others' fOr the product Remlf ‘

“[A]nd a safe alternatlve for women in whom estrogen ezapy is
o contramdlcated n I i ,

21 U.sS.C. 343(r)(6) makes clear‘ that a atatement mcluded in labehng under the authomy o
of that section may not claim iti gate treat, cure, or preve a specific
disease or class of d:seases The atem - that you are making for thls;jpré)duct suggests i
“that it is intended to treat, preven’c or mi t}gate diseases for which estrogen therapy is
indicated. This claim does not meet the requxrements of 21‘U~S C (6) ‘This claim
suggests that this product is intended for use as a drug within of 21

321(g)( 1)(B), and that it is subject to regulanon under the ¢
-you intend to make claims of this nature, you, should contac
‘Evaluation and Research (CDER);OfﬁLe of Comphance,{ g
11919 Rockvﬂle Plke Rockvﬂle, Maryland 20852. St

enter for Drug
Mgntrose Metro 11,

eTS 0163 LET



Page2 Mr Mlchael P Dever

Please contact us 1f we rnay be ‘

beling

Cop1es 21l ' . . e ;
FDA, Center for Drug Evaluatmn £ Corm ”HFD 310

FDA, Office of the Associate Conm*ussxonerfor Regulatory fﬁce GE
: Enforcement HFC-ZOO e Sabia e

{HF

FDA aneapohs Dlsmct Ofﬁcea Ofﬁce of Ccmphance‘
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January-7, 2006

Office of Nutrmonal Products Labelmg &
Dietary: Supplements, HFS 810 : S
Center for Food Safety and Apphed Nutn’uon o
- Food and Drug. _Administration i
5100 Paint Branch Parkway
:College Park MD 20740 -

RE; Label Clalmlelscléﬁners

Dear Sir or Madam:

825 Challenger Drive, Green Bay, (
Federal Food, Drug and Cosmetic Act,
201(g)(1)(C) of the actand comply wi
market or:plan to market in the mrune

This letter is to notify you that the following | Aanufa tured, Packed, d/orDlsmb- d mzymam; Therapy, Inc at’
] : L th ’,

;Biem;l Balm Leaves Extract,
Hoj Str obgle Extract, Vatenan i

1 cemfy that the mformatwn contamed inth
substantlatlon that the statements are truth

By e
' Robert C Doster
ﬂe Semor Vlcc Presxdent of Scwnnﬁc

Date:

=10l

~If you have gny- questions, please centact R
(920) 406- 36‘98

Michael P. Devereux
Chief Operations Officer

~



