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What Better feels like”

October 22, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration k
5100 Paint Branch Parkway -
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 Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green 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 to section 201(g)(1)(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.

PSI Daytime | Blending key minerals with | Niacin (as niacinamide), Vitamin B6 (as pyridoxine hydr
botanical extracts, PSI Calcium (as calcium carbonate), Magnesium (as magnesium oxide),
offers an effective natural | Copper (as copper gluconate), Potassium (as potassium chloride),
alternative to other Bromelain, Wild Yam root (Discorea villosa), Black Cohosh root (Actaea
calming agents, without racemosa), Indian Frankincense gum resin (Boswellia serrata) (70%
the side-effects of total organic acids including B-Boswellic Acids), White Willow Bark (Salix
drowsiness.” alba) (15% salicin), Turmeric root (Curcuma longa) (95% curcumin), L-

Glutamic acid hydrochoride

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 Drgogd 4

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

Date /0 /9'9//0'7

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

Lt P by

Michael P. Devereux 975 0162 LET / L,/ gg 7

Chief Financial Officer
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October 22, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

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 Distributed by Enzymatic Therapy, Inc. at 825
Challenger Drive, Green 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 to section 201(g)(1)(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.

PSIDaytme aids | Niacin (as niacinamide), Vitamin B6 (as py e hydr e)

relaxation and supports Calcium (as calcium carbonate), Magnesium (as magnesium oxide),
normal musculoskeletal Copper (as copper gluconate), Potassium (as potassium chloride),
function.* Bromelain, Wild Yam root (Discorea villosa), Black Cohosh root (Actaea

racemosa), Indian Frankincense gum resin (Boswellia serrata) (70%
total organic acids including B-Boswellic Acids), White Willow Bark (Salix
alba) (15% salicin), Turmeric root (Curcuma longa) (95% curcumin), L-
Glutamic acid hydrochoride

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that

the statements arim@lbﬁ’{t misleading.

By:

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

Date /O /;-sv/oi—/

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

TP by

Michael P. Devereux
Chief Financial Officer




