Enzymatic] herapy @

NATURAL MEDICINES”

February 26, 2003 1314 03 MWR19 P2:28

Mr. Robert Moore

NLLE o AL Nardretds nannl Dendas 1
Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811 S feae
Food and Drug Administration : Zf ea,
5100 Paint Branch Parkway ! ) <3
College Park, MD 20740 =

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

1N B
Enzymatic Fiber Delights™ | Proprietary Fiber Blend: | Fiber Delights delivers a
Therapy, Inc. enriched inulin fiber significant portion of the
(inulin and recommended daily intake
fructooligosaccharides | of fiber while minimizing the
(FOS) from chicory root) | side effects normally
and oat (Avena sativa) | associated with fiber
bran fiber intake.”

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 AP

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 2 /ol& / 55

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

Sincerely,
825 Challenger Drive A;l ‘: é p . ¢ £ 7
Green Bay, Wi 54311-8328 Michael P. Devereux

Ph: 930-469-1313 Chief Financial Officer 975 0162 LET

Fax: 888-570-6460 3 (07 @
Fiber Delights 12e O
WWW enzy.com / / 5 & %
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February 27, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights™ | Proprietary Fiber Blend: | Fiber Delights™ is a
Therapy, Inc. enriched inulin fiber chewable dietary fiber
(inulin and supplement to promote and
fructooligosaccharides help maintain bowel

(FOS) from chicory root) | regularity.”

and oat (Avena sativa)
bran fiber

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:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 2/ ’7//):5

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

Sincerely,
825 Challenger Drive W p ’ M‘\P
Green Bay, Wl 54311-8328 Michael P. Devereux
Ph: 920-469-1313 Chief Financial Officer

Fax: 888-570-6460

Fiber Delights 13e
WWW.enzy.com



Enzymaticl herapy®@

NATURAL MEDICINES”
February 28, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights ietary play y imp
Therapy, Inc. Blend: enriched roles in health, including providing
inulin fiber (inulin | bulk to feces, which aids
and elimination and supports regular

fructooligosaccha-| bowel movements; and supporting
rides (FOS) from | metabolic activity in the body by
chicory root) and | inhibiting cholesterol absorption
oat (Avena and slowing glucose absorption in
sativa) bran fiber | the small intestines.*

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.

/(0.3

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: -Z/JY/OB

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Sincerely,
825 Challenger Drive 4 4" t E; p .
Green Bay, WI 54311-8328 M%
Ph: 920-463-1313 Michael P. Devereux
Chief Financial Officer

Fax: 888-570-6460
Fiber Delights 14e

www.enzy.com



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES"
March 1, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

l\"]"!l').‘yl

10N Daint D
D 1YV I aifiv Branch Parkwa

College Park, MD 20740
RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic iber Delights™ | Proprietary Fiber Blend: | Dietary fiber has also been
Therapy, Inc. enriched inulin fiber studied for its support of the
(inulin and immune system and healthy
fructooligosaccharides | white blood cells.” Finally,
(FOS) from chicory root) | dietary fiber supports
and oat (Avena sativa) | digestion by helping the colon
bran fiber become more acidic, thus
supporting the growth of
beneficial microflora in the
intestines.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, IZZ has substantiation that the statements are truthful and not misleading.

By: —
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/[ /OZ)

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

Sincerely,

Michael P. Devereux J“yjp

Chief Financial Officer
Fiber Delights 15¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic] herapy @

NATURAL MEDICINES™

March 2, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

DIE
Proprietary Fiber Blend:
enriched inulin fiber by slowing the absorption of
(inulin and glucose (sugar) and
fructooligosaccharides | carbohydrates, soluble fiber
(FOS) from chicory root) | supports the maintenance
and oat (Avena sativa) | of healthy glucose levels
bran fiber that are already within the
normal range.”

Enzymatic
Therapy, Inc.

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:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/«3 /03

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

Sincerely,

Michael P. Devereux M\(p

Chief Financial Officer
Fiber Delights 16¢
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NATURAL MEDICINES”

March 3, 2003

Mr. Robert Moore

NLL o AL N bemibimmnnl Deadis 1
Office of Nutritional Products, Labelin

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

o p’
CiLilig &

RE: L abel Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

GR

Enzymatic Fiber Delights Proprietary Fiber

Therapy, Inc. Blend: enriched inulin | the stool, increasing pressure
fiber (inulin and on the intestinal walls and
fructooligosaccharides | triggering bowel movements.*
(FOS) from chicory Insoluble fiber also promotes
root) and oat (Avena softer stools, which reduces
sativa) bran fiber straining and discomfort

during defecation.*

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: ‘6

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/5 /05

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

Sincerely, C
- &
. ¢
825 Challenger Drive \}}A)M\Iﬂ
Green Bay, Wi 54311-8328 Michael P. Devereux
Ph: 920-460-1313 Chief Financial Officer

Fax: 888-570-6460

Fiber Delights 17¢
Www.enzy.com



325 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic] nerapyO

NATURAL MEDICINES”

March 4, 2003

Mr. Robert Moore

NEC:nn AL
Office of Nutritiona! Products, Labe

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights roprletary Fiber p

Therapy, Inc. Blend: enriched inulin | existing strains of beneficial
fiber (inulin and intestinal flora, inulin and
fructooligosaccharides | FOS also act to improve the
(FOS) from chicory survival, implantation, and
root) and oat (Avena growth of probiotic bacteria.”
sativa) bran fiber

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, IZC. has substantiation that the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/‘//05

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

Firp b

Michael P. Devereux
Chief Financial Officer

Fiber Delights 18¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

Www.enzy.com

Enzymaticl herapy®@

NATURAL MEDICINES"

March 5, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic roprietary Fiber
Therapy, Inc. Blend: enriched inulin | prebiotics, inulin and FOS
fiber (inulin and also provide the benefits of
fructooligosaccharides | fiber. Because they are not
(FOS) from chicory absorbed, inulin and FOS
root) and oat (Avena | influence intestinal function
sativa) bran fiber by increasing stool frequency,
increasing stool weight, and
decreasing fecal pH.*

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.

o AM0POE

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/5/03

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

Sincerely,

Michael P. Devereux z

Chief Financial Officer
Fiber Delights 19¢



Enzymatic apy®

NATURAL MEDICINES™

March 6, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

\

L
nzymatic Fiber Delights™ | Proprietary Fiber

The specific forms of inulin
Therapy, Inc. Blend: enriched inulin | and FOS in Fiber Delights™
fiber (inulin and were the subject of a recent
fructooligosaccharides | clinical trial that showed that,
(FOS) from chicory at sufficient levels, this
root) and oat (Avena combination enhanced the
sativa) bran fiber absorption of calcium in
adolescent girls by 18%."

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.

sy 200

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/(0 /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Sincerely,
825 Challenger Drive W p ’ M‘%
Green Bay, WI 54311-8328 Michael P. Devereux
Ph: 920-469-1313 Chief Financial Officer

Fax: 888-570-6460
Fiber Delights 20e

www.enzy.com



Enzymatic-i"hera,py®

NATURAL MEDICINES”

March 7, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Proprietary Fiber nulin an

Therapy, Inc. Blend: enriched inulin | been reported to support the
fiber (inulin and maintenance of healthy
fructooligosaccharides | cholesterol levels that are
(FOS) from chicory already within the normal

root) and oat (Avena range.”
sativa) bran fiber

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.

o G

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/7 /0,3

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

Michael P. Devereux
Green Bay, WI 543116328 Chief Financial Officer

Ph- 920-469-1313

825 Chatlenger Drive

Fax: 888-570-6460

Fiber Delights 21e
Www.enzy.com



825 Challenger Drive
Green Bay, Wl 54311-8328
Ph' 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic[ herapy®

NATURAL MEDICINES”

March 8, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights™ | Proprietary Fiber Inulin, at the supplemental

Therapy, Inc. Blend: enriched inulin | level of 10 g per day, has
fiber (inulin and been shown to support the
fructooligosaccharides | maintenance of heaithy
(FOS) from chicory insulin and glucose levels that
root) and oat (Avena are already within the normal
sativa) bran fiber range.”

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.

)y

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/?/03

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

Sincerely,

ekt P -fonpp

Michael P. Devereux
Chief Financial Officer

Fiber Delights 22¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

Www.enzy.com

Enzymaticl herapy @

NATURAL MEDICINES"

March 9, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights Oat bran is well known for its

Therapy, Inc. Blend: enriched inulin | support for the maintenance
fiber (inulin and of healthy cholesterol levels
fructooligosaccharides | that are already within the
(FOS) from chicory normal range.*

root) and oat (Avena
sativa) bran fiber

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.

s

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/7/0}

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

Sincerely,

ekt P -fpnpt

Michael P. Devereux
Chief Financial Officer

Fiber Delights 23¢



825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-46-1313

Fax: 888-570-6460

Www.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES™

March 10, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 necessarily for a product
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Fiber Delights Proprietary Fiber Oat bran has also been
Therapy, Inc. Blend: enriched inulin | shown to support the
fiber (inulin and maintenance of healthy
fructooligosaccharides | glucose and insulin levels that
(FOS) from chicory are already within the normal
root) and oat (Avena range.* Additionally, oat bran
sativa) bran fiber has been clinically studied for
its ability to increase stool
bulk.*

1 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.

sy A0OCKE

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3//0 /O 3

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

Tt bt

Michael P. Devereux
Chief Financial Officer

Fiber Delights 24e



