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April 16, 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

Notification of structure-function claims
Dear Sir:

This letter is to notify you that the following product manufactured, packed, and/or distributed by
Tyler Encapsulations (9725 SW Commerce Circle, Suite A8, Wilsonville, OR 7070} has literature
that contains a statement provided for by section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act. Tyler wishes to take advantage of the exemption to section 201(g)(1}(C) of the act
and complies with section 403(r)(6) of the act.

Product Name Statement Ingredient(s) to which claim refers

Calcium D-Glucarate "A Phase | clinical human trial has Calcium (as calcium D-Glucarate)
demonstrated beta-glucuronidase inhibition . “
along with dose-related increases in serum ~ Calcium D-Glucarate USP
glucaric acid.™

| certify that the information contained in this notice is complete and accurate, and that Tyler has
substantiation that the statement is truthful and not misleading.
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Mario Roxas Date / /
Director of echmcal Servn
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Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Notification of structure-function claims
Dear Sir:

This letter is to notify you that the following product manufactured, packed, and/or distributed by
Tyler Encapsulations (9725 SW Commerce Circle, Suite A6, Wilsonville, OR 97070} has literature
that contains a statement provided for by section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act. Tyler wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and complies with section 403(r)(6) of the act.

Product Name Statement Ingredient(s) to which claim refers

Calcium D-Glucarate "D-glucaric acid is a non-toxic, natural Calcium (as calcium D-Glucarate)
compound considered to be a natural .
supporter of healthy hormone metabolism»  Calcium D-Glucarate USP

I certify that the information contained in this notice is complete and accurate, and that Tyler has
substantiation that the statement is truthful and not misleading.

C7 @. G0z

Mario Roxas, N. N~ Date / /
Director of Technical Servnces

9725 SW Commerce Circle + Suite A6 + Wilsonville OR 97070 « Phone 503.582.8386 + Fax 503.582.0467
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April 14, 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

Notification of structure-function claims
Dear Sir:

This letter is to notify you that the following product manufactured, packed, and/or distributed by
Tyler Encapsulations (8725 SW Commerce Circle, Suite A6, Wilsonville, OR 97070) has literature
that contains a statement provided for by section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act. Tyler wishes to take advantage of the exemption to section 201(g)(1)(C) of the act
and complies with section 403(r)(6) of the act.

Product Name Statement Ingredient(s) to which claim refers
Calcium D-Glucarate "Tyler's Calicium D-Glucarate has been the Calcium (as caicium D-Glucarate)
subject of much research and shows .
promise as an effective supplement for Caicium D-Glucarate USP

immune system support.”™

| certify that the information contained in this notice is complete and accurate, and that Tyler has
substantiation that the statement is truthful and not misleading.

Z %%
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Mario Roxgg, N.D. Date
Director of Technical Bervic

9725 SW Commerce Circle » Suite A6 + Wilsonville OR 97070 + Phone 503.582.8386 + Fax 503.582.0467
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Mr. Robert Moore

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

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Notification of structure-function claims
Dear Sir:

This letter is to notify you that the following product manufactured, packed, and/or distributed by
Tyler Encapsulations (9725 SW Commerce Circle, Suite A8, Wilsonville, OR 97070) has literature
that contains a statement provided for by section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act. Tyler wishes to take advantage of the exemption to section 201(g)(1)}(C) of the act
and complies with section 403(r)(6) of the act.

Product Name Statement Ingredient(s) to which claim refers

Calcium D-Glucarate "Animal studies have demonstrated that Calcium (as calcium D-Glucarate)
calcium glucarate positively and safely .
influences the hormonal milieu in individuals ~ Calcium D-Glucarate USP
with challenged cellular immune systems.™

| certify that the information contained in this notice is complete and accurate, and that Tyler has
substantiation that the statement is truthful and not misleading.

= P o4

Mario Roxas, N.&J. Date / 7
Director of Technical Services

9725 SW Commerce Circle + Suite Aé + Wilsonville OR 97070 + Phone 503.582.8386 ~ Fax 503.582.0467
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April 18, 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

Notification of structure-function claims
Dear Sir:

This letter is to notify you that the following product manufactured, packed, and/or distributed by
Tyler Encapsulations (9725 SW Commerce Circle, Suite A6, Wilsonville, OR 97070) has literature
that contains a statement provided for by section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act. Tyler wishes to take advantage of the exemption to sectioit 201(g)(1)}{C) of the act
and complies with section 403(r)(6) of the act.

Product Name Statement Ingredient(s) to which claim refers
Calcium D-Glucarate "Glucaric acid, and more specifically its Calcium (as calcium D-Glucarate)
metabolite D-glucaro-1,4-lactone, has been .
shown in humans and animals to inhibit Calcium D-Glucarate USP

beta-glucuronidase activity.™

| certify that the information contained in this notice is complete and accurate, and that Tyler has
substantiation that the statement is truthful and not misleading.

e ‘/AA
Mario Roxas, /

D. U Date /
Director of Technical Services
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