S,

P

Ty

2 DEPARTMENT OF HEALTH & HUMANSERVICES  ~~~  PublicHealthService =

College Park, MD 20740

Mr. Cheng Lin-Hui Chiang
President ;
Maxluck Biotechnology Corporation
10F, No. 75-1, Sung Jiang Road
Zhong Shan District '
Taipei, Taiwan

Republic of China

Dear Mr. Chiaﬁg: |

This is in response to your letter to the Food and Drug Administration (FDA) dated April
17, 2002. Your letter was submitted pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of
the Federal Food, Drug, and Cosmetic Act (the Act)). Your submission states that
Maxluck Biotechnology Corporation is making the claims identified below for the
product GT&F NutriPack which it intends to market as a dietary supplement:

“Dietary Supplement for a Healthy Glucose Metabolism.”

“GT&F NutriPack is a specially formulated dry powdered product for making
beverages. A consistent use of this product will support in keeping blood glucose
at a healthy level.”

Your submission also states that “This product is intended to be used as a beverage by
adult [sic] over the age of 18 to maintain a healthy glucose metabolism ”

21 U.S.C. 321(ff) defines the term “dietary supplement.” As defined by the Act, dietary
supplements do not include products represented for use as conventional foods. 21
U.S.C. 321(fH)(2)(B). In your submission, you state that the intended use of GT&F
NutriPack is, in part, as a powdered product for making beverages. Beverages are
conventional foods. Given this representation for the product’s intended use, GT&F
NutriPack is not a dietary supplement within the meaning of 21 U.S.C. 321(ff) and claims
made for it are not subject to 21 U.S.C. 343(r)(6).

Instead, GT&F NutriPack is a beverage and, therefore, a conventional food and it must
meet the regulatory requirements that apply to conventional foods rather than those
requirements that apply to dietary supplements. Briefly, GT&F NutriPack must bear
nutrition labeling in accordance with 21 CFR 101.9 and claims may be made for the
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product in its labeling if they are claims defined by 21 U.S.C. 403(r)(1) or 21US.C.
321(g)(1)(C) that may be made for conventional foods. Additionally, under the Act, any
ingredient intentionally added to a conventional food must be used in accordance with a_
food additive regulation unless it is generally recognized as safe (GRAS) among quahﬁed
experts for its intended use in food. A food ingredient that is not GRAS or an approved
food additive causes a food to be adulterated under 21 U.S.C. 342(a)(2)(C) and cannot be
legally marketed in the U.S. If you intend to market GT&F NutriPack as a beverage and
you have any questions about the status of its ingredients, you should direct themto
FDA'’s Office of Food Additive Safety (HFS-200), 200 C St., SW, Washington, DC
20204. '

Please contact us if we may be of further assistance.

- Sincerely,

%vzm Mzﬁ

hn B. Foret
Director
Division of Compliance and Enforcement
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300

FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200 '

FDA, San Francisco District Office, Office of Comphance HFR-PA140
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: Office of Special Nutritions )HFX-450)
O Center for Food Safty and Applied Nutrition
<6 Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740-3835

George Su

C/0O Maxluck Blotechnology Corporatlon
Crosslinks International, Inc.

1800 Century Park East, Suite 600
Century City, CA 90067

Product: GT&F NutriPack

This is a notice to the person or persons or company who submitted the Notlficatlon
Letter for State ment on Dietary Supplement of the above product.

This office has received the submission and filed the Notification Letter as per Codé of
Federal Regulations, Vol. 21, Part 101.93.

Sincerely,

Name:
Position:
Date:



MAXLUCK ,BIOTECH‘NOLOGYCOR.PQRATION

Office of Special Nutritionals (HFX-450) ,
Center for Food Safety and Applied Nutntlon R
Food and Drug Administration

5100 Paint Branch Parekway

College Park, MD 20740-3835

April 17, 2002

Notlficatmn Letter for Statement on
Dletary Supplement

Dear FDA officers:

I am the president of Maxluck Biotechnology Corporation, who is, among other things, a
manufacturer and distributor of dietary supplements in Taiwan, Repubhe of China. I am
writing as per Code of Federal Regulations, Volume 21, Part 101.93, to notify you that
we have included a statement on the label and in the labeling of one of our products. The
following are the information required in this notification letter:

1. Statement of Purpose:

This is a letter to provide notification of a statement of nutritional support, including
the exact wording that appears on the label and labeling for a dietary supplement.

2. Vendor Information:

Name, address, telephone and fax numbers of the manufacturer and dlstnbutor for '
mailing and other communication purposes, are as follows:

Maxluck Biotechnology Corporatlon

10F, No. 75-1, Sung Jiang Road
Zhong Shan District, Taipei
Taiwan

R.O.C.

10F, No. 75-1, Sung Jiang Road, Zhong ‘Shan District, Taipei, Talwan R.O. C.
Tel: 886-2-2518-9908 Fax: 886-2-2518-9918 !



Tel: 886-2-2518-9908
Fax: 886-2-2518-9918

The telephone number for consumer inquiries in the U.S. is:

Tel: 626-350—8889 B

. Product Identification:

The trade name of the product
GT&F NutriPack |

The common and usual name of the product:
None

A label copy showing all information displayed and provided to consumers is
attached.

. The text of the Structure/Function Stat'e'menti:“ R

Dietary Supplement for a ‘Healthyk Glucose Metabolism

GT&F NutriPack is a specially formulated dry powdered product for
making beverages. A consistent use of thls product will support in keeping
blood glucose at a healthy level.

. Ingredient Statement

This product is a proprietary blend of milk powder dairy 1ngred1ents blended flour
and minerals. The following is a complete list of dietary ingredients:

Milk Powder, rice flour, blended flour (oat flour, buckwheat flour, bob’s tears
seed flour), dietary fiber, starch, aspartame**, chromium (III) chloride.
** Phenylketonurics: Contains phenylalanine.

. Intended Use:

This product is intended to be used as a beverage by adult over the age of 18 to |
maintain a healthy glucose metabolism.

Dosage; One sachet (35 g) twice daily.
Warning:  Not recommended for persons under the age of 18. Consult

‘your physician if you are on any type of medication. Should y you ‘have any
question, regarding the use of this product, please consult your doctor or call the



product hot line in U. S at 626-350-8889. Keep this product and all drugs ouiof

reach of children,
7. Statement of Affirmation;

We, as manufacture and distributor of the above men‘uoned product, affirm that we '
have substantiation that the structure/function statement (as shown in No. 4 above)
made under 403(6)(r) of the federal Food, Drug and Cosmetlc Act is truthful, not
misleading, and scientifically valid and that the - product does not present a srgmﬁcant
or unreasonable risk of illness or injury under the condmons of use recommended or
suggested in the label or labeling.

8. Disclaimer:

At the end of each structure/function statement, there is an asterisk that refers to
another asterisk placed adjacent to another statement called dlsclalmer The
disclaimer is placed at the bottom of the same panel or, in adjacent w1th the
structure/function statement. The disclaimer reads:

These statements have not been evaluated by the Food and Drug =~

Administration. This product is not mtended to dlagnose, treat cure,or
prevent any disease.

Should there be any questron or comment, please contact the Vendor through the
information in No. 2 above, or contact the preparer of this letter:

George Su, Ph.D.

Crosslinks International, Inc. )

1800 Century Park Fast. Suite 600
Los Angeles, CA 90067

Tel:  (310)229-5748

Fax: (310)229-5749
E-mail:c rosslmks2000@cs eom

Sincerely,
M%%Jw At g

Cheng Lin-Hui C
President

- Enclosures



GT&F NutriPack Net W,

Dietary Supplement for a Healthy Glucose Metabolism* 35g X 15 Sachets

GT&F NutriPack is a specially formulated dry powdered product for making beverages. A consistent use of this product will
support in keeping blood glucose at a healthy level.*

* These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.

.Ingredlents
Milk powder, rice flour, blended flour (oat flour, buckwheat ﬂour, job’s tears seed flour), dietary fiber, starch aspartame™**, Chrommm am

Chloride.
** Phenylketonurics: Contains phenylalanine.

Direction:

Stir one sachet of GT&F NutriPack into one cup (240 ml)
warm water (140°F ~ 158°F).

Two sachets daily.

Warning:  Not recommended for persons under the age of 18. Consult your phys1c1an if you are on any type of medication. Should you
have any question, regarding the use of this product, please consult your doctor or call thc product hot line in U.S. at 626-350-8889. Keep
this product and all drugs out of reach of children.

Expiration Date:

" Distributed by:

J&H International, Inc.
San Gabriel, CA 91776

Product of Taiwan, ROC



Supplement Facts
Serving Size 1 sachet (35 )
Servings per box 15

Amount per Serving )
Total Calorie 145 C

e VT i
SaturatedFat1g
Cholesterol 15mg |
St o T
Total Carbohydrate23g  °
_Dietary Fiber26g 1
TR I A ——
Protein7 g
Vitamin A 260 1U__

Thiamin_0.1m
Riboflavin 0.34mg " 20%
Vitamin Be Oimg

Magnesiumd40mg ~  10%
Trivalent Chromium 200 m ~
““Parcent Daily Values are based on a 2,000
calorie diet, o ’

+ Daily Value not established,

Label No.: 9041702
Client No.:  J04

Product  GT&F NutriPack (35 g X 15 sachéts)




