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Conversion of GRAS Petition No. 1G0371 to a GRAS Notification for Whey

On behalf of our client, the American Dairy Products Institute (ADPI), enclosed please
find one original and two copies of an amendment to the referenced GRAS affirmation petition.
In accordance with proposed 21 C.F.R. § 170.36(g) (“Notice of a claim for exemption based on a
GRAS determination”), 62 Fed. Reg. 18938, 18961 (Apr. 17, 1997), the purpose of this
amendment is to convert the pending GRAS affirmation petition for whey protein isolate and
dairy product solids into a GRAS Notification. The attached amendment provides a GRAS
exemption claim, which is required to effect such a conversion. 62 Fed. Reg. at 18954, 18961

(proposed 21 C.F.R. § 170.36(g)(2)).
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during the review process, please do not hesitate to contact us.

Enclosures

We trust you will find the enclosed amendment acceptable. Should any questions arise

KELLER AND HECKMAN LLP

Very truly yours,
KELLER AND HECKMAN 1rp

Ri¢hard F. Mann
Washington Counsel to the

American Dairy Products Institute
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Before the
FOOD AND DRUG ADMINISTRATION

Department of Health and Human Services
Washington, D.C.
GRAS EXEMPTION CLAIM

Amending GRAS Petition No. 1G0371

Name of Notifier: American Dairy Products Institute
(ADPI)
Post Office Address: All communications on this matter are to

be sent in care of Washington Counsel
for the Notifier, Richard F. Mann, Keller
and Heckman LLP, 1001 G Street, NNW.,
Suite 500 West, Washington, D.C. 20001.
Telephone: (202) 434-4229

Facsimile: (202) 434-4646

Names of Substances and Whey Protein Isolate and Dairy Product

and Intended Use: Solids for use as direct human food
ingredients.

Dated: January 13, 2000

Richard F. Mann
Washington Counsel to the
American Dairy Products Institute
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A.

NOTICE OF A CLAIM FOR EXEMPTION

BASED ON A GRAS DETERMINATION FOR

WHEY PROTEIN ISOLATE AND DAIRY PRODUCT SOLIDS

GRAS Exemption Claim for Whey Protein Isolate (WPI)

(i) Name and Address of Notifier:
American Dairy Product Institute (ADPI)
300 West Washington Street # 400

Chicago, Illinois 60606.

All communications on this matter are to be sent in care of Washington
Counsel for the Notifier, Richard F. Mann, Keller and Heckman r.e, 1001
G Street, N.W., Suite 500 West, Washington, D.C. 20001.
Telephone: (202) 434-4229
Facsimile: (202) 434-4646.
(i) Applicable GRAS affirmation petition number:
GRAS Petition No. 1G0371.
(iii) Common or usual name of the notified substance:
Whey protein isolate (WPI).
(iv)  Applicable conditions of use:
There are two major applications for WPI—nutritional and functional. WPI is used
for nutritional purposes as a source of high quality protein in a wide variety of
high-energy food and beverage products. WPI also provides excellent protein

functionality, and may be used to facilitate gelation (yogurts, pudding), foaming
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(vi)

and whipping (toppings and fillings), water binding (meat, sausage), and
emulsification (ice cream, margarine, mayonnaise). It has been used in soups and
sauces, low calorie spreads, beverages, and egg white replacers. Proposed uses

include edible coatings to be used as moisture barriers in prepared foods.
Basis for GRAS determination

The described uses of WPI are generally recognized as safe (GRAS) based on
experience through common use in food, as discussed more fully in GRAS
Petition No. 1G0371. This petition was accepted for filing by the Food and Drug

Administration in 1995. See 60 Fed. Reg. 6713 (February 3, 1995).
Statement of availability of data

The complete record that supports this GRAS determination has been submitted to

FDA in GRAS Petition No. 1G0371.
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B. GRAS Exemption Claim for Dairy Product Solids

(i) Name and Address of Notifier:
American Dairy Product Institute (ADPI)
300 West Washington Street # 400
Chicago, Illinois 60606.
All communications on this matter are to be sent in care of Washington
Counsel for the Notifier, Richard F. Mann, Keller and Heckman i, 1001
G Street, N.W., Suite 500 West, Washington, D.C. 20001.
Telephone: (202) 434-4229
Facsimile (202) 434-4646
(ii) Common or usual name of the notified substance:
Dairy Product Solids.
(iii) Applicable GRAS affirmation petition number:
GRAS Petition No. 1G0371.
(iv)  Applicable conditions of use:
“Dairy product solids” are used in a wide variety of foods in fluid, concentrate, or
in dry product form. In addition, the product may be used in alcohol production,
fermentation to organic chemicals, hydrolysis to galactose and glucose syrups,

and sugar and corn syrup replacers.
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GRAS EXEMPTION CLAIM
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v) Basis for GRAS determination
The described uses of dairy product solids have been shown to be generally
recognized as safe (GRAS) based on experience through common use in food, as
discussed more fully in GRAS Petition No. 1G0371. This petition was accepted
for filing by the Food and Drug Administration in 1995. See 60 Fed. Reg. 6713
(February 3, 1995).

(vi)  Statement of availability of data
The complete record that supports this GRAS determination has been submitted to
FDA in GRAS Petition No. 1G0371.

* * *

The foregoing information considered, it is respectfully submitted that the proposed and
current uses of WPI and dairy product solids are exempt from the premarket approval
requirements of the Federal Food, Drug, and Cosmetic Act because these substances are
generally recognized as safe.

Respectfully submitted,

AMERICAN DAIRY PRODUCTS INSTITUTE

By: .
Rickard F. Marn
Keller and Heckman cie
COUNSEL FOR THE NOTIFIER
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April 4, 2000

Linda S. Kahl, Ph.D.

Division of Product Policy, HFS-206

Office of Premarket Approval

Center for Food Safety and Applied Nutrition
Food and Drug Administration

Washington, D.C. 20204

I 4dv 000

Re: GRAS Notice (GRN) No. 000037--Whey Protein Isolate
and Dairy Product Solids

Vv

ve

Dear Dr. Kahl: =
-

This confirms our telephone conference of March 29, 2000, concerning the statutory
basis for the referenced GRAS determination. We agreed that Whey Protein Isolate and Dairy
Product Solids should be evaluated for safety on the basis of scientific procedures. We believe
that the fact that these food ingredients are components of commonly consumed foods that have
been affirmed as Generally Recognized as Safe by the Food and Drug Administration is evidence
of their safety.

‘Please give us a call, should you have any questions.

Sincerely,
KELLER AND HECKMAN rLp

Richard F. Mann
Washington Counsel to the
American Dairy Products Institute
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Linda S. Kahl, Ph.D.

Division of Product Policy, HFS-206

Office of Premarket Approval

Center for Food Safety and Applied Nutrition
Food and Drug Administration

Washington, D.C. 20204

Re: GRAS Notice No. 000037
Whey Protein Isolate and Dairy Product Solids

Dear Dr. Kahl:

As Washington Counsel to the American Dairy Products Institute (ADPI), the
organization that filed the referenced GRAS notification, we are writing to clear up some
potential confusion that may be caused by the reference to “whey mineral concentrate” in the
Food and Drug Administration’s April 21, 2000, response to the notification.

As you know, ADPI filed a GRAS Affirmation Petition, No. 1G0371, in 1990, seeking
affirmation of the GRAS status of “Lactose Product,” “Whey Protein Isolate,” and “Dairy
Product Solids.” At the time the initial petition was filed, “Dairy Product Solids” was defined as
a permeate product with variable levels of protein, ash, lactose, and solids. As such, it was
similar to “whey mineral concentrate,” one of several modified whey products used as examples
by FDA of ingredients for which additional GRAS affirmation petitions might be appropriate.
See 46 Fed. Reg. 44438 (September 4, 1981)(Preamble to FDA GRAS Affirmation of Whey and
Certain Modified Whey Products).

Subsequent to the filing of the initial petition, ADPI, at FDA’s request, provided certain
specifications for Dairy Product Solids, including a specification for minimum lactose of 59
percent, and ultimately narrowed the scope of its petition by eliminating the reference to “Lactose
Product.” FDA accepted the petition, as amended, for filing, including the specifications for
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Dr. Kahl January 19, 2001
Page 2

Dairy Product Solids, on February 3, 1995. 60 Fed. Reg. 6713. Those same specifications were
provided in the referenced GRAS notice for Dairy Product Solids, which was considered, and
ultimately accepted, by FDA. Under these specifications, “whey mineral concentrate” and “dairy
product solids” no longer necessarily accurately describe the same food ingredient. Accordingly,
the reference to “whey mineral concentrate” in the response to ADPT’s GRAS notification may
cause some confusion and, perhaps, should be eliminated. We believe that this could be done
without any other modifications to FDA’s response.

Please give us a call, should you have any questions or otherwise wish to discuss this.

Sincerely,
KEI.LER AND HECKMAN 1Lp

KRichard r. ivianm
Washington Counsel to the
American Diary Products Institute

c: Warren S. Clark, Jr., Ph.D.
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