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August 18, 2005

Division of Dockets Management (HFA-305)
Food and Drug Administration

Department of Health and Human Services
Room 1061

5630 Fishers Lane

Rockville, MD 20852

Re:  Citizen Petition to Amend the Food Definitions and Standards
of Identity for Bakery Products (21 C.F.R. Part 136) and to
Repeal the Food Definition and Standard of Identity and
Quality for Frozen Cherry Pie (21 C.F.R. Part 152)

Dear Sir/Madam:

Attached for filing is a Citizen Petition submltted on behalf of the members of the
American Bakers Association (“ABA”), the national trade association representing the wholesale
baking industry. ABA membership consists of bakers and bakery suppliers who together are
responsible for the manufacture of approximately 80 percent of the baked goods sold in the
United States. The instant Citizen Petition seeks to amend the food definitions and standards of
identity for bakery products (21 C.F.R. Part 136) and to repeal the food definition and standard
of identity and quality for frozen cherry pie (21 C.F.R. Part 152).

ABA previously submitted a Citizen Petition on these matters, on February 3,
1997. The attached petition is largely the same as the earlier petitibn but has been updated to
reflect technical and policy developments that have occurred in the intervening eight years.
Accordingly, ABA withdraws its 1997 petition, and requests the agency to ﬁle a copy of the
attached petition instead.

Respectfully submitted,
ee Sanders ‘ 4 Paul C. Abenante
Vice President j - President & CEO

Regulatory & Technical Services

Attachments
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CITIZEN PETITION

To Amend The Food Definitions and
Standards of Identity For Bakery Products
‘ - (21.C.F.R Part 136)
And To Repeal The Food Definition and
- Standard of Identity and Quality For
Frozen Cherry Pie (21 C.F.R. Paxt 15

The undersigned American Bakers Association (“ABA”) submits this petition
under Section 401 of the Federal Food, Drug, and Cosmetic Act (“FD&C Act”) and Section
130.5 of the Food and Drug Administration (“FDA”) Regulations to request the
Commissioner of Food aﬂd Drugs to: |

1. Pubhsh a proposed regulation- to amend the definitions
and standards of identity for bakery products in 21
C.F.R. Part 136 to simplify these standards in
accordance with the Proposed Rule on Food Standards;
General Principles and Food Standards Modernization
published in 70 Fed. Reg. 29214 (May 20,.2005) and the -
Reinventing Government policy rclatmg to food
standards discussed in FDA’s Advance Notice of
Proposed Rulemaking published in 60 Fed. Reg. 67492
(December 29, 1995); and
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A. Action Requested

1. ABA requests the Commissioner to publish a proposed regulation to revise Part

136 of the FDA regulations to read as follows:

'PART 136 -- BAKERY PRODUCTS
§ 136.1 Bread, Rolls, and Buns.

(a) Bread, white ;Bread, wheat bread, white wheat bread, rolls, white rolls, buns, and
white buns are the foods produced by baking mixed leavened dough prepared from one or more
farinaceous ingredients, one or more moistening ingredients, and one or more leavening agents,
to which may be added one or moré ingredients that do not cixange;the basic identity or adversely
affect the physical or nuﬂitiénal characteristics of the food. |

(b)y Al ingredieﬁts from which the food is fabricated shall be safe and suitable.

(¢)  The name ofithe food is “bread”, “white bread”, “wheat bread”, “white wheat
bread”, “rolls”, “white rolls”, “buﬁs”, or “white buns”, as apfyﬁcable.

§ 136.2 Enriched Bread, Rolls, and Buns. B

(&  Each of the foods enrich/edsbread, enriched rolls, and enriched buns conforms to
the definition and standard of identity in § 136.1.

(b)  Eachsuch féod contains in each pouﬁd 1.8 milligrams of thiamine, 1.1 ﬁlligm
of riboflavin, 15 milligrams of niacin, 0.43 milligrams of folic acid, and 12.5 milligrams of iron.

(c)  Eachsuch fcéod may contain’ added calcium in such quantity that the total calcium
content is 600 milligrams per pound.

(d) The requirefnents of subsections (15) and (¢) will be deemed to have been met if
reasonable overages of the :vitamins and minerals, within the limits of good manufacturing

practice, are present to ensure that the required levels of the vitamins and minerals are



maintained throughout the e:}xpécted shelf life of the fe’a@hn@i;crﬁcugtqmary.conditions of
distribution and storage. |

(¢)  The name of the food is “émﬁched bread”, “enriched white bread”, “enriched
rolls”, “enriched white rolls”, “énriched’ bﬁﬂs”; or “enriched white /Bur;s”, as applicable.
§ 136.3 Mﬂk Bread, Rolls, and Buns. 4

()  Eachofthe féods milk bread, milk rolls, and milk buhs conforms to the definition
and standard of identity in § 136.1. | 7

(b)  The only moistening ingredient permitted in the preparation of the dough is milk,
or a combination of dairy products ﬁhen in éugh a proportion that ihe ‘weight of the nonfat milk
solids is not more than 2.3 times and not less than 1.2 times the weight of the milk fat therein,
with or without water, in a quantity that provides not less than 8.2 parts milk solids for each 100
parts by weight of ﬂour. |

(c) No buttermilk, buttermilk product, cheese whey, chegse, whey product, 01; milk
protein is used. B | /

(d)  The name of :the food is “milk bread”, "‘mﬂk rolls”, or “milk buns”, as applicable.

(e)  Ifthe food meets the definition and standa}rd of identity in § 136.2, the name of
the food specified in subsection (d) of this section may be preceded byzythekword “enriched”.
§ 136.4 Egg Bread, Rolls, and Buns.

(a) Each of the foods egg bread, egg rolls, and egg buns conforms to the definition
and standard identity in §136.1. | |

(b)  The food contains not less than 2.56 percent by Weight of whole egg solids. One
medium-sized egg is equiva“lent to ‘6.41 ounce of whole egg ;so‘iids;,

(© The name oﬁthe food is “egg bread”, “egg rolls”, or “egg buns”, as applicable.
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The Déﬁnitidn and Staﬁdax:di:@ﬁ:ldgmit and Quality for Frozen Cherry Pie

The definition and standard of identity and quality for frozen cherry pie in Section
152.126 -- which comprises :all of Part 152 of the FDA regulations -- was developed and
promulgated in the 1960s and 197 0s.” Aithough it is denominated as a d«:ﬁnition and standard of
identity and quality, in fact ﬁhe sole purpose of this proviéién was to establish a standard of
quality. The essential eleme;nts are the requirements that the drained cherry content is not less
than twenty-five percent of jche weight of the pie and that not more than fifteen percent by count
of the cherries in the pie are blemished.

ABA opposes any use of food standards to establish quality characteristics of food
in general and frozen chetry pies in particalar. Food quality sha;ﬂd be leff: to the decisions of
food manufacturers, in determining what type of food pmdﬁ;:té to make available to the public,
and food consumers, who nust then determine whether fchey wish ﬁo spend more money to
purchase products of highef quality or less money to purchase products of lower quality. Put
simply, standardization /of quality is not properly a function Qof; go?emment in a democratic
society. |

There is, and always will be, both lower quality and higher quality food available
to American consumers. If FDA were to attempt to regulate thé_quality of all food products
marketed in this country, it @vould be an ,éndless and hopeless task. Quality is properly perceived
by individual members of fhe public as they consume the products they purchase in retail stores.

A product of unacceptably low quality*wkiﬂ not long survive.

7 32 Fed. Reg. 15116 (November 1, 1967), 36 Fed. Reg. 3364 (February 23, 1971), and 38
Fed. Reg. 15503 (June 13,:1973). '



There is no basis whatever g;fér siagﬁng~qui: frozen cherry pies for a standard of
identity, but not similarly sténdar,dizing frozen apple, peach, and other fruit pies. The séme
quality issues that could arise for frozen cherry pies wouldéxist also for other frozen fruit pies.

Nor is there any basis for differe'ntiatingb;etwéen frozen and non-frozen fruit pies.
Both categories raise thefsarrfxe quality issues.

ABA does ﬁof believe that a common or usual \nan‘m; regulation of this type is
justified. Fresh and frozen fruit pies éthcf than frozen cherry pie have been sold in retail stores
throughout the country without any evidence of public confuéign during thé entire time that
frozen cherry pies have been subject to a ng:d standard. ABAvthérefore urges FDA to publish a
proposed regulation revoking the standard of identity for frozen cherry \pie in Section 152.126

and deleting Part 152 from the Code of Federal Regulations.

C. Environmental Impact

This petition raises no eﬁvironitnetal impact and is subject to a categorical
exclusion under Section 25.24(b)(1) of the FDA regulations.-

D. Economic Impact

ABA will subn}it an economic impact statement to FﬁA if requested. This
petition will decrease rather than increase césts and prices, will increase productivity, increase
competition, will have no impact on supplies of important materials, could increase employment,
and will not effect energy supply or demand.

E. Certification '
The undersigned certifies that, to his best knowledge and belief, this petition
includes all information and views on which f';ha petition relies, and that there are no data and

information known to the petitioner which are unfavorable to the petition.
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Respectfully submitted,

Lee Sanders
Vice President

Regulatory & Technical Services

Attachment

C-11-

é Paul C Abenante

President & CEOQ
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(d)  Ifthe food meets the definition and standard of identity in § 136.2, the name of
the food specified in subsection (c) of this section may be preceded by the word “enriched”.
§ 136.5 Raisin Bread, Rolls, and Buns.

(a)  Bachofthe ﬁ;f)ods/ raisin bread, raisin rolls; and raisin buns conforms to the -
definition and standard of identity in § 136.1. |

(b)  Not less than 50 parts by weight of seeded or seedless raisins are used for each
100 parts by weight of flour:

(c) Water extracﬁ of raisins may be used, but*nét to replace raisins.

(d) The name of the food is “raisin bread”, “raisin rolls”, or “raisin buns”, as
applicable.

(¢)  When the food contains not less than 2.56 iéercenf by weight of whole egg solids,
the words “and egg” may bcfadded following thgword “raisin” in the name of the food specified
in subsection (d) of this section. r |

63 If the food is inade with enriched ﬂ;aur, the words ;‘made with enriched flour”
may be used as part of the name specified in subsection (d) of this éecﬁon.

(g Ifthe food méets the definition and standard of identity in § 136.2, the name of
the food specified in subsection (d) of this section may be preceded by the Word “enriched”.

§ 136.6 Whole Wheat Breaﬂ, Rolls, and Buns }

(a)  Each of the foods whole wheat bread, white whole wheat bread, whole grain
bread, graham bread, whole wheat rolls, Wbite whole .Wheai roﬂ,s, whole gram rolls, graham rolls,
whole wheat buns, white whole wheat buns:,VvVvhole grain buns, and graﬁam buns conforms to the
definition and standard of identity in § 136.1. |

(b) The dough is made from whole wheat flour, brominated whole wheat flour, or a

combination of these. No flour, brominated flour, or phosphated flour is used.

-4. 
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()  The name of ‘%the food is “whole wheat bread”, “white whole wheat bread”,
“whole grain bread”, “graham bread”, “whole wheat roHS”, “whité whole wheat roHé”; “whole |
grain rolls”, “graham rolls”, “whole Wheat buns”, “white whqlg wheat buns”, “whole grain
buns”, or “graham buns”, as applicable.

2. ABA requests the Commissio

er to publish a prope

152 of the FDA regulations in its entirety.

B. Statement of Grounds

ABA and its members have iong been actively engaged in FDA’s consideration of
food standards modernization. As requested in the \FDA\Advancc Notice of Proposed
Rulemaking published in 60 Fed. Reg. 67492 (December 29;M.1995), members of the baking
industry submitted comments on the ﬁ;ttﬁre utility of food standards for bakery products both
through the American Békex?s 'Association, apd through the Grocel;y Manufacturers of Arherica.
On February 3, 1997, ABA filed a Citizen Petition seeking nearly the same amendments as
proposed in the instant petition. ! Finally, concurrent with the filing of this petition, ABA
submitted comments to FDA’s Proposed Rule on Food Standards; General Principles and Food
Standards Modernization (“Proposed Gexxé}ral Principles”), published in 70 Fed. Reg. 29214

(May 20, 2005), of which this petition is a part. Copies of both sets of ABA comments are

attached to this petition. To summarize, the baking industry supports the retention of definitions

and standards of identity for bakery\products, but urges FDA to amend the existing standards in
order to limit them to two essential elements the name (statement of identity) of the food and

the essential characterizing properties of the food All other elemcnts should be deleted from

! The instant petition updates the 1997 petition to reflect technical and policy
developments that have occurred in the intervening eight years. In its cover letter to this petition,
ABA informs FDA that it W;thdraws its 1997 petition.
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food standards. This petition would aedjaxaﬁipliéhg;h‘e ;objec'tziVQSV of thx; bakery industry as set forth
in those comments. B
1. TheDefinitions and Standards of Identity for Bakery Products

The ABA believes that it is important to have a upifdrﬁl definition and standard of
identity for bakery productsjthat applies throughout the United S\tates; There is, however, no
need for a standard that goes bcyond establishing the name (statement of identity) of the product
and its essential characteristics, as FDA appears to'recogpize in its Proposed General Principles.
Any provisions that extend beyond these tWO essential ~e}cments ugﬁeqessajrily restrict modern
food technology, deny consumers ilﬁporta‘nt new products in the marketplace, and thus harm the
public interest.

The bakery products standards were initially developed and promulgated in the
1940s and 1950s.” Although they were revised to relax tile recipe requirements in the 1970s,>
many unessential details wete retained in the standards‘.’ It is now time to remove those
unnecessary details and to réduce the\bal;:eiy standard,s\id the essential two elements: the name
(statement of identity) and the essential characterizing properties of the food. This approach is
consistent with and supportiye of FDA’s P’r;)pésed General Priﬁcipl'cs emphasizing simplicity
and flexibility in food standards that are foﬁused upon the essential characteristics of the food.

At the time the bakery products standyards}wére‘ promuléated as final regulations
in 1952,* FDA made explicit findings of ;faet that the standardized products were not intended to

include all bakery products, but only those explicitly named in the standards. Thus, for example,

2 6 Fed. Reg. 2771 (June 7, 1941), 8 Fed. Reg. 10780 (Auguét 3,1943), 13 Fed. Reg. 6024
(October 14, 1948), 15 Fed.'Reg. 5102 (August 8, 1950), and 17 Fed. Reg. 4453 (May 15, 1952).

3 39 Fed. Reg. 32753 (September 11, 1\974) and 41 Fed, Reg. 6242 (February 12, 1976).
4 17 Fed. Reg. 4453 (May 15, 1952). '



FDA explicitly declined to issue standards of identity for such products as high protein bakery
products® or various types of wheat bakery products.® Entire classes of ;becialty ’bakefy
products, such as rye bread, were never proposed to be standérdizgd and were not considered
during the standard proceedings. ABA concurs in this appmaéh. This proposal to reform the
standards for bakery products is therefore intended only to establish revised and simplified
standards for those productszspeciﬁcally named and described in the existing standards, and not
the dozens of other bakery pfroducts commonly found in the marketplace.

It is unnecessary to review, in detail, all of the speciﬁé provisions that ABA
proposes to delete from the éxisting stmdmﬁs. The following generél description identifies the
types of provisions that are proposed forTrevo‘caﬁon.

The definitions in current Section 136.3 serve no uééfulfpurposes. The ﬁords
bread, rolls, and buns have well-established meanings. Some products that are shaped as bread,
and that are intended to be used for that purpose, weighf«léss than one-half pound. Accordingly,
these current definitions are ﬁnduly restrictive anq contrary to Proposed General Princiﬁle \
number 9, which states that a food standard should allow for Variat:ions in the physical attributes
of the food. The current Section 136.3 shﬁuld be deleted. |

Many of the bakery products standards continue to Ns./p\ecify the various ingredients
that must or may be used in makmg these products. ABA bgliavcs ‘ihat all that is actually needed
to characterize these produc& is to state that they are produced by baking mixed leavened dough
prepared from one or more farinaceous ingredients, one or more r_néistcning ingredients, and one

or more leavening agents, to- which may be added one or more ingredients that do not change the

3 Id. at 4456.
6 Id. at 4461.



basic identity or adversely éffe‘ct" the physical ‘or,nuiﬁtidﬁal}‘cﬁaraq;eristics of the food. Anything
beyond this reduces innovation and harms the public interest. o

It is important to specify thé nutrients and levels that make a bakery product
“enriched”, the moistening ii‘yigrcdientskthat characterizé milk bréad, the amount of egg required
for egg bread, the amount of raisins \needeci for raisin bread, and the amount whole wheat needed
to make whole wheat bread. Beyond this, everything else is superfluous.

Because the revision of the bakery produc"";s standards provide an opportunity for
clarification of current ambiéuous provisions in the existing standards, ‘ABA’ has included in this
petition two provisions to improve the current standards. First, ABA has included a standard for
enriched milk bread. Second, ABA has included standards wforvfraiszin brjeaé made with enriched
flour and for enriched raisin bread. Ail of these products havé previously been marketed as non-
standardized versions of starjldardized foods, with their own common or usual name, and FDA
has acknowledged and alIoWed the’ use of émichcd flour in these foods. There is no meaningful
or justifiable distinction between non-standardized versions éf these foods using enriched flour
and their standardized, unenriched counterparts. Acéordingly, the milk bi‘éad and raisin bread
standards should be made ﬂ%:xiblc enough to include both em'ichec‘iand( unenriched versions of
essentially the same foods.

For the foreg;)ing reasons, ABA urges FDA to. publish the proposed revision of
the bakery products standarcis in Part 136. Revision of these standards could, indeed, properly be
a prominent part of the initiative to refoﬁn\United States food stanc;iards. By promptly publishing
a proposal to revise the bakery products standards, FD'A\could set a welcome example for other

food product categories.



