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Via Certified Mail

U.S. Department of Agriculture

Food Safety and Inspection Service
FSIS Docket Clerk

Room 2534, South Agriculture Building
1400 Independence Avenue, S.W.
Washington, D.C. 20250-3700

Re: Petition for FSIS to Permit the Labeling of an Oat Fiber Ingredient
Used as a Binder in Meat and Poultry Products As “QOat Fiber”

SunOpta Inc. (“SunOpta”) submits this Petition to request the Administrator of the
Food Safety and Inspection Service (“FSIS”) to determine that the proper nomenclature for
an oat fiber ingredient is “oat fiber” when the ingredient is used as a binder in meat and
poultry products. This Petition is submitted pursuant to the FSIS Petition Regulations at 9
C.F.R. § 392.

On several occasions SunOpta has requested clarification from FSIS regarding the
labeling of oat fiber when used as a binder in the production of standardized and non-
standardized meat and poultry products.! SunOpta’s oat fiber ingredients are composed
almost entirely of fiber (93-97%).? In its responses to SunOpta, FSIS has stated that the
proper nomenclature for an oat fiber ingredient used as a binder in meat and poultry products
is “isolated oat product” or “modified oat product.” FSIS explained that in light of its policy
to not permit fortification of meat and poultry products, the term “fiber” cannot be used “per
se as a direct food additive to meat and poultry products™ because (1) the Food and Drug

! See Letter from Robert C. Post, Ph.D., Director, Labeling and Consumer Protection Staff to Mark
Kirschbaum, SunOpta Ingredients (Nov. 8, 2006) (“November 8, 2006 Response Letter”); Letter from
Robert C. Post, Branch Chief, Food Standards and Ingredients Branch, Product Assessment Division,
Regulatory Programs to Daniel A. Kracov, Patton, Boggs & Blow (Sep. 15, 1993) (“September 15,
1993 Response Letter”); Letter from Robert C. Post, Ph.D., Director, Labeling and Consumer
Protection Staff to Mark Kirschbaum, SunOpta Ingredients (May 2, 2007).

? See SunOpta Canadian Harvest® Oat Fiber Brochure, p. 2, available at
http://www.sunopta.com/ingredients/files/overviews/sunopta_ch_oat_fibers.pdf.

* September 15, 1993 Response Letter.
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Administration (“FDA”) has not defined the term “fiber,” (2) “the term ‘fiber’ is very general
and has been used to describe substances from nylon to a variety of grain products,” and (3)
fiber “connotes dietary implications and could be misconstrued to represent a fiber
fortification claim.”™

As discussed below, FSIS’ rationale for its labeling guidance for oat fiber ingredients
that are used as a binder in meat and poultry products is misguided. FSIS regulations require
an ingredient to be labeled by its common or usual name: “Oat fiber” is the common and
usual name of this ingredient. Also, “oat fiber” is not general because it includes the
qualifying word “oat.” Lastly, properly labeling this ingredient in a product’s ingredient list
is not a dietary or fortification claim because it is not a statement about a particular benefit of
the product.

L. Definition of “Oat Fiber”

While the FDA has not established a definition for “fiber,”* the terms “fiber’”’ and “oat
fiber” are used in ingredient lists for FDA-regulated foods and processed foods. In fact, a
review of the three GRAS Notifications that have been submitted to FDA for oat fiber
ingredients state the common or usual name of the ingredient is “oat fiber.”® FSIS should
permit meat and poultry products to also use the common name of this ingredient when it is
used as a binder in meat and poultry products. Such an approach would be consistent with
the FSIS labeling regulations which require a product’s “list of ingredients . . . show the
common or usual names of the ingredients . . . .”” In addition, labeling this ingredient “oat
fiber” is more specific than just “fiber” because it includes the qualifying word “oat.”

Research also suggests that consumers have an interest in the proper labeling of fiber
in food.* However, the current FSIS policy that requires oat fiber to be labeled as “isolated
oat product” or “modified oat product” has led to confusion in the marketplace about this

* November 8, 2006 Response Letter.

5 See, e.g., Food Labeling: Revision of Reference Values and Mandatory Nutrients, 72 Fed. Reg.
62149, 62166 (Nov. 2, 2007).

6 See GRAS Notice 261, p. 6 (Aug. 13, 2008); GRAS Notice 342, p. 2 (May 19, 2010); GRAS Notice
366, p. 4 (Dec. 9, 2010).

79 C.F.R. § 317.2(H(1).

® See Dietary Fibre — Codex Definition and Methods of Analysis, FOSS, p. 4 (May 2011); Dietary
Fiber I, Technical Bulletin, AIB International, p. 5 (Jan. 2009).
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ingredient, likely because it is not being labeled by its common or usual name. For example,
when Taco Bell faced public scrutiny over the composition of its taco meat in early 2011,
numerous commentators took issue that the company’s taco meat contains “isolated oat
product.” One person went so far as to post on an online message board that Taco Bell’s
meat “is mostly comprised of something called ‘Isolated Oat Product’. Not to mention,
‘fillers’ and ‘extenders’ — which sound a bit more benign than ‘Oat Product’. But, I confess
I'm having tremendous difficulty imagining what any of these things actually are.” There is
also the potential that, in light of the confusion surrounding the terms “isolated oat product”
and “modified oat product,” labeling oat fiber something other than its common or usual
name could lead to the meat or poultry product being misbranded.

II. Fortification Claims: Dietary Implications

FSIS has also stated that “fiber” is not a permissible ingredient name in meat and
poultry products because it can be misconstrued to represent a fiber fortification claim, which
is not currently permitted for meat and poultry products,'’ and it may have dietary
implications. As an initial matter, the use of oat fiber as a binder in meat and poultry
products is not fortification of the product. “Fortification” has been defined by the World
Health Organization (“WHO”) and the Food and Agricultural Organization of the United
Nations (“FAQO”) as “the practice of deliberately increasing the content of an essential
micronutrient, i.e., vitamins and minerals (including trace elements) in a food irrespective of
whether the nutrients were originally in the food before processing or not, so as to improve
the nutritional quality of the food supply and to provide a public health benefit with minimal
risk to health.”'* SunOpta’s oat fiber ingredients are used as a binder in meat and poultry

® See Brothers All :: Forum, Topic: Isolated Oat Product, available at
http://forum.clonecommandos.net/index.php?topic=2599.0.

"9 C.FR. §301.2.

' FSIS has stated publicly that it “does not permit the addition of nutrient additives (e.g., vitamins
and minerals) to meat and poultry. FSIS continues to believe that the indiscriminate addition of
nutrients to meat and poultry is not in the best interest of consumers since, to-date, there is no
demonstrated need or consensus in the scientific community that the fortification of meat and poultry
is necessary.” FSIS Statement of Interim Labeling Guidance, The Labeling of Factual Statements on
Nutrients in Meat and Poultry Products, p. 1, available at
http://www.fsis.usda.gov/PDF/Nutrients_Meat & Poultry.pdf.

> Guidelines on Food Fortification with Micronutrients, WHO, p. xxvii (2006), available at
http://www.who.int/nutrition/publications/guide_food_fortification_micronutrients.pdf (emphasis
added).
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products; they are not added to increase a product’s nutrient content or provide a public
health benefit. Accordingly, the use of an oat fiber ingredient as a binder is not fortification
of the product.

Moreover, properly listing an ingredient by its common or usual name is not a
“claim,” whether for fortification or dietary purposes. “Claims” are statements about the
benefits of a particular aspect of the food. For example, nutrient content claims are
addressed at Parts 317.354 and 381.454 of the FSIS regulations," and FDA addresses fiber
claims at Parts 101.76, 101.77, and 101.81 of its regulations." Permitted fiber claims include
more than just the name of the ingredient. They address specific statements about a
particular benefit of the food, such as “good source of fiber,” “high in fiber,” and “more fiber
than.”** The truthful labeling of an ingredient on a product’s ingredient list is simply not a
claim.'

II1. Conclusion

SunOpta requests that FSIS determine that the proper nomenclature for an oat fiber
ingredient is “oat fiber” when it is used as a binder in meat and poultry products.

Respectfully submitted,
Robert G. Hibbert

cc: R. Edelstein, FSIS
R. Murphy-Jenkins, FSIS

B9 CFR. §§317.354, 381.454.
21 CFR. §§101.76,101.77, 101.81.
¥ 9 C.F.R. §§ 317.354, 381.454.

16 See, e.g., 21 C.F.R. § 101.13. Of course, we would be happy to discuss fiber fortification claims
for FSIS-regulated products in a separate forum.
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§391.4

hour per program employee in fiscal
year 2008.

[71 FR 2142, Jan. 13, 2006]

§391.4 Laboratory services rate.

The rate for laboratory services pro-
vided pursuant to §§350.7, 351.9, 352.5,
354.101, 355.12, and 362.5 is $67.83 per
hour per program employee in fiscal

year 2006, $69.31 per hour per program

employee in fiscal year 2007, and $70.82
per hour per program employee in fis-
cal year 2008. .

[71 FR 2142, Jan. 13, 2006]

§391.5 Laboratory accreditation fees.

(a) The annual fee for the initial ac-
creditation and maintenance of accred-
itation provided pursuant to §§318.21
and 381.153 shall be $4,000.00 for fiscal
year 2006; $4,500.00 for fiscal year 2007;
and $4,500.00 for fiscal year 2008.

(b) Laboratories that request special
onsite inspections shall pay FSIS the
actual cost of reasonable travel and
other expenses necessary to perform
the unscheduled or non-routine onsite
inspections.

[68 FR 65269, Dec. 13, 1993 as amended at 59
FR 66449, Dec 27, 1994; 64 FR 19868, Apr. 23,
1999; 71 FR 2143, Jan. 13, 2006]

PART 392—PETITIONS FOR
RULEMAKING

Sec.
392.1
392.2
392.3
392.4
392.5
392.6
392.7

Scope and purpose.

Definition of petition.

Required information.

Supporting documentation.

Filing procedures.

Public display.

Comments.

392.8 Expedited review.

392.9 Availability of additional guidance.

AUTHORITY: 5 U.S.C. 553(e), 7T CFR 1.28.

SOURCE: 74 FR 16107, Apr. 9, 2009, unless
otherwise noted.

§392.1 Scope and purpose.

This part contains provisions gov-
erning the submission of petitions for
rulemaking to the Food Safety and In-
spection Service.(FSIS). The provisions
in this part apply to all rulemaking pe-
titions submitted to FSIS, except to
the extent that other parts or sections
of this chapter prescribe procedures for

9 CFR Ch. Il (1~1-11 Edition)

submitting a request to amend a par-
ticular regulation.

§392.2 Definition of petition.

For purposes of this part, a “petition”
is a written request to issue, amend, or
repeal a regulation administered by
FSIS. A request to issue, amend, or re-
peal a document that interprets a regu-
lation administered by FSIS may also
be submitted by petition.

§392.3 Required information.

To be considered by FSIS, a petition
must contain the following informa-
tion:

(a) The name, address, telephone
number, and e-mail address (if avail-
able) of the person who is submitting
the petition;

(b) A full statement of the action re-
quested by the petitioner, including
the exact wording and citation of the
existing regulation, if any, and the pro-
posed regulation or amendment re-
quested; :

(¢) A full statement of the factual
and legal basis on which the petitioner
relies for the action requested in the
petition, including all relevant infor-
mation and views on which the peti-
tioner relies, as well as information
known to the petitioner that is unfa-
vorable to the petitioner’s position.’
The statement should identify - the
problem that the requested action is
intended to address and explain why
the requested action is necessary to ad-
dress the problem. )

§3924 Supporting documentation.

(a) Information referred to or relied
on in support of a petition should be in-
cluded in full and should not be incor-
porated by reference. A copy of any ar-
ticle or other source cited in a petition
should be submitted with the petition.

(b) Sources of information that are
appropriate to use in support of a peti-

“tion include, but are not limited to:

(1) professional journal articles,

(2) research reports,

(3) official government statistics,

(4) official government reports,

(5) industry data, and

(6) scientific textbooks.

(¢) If an original research report is
used to support a petition, the informa-
tion should be presented in a form that
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would be acceptable for publication in
a peer reviewed scientific or technical
journal.

(d) If quantitative data are used to
support a petition, the presentation of
the data should include a complete sta-
tistical analysis using conventional
statistical methods.

§392.5 Filing procedures.

(a) Any interested person may file a
petition with FSIS. For purposes of
this part, an “interested person” is any
individual, partnership, corporation,
association, or public or private orga-
nization. .

(b) To file a petition with FSIS, a
person should submit the petition to
the F'SIS Docket Clerk, Department of
Agriculture, Food Safety and Inspec-
tion Service, Room 2534 South Build-
ing, . 1400 Independence Ave., SW.,
Washington, DC 20250-3700.

(c) Once a petition is submitted in ac-
cordance with this part, it will be filed
by the FSIS Docket Clerk, stamped
with the date of filing, and assigned a
petition number. Once a petition ‘has
been filed, FSIS will notify the peti-
tioner in writing and provide the peti-
tioner with the number assigned to the
petition and the Agency contact for
the petition. The petition number
should be referenced by the petitioner
in all contacts with the Agency regard-
ing the petition.

(d) If a petitioner elects to withdraw
a petition submitted in accordance
with this part, the petitioner should in-
form FSIS in writing. Once a petition
has been withdrawn, the "petitioner
may re-submit the petition at any
time.

§392.6 Public display.

(a) All rulemaking petitions filed
with FSIS, along with any documenta-
tion submitted in support of a petition,

will be available for public inspection’

in the FSIS docket room and will be
posted on the FSIS Web site at hitp:/
www.fsis.usda.gov/.

(b) If FSIS cannot readily determine
whether information submitted in sup-
port of a petition is privileged or con-
fidential business information, FSIS
will request that the petitioner submit
a written statement that certifies that
the petition does not contain confiden-

§392.7

tial information that should not be put
on public display. If the petitioner fails

to submit the certification within a

time specified by FSIS, the Agency
will consider the information to be
confidential.

(¢) If FSIS determines that a peti-
tion, or any documentation submitted
in support of a petition, contains infor-
mation that is exempt from public dis-
closure under the Freedom of Informa-
tion Act (5 U.S.C. 552 et seq.) or any
other applicable laws or regulations,
and that the information would provide
the basis for granting the petition,
FSIS will inform the petitioner in writ-
ing. FSIS will provide the petitioner an
opportunity to withdraw the petition
or supporting documentation, or mod-
ify the supporting documentation to
permit public disclosure.

§392.7 Comments. )
(a) Any interested person may sub-

‘mit written comments on a petition

filed with FSIS.

(b) Comments on a petition should be
submitted within 60 days of the posting
date of the petition and should identify
the number assigned to the petition to
which the comments refer.

(¢c) FSIS will consider all timely com-
ments on a petition that are submitted
in accordance with this section as part
of its review of the petition.

(d) All comments on a petition will
become part of the petition file and
will be available for public inspection
in the FSIS docket room and posted on
the FSIS Web site at htip:/
www.fsis.usda.gov/.

(e) Any interested person who wishes
to suggest an alternative action to the
action requested by the petition should
submit a separate petition that com-
plies with these regulations and not
submit the alternative as a comment
on the petition.

(D) If FSIS determines that a com-
ment received on a petition is in fact a
request for an alternative action, the
Agency will inform the commenter in
writing. The Agency will take no fur-
ther action orn the requested alter-
native action unless the commenter
submits an -appropriate petition for
rulemaking. .
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§392.8

§392.8 Expedited review.

(a) A petition will receive expedited
review by FSIS if the requested action
is intended to enhance the public
health by removing or reducing
foodborne pathogens or other potential
food safety hazards that might be
present in or on meat, poultry, or egg
products.

~(b) For a petition to be considered for
expedited review, the petitioner must
submit scientific information that
demonstrates that the requested action
will reduce or remove foodborne patho-

9 CFR Ch. Il (1-1-11 Ediiionj

gens or other potential food safety haz-
ards that are likely to be present in or
on meat, poultry, or egg products, and
how it will do so.

(c) If FSIS determines that a petition
warrants expedited review, FSIS will
review the petition ahead of other
pending petitions,

§392.9 Availability of additional guid-
ance.

Information related to the submis-
sion and processing of petitions for
rulemaking may be found on the FSIS
Web site at atip://www/fsis.usda.gov/.
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Letter from Robert C. Post, Branch Chief, Food Standards and Ingredients Branch,
Product Assessment Division, Regulatory Programs to Daniel A. Kracov, Patton,
' - Boggs & Blow (Sep. 15, 1993) ’



08/31/2008 12:44 FAX 1 781 276 5101

* Dpesdf=00 10116am  Frem=PATTON BOGES LLP

#4480
.
. United T food Safuty Washington, D.C.
of and Inspection 20250
/ Agrioutture | Service ~
| t f/\&
| : Y \?5‘ A1
Mr. Daniella. Kracov ’ ) }.h '\%# CLE&B.
Patton, Boggs & Blow ’ - .%Nr
2550 M Street, N.W. Q™ U‘ A\
Washingten| D.C. 20037 \ M

Dear Mr. KFacov:

This is in’réspanse'to yeur letter
your client Opta Food Ingredients,

SunOptg Ingredients Grp - ALEXANDRIA FACIL [do002

T-102. P.02/02 F=GBB

.Q/‘évuﬁdx

X Y e
fﬁ-"&*” \)}\Yb\\ 151993

of August 31, 1993, on behalf of
Inc., which reguested written

confirmation of the correct ingredient statetent nomenclature for a
product which you identify as "eat fiber," produced from oat hulls,

when it is| incorporated into low-fat beef patties.

the product identified was
and Company under the name

Q:“Isolated.cat product?
> which you /describe.

permitted in products covered

You state that

formerly manufactured by D.D¢ Williamson
wRETMTER BASICS Advanced Oat Fiber."

is the correct declaration for the product

_ vTsolated ocat product® may. be used in a:
non-standardized meat product, such as low-fat meat patties, and is:
by Palicy Mewmo 121A (copy enclosed) -

The terms "fiber® or "oat fiber" can not be used. The federal meatl

and poultry regulations
term fiber" per se as &
products.

254-2588, if you need additional information.

Sincerely, .

» :> | \)55
/ §T‘IQ\~,a_,_./mfﬁ\“(: L~—-——::z

bhert C. Post, Branch Chief
Food Standards and Ingredients Eranch
Product Assessment Division -
Regulatory programs

Enclaosure’

e istd

FAIE KARM PaEN0-9 (GABL .

Wy N Sonen

currently do not provide for the usse of the
direct food additive to meat and poultry

. S o
Please feel free to contact me or Ms. Anlta Manka at Area Code (202)

£OUAL OPFORTUNITY IN EMPLOYMENT AND SERVICES

¢
H

I
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Letter from Robert C. Post, Ph.D., Director, Labeling and Consumer Protection
Staff to Mark Kirschbaum, SunOpta Ingredients (Nov. 8, 2006)



United States " Food Safety Office of Policy, Program and Washington, D.C.
Department of and Inspection . Employee Development 20250
Agriculture Service :

Mr. Mark Kirschbaum

SunOpta Ingredients : '

25 Wiggins Avenue » : NOV 8 2008
Bedford, MA 01730 .

Dear Mr. Kirschbaum:

This letter is in response to your letter of September 5, 2006, in regard to the correct labeling of
your “fiber” products that are used in the production of standardized and non-standardized meat
and poultry products that are under the jurisdiction of the Food Safety and Inspection Service

(FSIS).

With regard to naming an ingredient, the source of the ingredient and the process used to
_ manufacture it must be considered, along with its relationship to similar ingredients with

- previously established identities and uses. FSIS does not permit the use of the term “fiber” as
nomenclature for ingredients used in meat or poultry food products because the Food and Drug
Administration (FDA) has not yet defined the term “fiber” as it applies to ingredients and
additives. The term “fiber” is very general and has been used to describe substances from nylon - -
to a variety of grain products. Furthermore, the word “fiber” connotes dietary implications and
could be misconstrued to represent a fiber fortification claim. Fortification of meat and poultry
products (i.e., dietary fiber fortification) is not permitted at this time. Because of the lack ofa
regulatory definition and the ambiguity of its meaning, the policy of the Agency has been not to
approve the use of the designation of “fiber” for ingredients on meat and poultry food product

labels.

Therefore, regarding the declaration of “fiber” ingredients, we recommend a descriptive naming
approach. FSIS has approved labels bearing the terms “isolated” and “product” (e.g., “isolated -
oat product”) to identify isolates from plant sources that contain various amounts of ',
carbohydrate, protein, and fat (e.g., “isolated carrot product,” “isolated soy product,” and
“{solated pea product™). In addition, FSIS has previously established, in consultation with FDA,
that the use of the term “modified,” is an acceptable term in lieu of the term “isolated,”

(e.g., “modified carrot product™). Therefore, SunOpta may descriptively label their “fiber”

~ products in a similar manner (e.g., “isolated soy product,” and “isolated wheat product™) when
used in the production of meat and poultry products.

~ If you have any questions, please contact Mr. Jeff Canavan, Food Technologist, or me at
Area-Code (202) 205-0279.

Since’fely,

Robert C. Post, Ph.D., Director .
Labeling and Consumer Protection Staff
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Letter from Robert C. Post, Ph.D., Director, Labeling and Consumer Protection
Staff to Mark Kirschbaum, SunOpta Ingredients (May 2, 2007)



05/02/07 14:25 FAX 2022053625 idoo2

United States Food Safety ) Office of Policy, Program and Washington, D.C.
Department of and Inspection Employee Davelopmant - 20250
Agricuiture Service
"Mr, Mark Kirschbaum . 4
SunOpta Ingredients m §2 200
25 Wiggins Avenue : : ,

Bedford, MA 01730
Dear Mr. Kirschbaum:

This Jetter is in response to your letter of February 26, 2007, regarding the use of SunOpta’s
“jsolated soy product™ in the production of meat and poultry products regulated by the Food
Safety and Tnspection Service (FSIS). Specifically, you are requesting clarification on:

(1) the labeling of the subject ingredient in meat and pouliry products that have a food standard
of identity; (2) the level of use in meat and pouliry products; and (3) whether the ingredient is
regulated by the level of protein in the ingredient or by the volume of the ingredient in the
finished food. '

Soy okara is the pulp derived from soybeans after mechanically grinding the soybeans for soy
milk. The product is approximately 56 percent fiber, 28 percent protein, and 9 percent fat.
The product is currently labeled as “isolated soy product” when used to formulate non-

_ standardized meat and poultry products. In regard to the product name, FSIS continues to

 recommend a descriptive naming approach when used to formulate meat and poultry products.

FSIS has approved labéls bearing the terms “isolated” and “product” (e.g., “isolated oat
product”) to identify isolates from plant sources that contain various amounts of carbohydrate,
protein, and fat (e.g., “isolated carrot product,” “igolated soy product,” and “isolated pea
product™). In addition, FSIS has previously established, in consultation with FDA, that the use
of the term “modified,” is an acceptable term in lien of the term “jsolated,” (e.g., “modified
carrot product™). Therefore, FSIS believes the subject ingredient js appropniately labeled as
“isolated soy product” or “modified soy product.”

On April 29, 2003, FSTS published in the Federal Register a direct final rule titled, “Use of Any
Safe and Suitable Binder or Antimicrobial Agent in Meat and Poultry Products With Standards

of Identity or Composition.” The rule amended FSIS regulations to permit the use of any safe

and suitable binder or antimicrobial agent in the production of meat and poultry products that are
subject to a standard of identity or composition that provides for the use of such meredients

(e.g. certain types of sausages and chili con camne). Prior to the publication of this rule, only
those binders and antimicrobial agents listed in 9 CFR 424.21(c) could be used to formulate meat
and poultry products with a standard of identity. The direct final Tule provided meat and poultry
establishments with greater flexibility in fonnulating their products. »

Because of the direct final rule described above, the use of SunOpta’s “isolated soy product”
may be used in non-standardized and standardized meat and pouliry product where binders are
permitted. When used to formulate standardized meat and poultry, the level of use will be
regulated similarly to soy flour and soy protein concentrate listed in 9 CFR 424.,21(c)



05/02/07 14:25 FAX 2022053825

L

—_—— | @003

Mr. Mark Kirschbaum
Page 2 ‘

(i.c., 3.5 percent in sausages, 8 percent in chili con carne; and up to 12 percent in spaghetti with
meat balls and similar products. The level of use is based on the wejght of the product

formulation (e.g., the use of the isolated soy protein product cannot exceed 3.5 percent of the

weijght of the total formulation of a hot dog).

Tf you have any questions, please contact Mr. Jeff Canavan, Food Technologist, or me at
Area Code (202) 205-0279.

Sincerely,

9o tf I

Robert C. Post, Ph.D., Dircctor
Labeling and Consumer Protection Staff
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SunOpta Canadian Harvest® Oat Fiber Brochure



Sun

Ingredients Group

Canadian Harvest® Oat Fibers

SunOpta Ingredients Group is the world’s Iarges't.producer of oat fiber for the food industry.
With over 20 years of technical and operations know-how, SunOpta’s fiber experts are ready to
support your next product development effort. From concept to commercial launch, your SunOpta
team stands ready to help.

Canadian Harvest® Oat Fibers are very versatile ingredients that can enhance food and beverage
products by providing additional nutritional and functional benefits.

Oat fiber is an ideal choice for:

¢ Increasing fiber content for digestive health

- Reducing calorie content for weight management

¢ Enhancing texture '

¢ Adding strength and erX|b|I|ty to fragile baked goods or snacks
¢ Improving moisture retention

e Extending shelf life

¢ Optimizing processing yields

Consumer perception of “oat fiber” on an ingredient statement is very positive. Both “oat” and
“fiber” elicit'an impression of health, nutrition and well-being. The appeal of this ingredient as
"good-for-you"” covers all age brackets and consumer segments.

Your SunOpta Sales and Technical team can help you select the right Canadian Harvest® Oat Fibers
for your product application. Our series of natural oat fibers are each designed for specific food or
beverage categories and cover a broad spectrum of retail and food service products including:

Baked Goods — Breads, Cookies and Crackers, Ice Cream Cones

Snacks — Tortilla Chips, Taco Shells, Pretzels and Extruded Snacks

Cereal Products — Flakes, Extruded Shapes, Breakfast Bars

Meat Products — Ground Meat, Pizza Toppings, Sausages, Emulsified Meats, Meat Analogs

Other Applications — Tortillas and Wraps, Pasta, Breading, Energy/Sports Bars, Nutritional
Beverages and Tablets ' ’ =

Pet Food - Treats, Dry Kibble, Canned, Pouched i

100 Apollo Drive
Chelmsford, MA -USA 01824 _ v
. T: 800 353 6782 F: 781 276 5125 ALL CANADIAN HARVEST® OAT FIBERS ARE KOSHER-CERTIFIED
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Food Labeling: Revision of Reference Values and Mandatory Nutrients, 72 Fed.
' Reg. 62149 (Nov. 2, 2007)



AUTHENTICATED
U5, GOUERNMENT

INFGRMATION
GPO,

Federal Register/Vol. 72, No. 212/Friday, November 2, 2007 /Proposed Rules

62149

Authority: 26 U.S.C. 3304(a)(9)(B);
Secretary’s Order No. 3-2007, April 3, 2007
(72 FR 15907).

§616.5 [Removed]

2. Remove §616.5.

3. Revise paragraph (e) of §616.6 to
read as follows:

§616.6 Definitions.
* -k * * *
(e) Paying State. A single State against
_which the claimant files a Combined-
Wage Claim, if the claimant has wages
and employment in that State’s base

period(s) and the claimant qualifies for .

unemployment benefits under the
unemployment compensation law of
that State using combined wages and
employment.

4. Add paragraph (f) to § 616.7 to read
as follows:

§617.7 Election to file a Combined-Wage
Claim. :
* * * * *

(f) If a State denies a Combined-Wage
Claim, it must inform the claimant of
the option to file in another State in
which the State finds that claimant has
wages and employment during that
State’s base period(s).

§616.8 [Amended]

5.In § 616.8(a) remove the words “,
even if the Combined-Wage Claimant
has no earnings in covered employment
in that State”. .

Signed at Washington, DC, this 29th day of
October 2007.
Emily Stover DeRocco,
Assistant Secretary for Employment and
Training.
[FR Doc. E7-21513 Filed 11-1-07; 8:45 am]
BILLING CODE 4510-FW-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101

RIN 0910-ZA30

[Docket No. 2006N-0168]

Food Labeling: Revision of Reference
Values and Mandatory Nutrients

AGENCY: Food and Drug Administration,
HHS. '

ACTION: Advance notice of proposed
rulemaking.

SUMMARY: The Food and Drug
Administration (FDA) is issuing this
advance notice of proposed rulemaking
(ANPRM) to request comment on what

new reference values the agency should
use to calculate the percent daily value
(DV) in the Nutrition Facts and
Supplement Facts labels and what
factors the agency should consider in
establishing such new reference values.
In addition, FDA requests comments on
whether it should require that certain
nutrients be added or removed from the
Nutrition Facts and Supplement Facts
labels. Comments on what factors
should be considered to update the
agency’s reference values will inform
any FDA rulemaking that may result
from this ANPRM.

DATES: Submit written or electronic
comments by January 31, 2008.

ADDRESSES: You may submit comments,
identified by Docket No. 2006N-0168,
by any of the following methods:
Electronic Submissions

Submit electronic comments in the
following ways: .

¢ Federal eRulemaking Portal: http.//
www.regulations.gov. Follow the
instructions for submitting comments.

o Agency Web site: http://’
www.fda.gov/dockets/ecomments.
Follow the instructions for submitting
comments on the agency Web site.

Written Submissions

Submit written submissions in the
following ways: -

e FAX: 301-827-6870.

. e Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM submissions]:
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal or the
agency Web site, as described in the
Electronic Submissions portion of this
paragraph. '

Instructions: All submissions received
must include the agency name and
Docket No. and Regulatory Information
Number (RIN) for this rulemaking. All
comments received may be posted
without change to http://www.fda.gov/
ohrms/dockets/default.htm, including
any personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or ’
comments received, go to http://
www.fda.gov/ohrms/dockets/
default.htm and insert the docket
number, found in brackets in the
heading of this document, into the

“Search” box and follow the prompts
and/or go to the Division-of Dockets .
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Paula R. Trumbo, Center for Food Safety
and Applied Nutrition (HFS-830), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
301—436-2579, or e-mail:

Paula. Trumbo@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

Table of Contents

1. Background

A. Development of Current DVs

B. Nutrient Content Final Rule

C. Labeling of Dietary Supplements

D. IOM DRIs and Acceptable
Macronutrient Distribution Ranges

E. IOM Report on Guiding Principles
for Nutrition Labeling

F. IOM Report on the Definition of
Fiber

G. Current Regulations on Trans Fat
H. ANPRM on Prominence of Calories
1. Carbohydrate Content of Food
J. “2005 Dietary Guidelines for
Americans”
II. Agency Request for Information
A. Approach for Setting DVs
B. Populations for Which the DVs are
Intended
C. Labeling of Individual Nutrients
D. Other Questions
E. Process Questions
F. Questions on Consumer and
Producer Use and Understanding of
DVs
III. Comments
IV. References
Appendix A Acronyms Used in This
Document

Appendix B Examples of Nutrition Facts
and Supplement Facts Labels

I. Background!

On November 8, 1990, the Nutrition
Labeling and Education Act (NLEA) of
1990 (Public Law No. 101-535) was
signed into law (the 1990 amendments)
amending the Federal Food, Drug, and
Cosmetic Act (the act). The 1990
amendments made the most significant
changes in the act and had a direct
bearing on FDA'’s revision of nutrition
labeling in 1993. The 1990 amendments
added section 403(q) (21 U.S.C. 403(q))
to the act which specified, in part, that:
(1) With certain exceptions, a food is to
be considered misbranded unless its
label or labeling bears nutrition labeling;
(2) certain nutrients and food
components are to be included in

1A list of the acronyms cited in this ANPRM are
defined in Appendix A.
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of foods for these four groups.
Therefore, the IOM Committee
recommended that separate DVs for
foods manufactured specifically for
these four groups be used for that
specific life-stage group. '

See discussion in section LB.1 of this
document on requirements for foods
that are represented or purported to be
for the use of infants (up to 12 months
of age) or children 1 to 4 years of age,
and pregnant women or lactating
women.

o The Supplement Facts label should
use the same DVs as the Nutrition Facts
Iabel. The IOM Committee
recommended that all other guiding
principles should apply to dietary
supplement labeling. The IOM
Committee came up with this
recommendation because the
Supplement Facts label requires the
inclusion of the percent DVs for the
nutrients that are mandated for
conventional food (21 U.S.C. 321(ff)).
Therefore, the comparisons that are
shown for the Nutrition Facts label in
tables 11a and 11b of this document are

_ the same for the Supplement Facts label.

e Absolute amounts should be
includeéd in the Nutrition Facts and

Supp]ement-Facts labels for all

" nutrients. The IOM Committee

concluded that including absolute
amounts (e.g., mg/serving) would assist
consumers who want nutrient
information but are yet unable to
understand the percent DVs.
Furthermore, absolute amounts for
macronutrients are already required on
the Nutrition and Supplement Facts
labels. Therefore, the IOM Committee
stated that adding absolute amounts for
micronutrients would make the labeling
consistent. The IOM Committee also
recommended that the units used for
vitamin A (IU), vitamin D (IU), vitamin
E (IU), folate (ng), copper (mg), sodium
(mg), potassium (mg) and chloride (mg)
be changed to be consistent with the
units in the new DRI reports (vitamin A
(ug Retinol Activity Equivalents),
vitamin D {ug), vitamin E (mg a-
tocopherol), folate (ug dietary folate
equivalents), copper (ug), sodium (g),
potassium (g), and chloride (g)).

F. IOM Report on the Definition of Fiber
1. Definitions

Because there is not a formal
definition for dietary fiber, dietary fiber

is the material isolated using AOAC
INTERNATIONAL Enzymatic-

- Gravimetric Method 985.29 (Ref. 12).

This method includes lignin and
nonstarch polysaccharides and some
resistant starch, inulin, chitin, chitosan,
chondroitin sulfate, and
noncarbohydrate material. This method
does not include oligosaccharides,
polydextrose, or resistant maltodextrins.
Currently, dietary fiber is indented
under ‘“Total Carbohydrates” in the
Nutrition Facts label (§ 101.9(c)(6)(1)).

In 2001 the IOM Panel on the
Definition of Dietary Fiber (the IOM
Panel) responded to FDA’s request to
provide definitions for dietary fiber
based on its role in human physiology
and health. The IOM Panel developed
two categories of definitions of fiber:
“Dietary Fiber” and “Functional Fiber”
(Ref. 12). See table 13 of this document
from the IOM Repoit on the Definition
of Dietary Fiber, which lists the
characteristics of dietary fiber currently
determined by FDA and by the IOM
definitions for dietary and functional .
fibers.

TABLE 13.—CHARACTERISTICS OF VARIOUS DIETARY FIBER DEFINITIONS?

. : CHOs Not A . .
Nondigestible Nondigestible ’ Intact, Naturally | Resistant Specifies
Reference - Animal Re%‘égﬁ? by Mono- and Lignin Rgts;srgnt Occurring Food | to Human | Physiological
CHOs2 Precipitation® Disaccharides Sources Only Enzymes Effect
U.S. Food and Drug | Yes Some inulin | No Yes Some No ' No No
Administration
(USFDA), 19874
Institute of Medicine (IOM) (Proposed), 2001
Dietary Fiber No Yes No Yes Some Yes Yes No
Added Fiber Yes Yes Yes Yes Yes No Yes ‘| Yes

1All definitions are assumed to include nonstarch polysaccharides.

2CHO = carbohydrate.

3Includes inulin, oligosaccharides (3—10 degrees of polymerization), fructans, polydextrose, methylcellulose, resistant maltodextrins, and other

related compounds
4Method-based definition.

Source Adapted from the IOM, “Dietary Reference Intakes: Proposed Definition of Dietary Fiber,” Washington, DC: National Academy Press,

2001

a. The IOM Panel defined “Dietary
Fiber” as nondigestible carbohydrates
and lignin that are intrinsic and intact
in plants. Nondigestible means that the
material is not digested and absorbed in
the human small intestine. Fractions of
plant foods are still considered “Dietary
Fiber” if the plants’ cells and their three
dimensional interrelationships remain
largely intact. Examples of “Dietary
Fiber” include cereal brans; resistant
starch that is naturally occurring;
naturally occurring oligosaccharides
such as raffinose, stachyose, verbacose;

and low molecular weight fructans. The
known physiological benefits of foods
containing “Dietary Fiber,” such as
attenuation of postprandial blood
glucose and cholesterol levels and
improved laxation, are recognized.

b. The IOM Panel defined “Functional
Fiber” as isolated, nondigestible
carbohydrates that have beneficial
physiological effects in humans.
“Functional Fibers” can be isolated or
extracted nondigestible carbohydrates,
using chemical, enzymatic, or aqueous
procedures or synthetically
manufactured. Provided that one or

more beneficial physiological effects are
demonstrated in humans, examples of
“Functional Fiber” would include
isolated nondigestible animal
carbohydrates, pectins or gums,
resistant starch formed during
processing, and synthetic fibers such as
resistant maltodextrin and
fructooligosaccharides. At this time,
current FDA regulations have not
established formal criteria for
establishing the beneficial physiological
effects of potential “Functional Fibers.”
¢. The IOM Panel defined “Total
Fiber” as the sum of “Dietary Fiber”
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AUG 14 2008

August 13, 2008
g =3 PP

Gary L. Yingling
D 202.778.9124
F 202.778.9100

Dr. Laura Tarantino, Director gary.yingling@klgates.com
Office of Food Additive Safety (HFS-200)

Center for Food Safety and Applied Nutrition

Food and Drug Administration .

5100 Paint Branch Parkway

College Park, MD 20740-3835

Re: GRAS Notification for Grain Millers, Inc.’s Oat Fiber

Dear Dr. Tarantino:

Pursuant to the regulatory and scientific procedures established in proposed 21 C.F.R. §

 170.36, Grain Millers, Inc. has determined that its Oat Fiber, an insoluble fiber processed

from oat hulls, is a Generally Recognized as Safe (“GRAS”) substance for its intended
use and is, therefore, exempt from the requirement for premarket approval.

We are hereby submitting, in triplicate, a GRAS notification, in accordance with
proposed 21 C.F.R. § 170.36, informing FDA of the view of Grain Millers, Inc. that the
Oat Fiber is GRAS through scientific procedures for use as an ingredient in food systems
as a source of dietary fiber and at levels consistent with current Good Manufacturing
Practices (cGMP). :

If you have questions or require additional information, please contact me at (202) 778-
9124.

Sincerelv Yours,

Garv I/ Yinefing

Enclosures

DC-1198278 v6
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GRAS Notification

Oat Fiber

* Grain Millers, Inc.
315 Madison Street
Eugene, OR 97402

August 13, 2008
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32
3.3
34
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42

5.1
5.1.1
5.1.2
5.2
53
5.4
5.5
5.6

6.

7.

'GRAS Notification for Oat Fiber

GENERAL INTRODUCTION

Name and Address of Notifier

* Common or Usual Name of Substance

Applicable Conditions of Use
Basis for GRAS Determination
Availability of Information for FDA Review

MANUFACTURING PROCESS

Raw Materials :
Manufacturing Process
Quality Control of Finished Product

PRODUCT CHARACTERISTICS AND SPECIFICATIONS

General Physical Properties
Physical/Chemical Specifications
Microbiological Specifications
Nutrition Content

APPLICATION

Functional Properties in Foods
Use Levels o

SAFETY EVALUATION

Safety of Oat Fiber

Long History of Safe Use

Allergenicity

Quality Control of the Manufacturing Process
Quality Control of the Finished Product

Safety Studies : »

Estimates of Human Consumption and Safety Margin
Results and Conclusions

LIST OF REFERENCES

LIST OF ATTACHMENTS
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1.1 Name and Address of Notifier

Grain Millers, Inc.
315 Madison Street
Eugene, OR 97402

1.2 Common or Usual Name of Substance

Oat Fiber
13 Applicable Conditions of Use

Oat Fiber is intended for the addition to food at levels consistent with
current Good Manufacturing Practices (¢cGMP) and is self-limiting for
technological reasons. Such technological reasons may include taste,
color and rheological impacts. And although Grain Millers’ clinical trials
were successfully completed with no adverse events at a level of
incorporation of seven (7) grams per fifty (50) gram serving, we estimate
that in most food applications, oat fiber is formulated to provide a dietary
fiber range of between 2.5-5.0 grams per serving.

14 Basis for GRAS Determination

Grain Millers Inc. has determined that Oat Fiber is GRAS for use as an .
ingredient in foods on the basis of scientific procedures.

1.5  Availability of Information for FDA Review .

The data and information that are the basis for Grain Millers’ GRAS
determination are available for the Food and Drug Administration’s
(FDA) review and copying at reasonable times at the offices of Grain
Millers, Inc., 315 Madison St., Eugene, OR 97402 or will be sent to FDA
upon request. :

Manufacturing Process

2.1 Raw materials

The origin of the fiber source consists of pre-qualified, cleaned oat hulls.
The pre-qualification consists of pre-selection of the oat hull for color, .
odor, moisture content, multiple residue analysis (MRA not to exceed
Food Chemical Codex’s maximum levels for human consumption),

" mycotoxins (not to exceed USDA’s and FDA’s maximum threshold), and
heavy metals (not to exceed Food Chemical Codex’s maximum levels for
arsenic, cadmium, mercury, chromium and lead).

000006
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GRAS Notice 342 (May 19, 2010)



_ PHILIP C. OLSSON
RICHARD L. FRANK
DAVIL F. WEEDA (1948-2001)
DENN}$ R. JOHNSON :
ARTHLR Y. TSEEN
JOHN W. BODE*

STEPHEN D. TERMAN
MARSI{ALL L. MATZ
MICHAEL J. OFLAHERTY
DAVIL L. DURKIN

NEIL F. OFLAHERTY
BRETT T. SCHWEMER
TISH E. PAHL

ROBERT A. HAHN

. EVAN P. PHELPS
GARY H. BAISE
DAVID A. BIEGING
KATHRYN E. BALMFORD

*PRACTICT WITHIN THE DISTRICT OF COLUMBIA
(S LIMITL.D TO MATTERS AND PROCEDURES
BEFORE FEDERAL COURTS AND AGENCIES

Office of Food Additive Safety (HFS-200)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

OLSSON FRANK WEEDA
TeErMAN Bope MaTz PC

ATTORNEYS AT LAW

SUITE 400
1400 SIXTEENTH STREET, N.W.
WASHINGTON, D.C. 20036 (202) 789-1212

www.ofwlaw.com

Mark L. Itzkoff - Of Counsel
Direct (202) 518-6327 / Fax (202) 234-2686
mitzkoff@ofwlaw.com

May 21,2010

JOLYDA O. SWAM
JONATHAN M. WEINRIEB
NANCY W. MATHEWSON

COUNSEL

ROGER R. SZEMRAJ
ANSON M. KELLER
CASPER E. ULDRIKS*

OF COUNSEL

"JURT. STROBOS
KENNETH D. ACKERMAN
MARK L. ITZKOFF
ELLIOT BELILOS

SENIOR POLICY ADVISORS
JOHN R. BLOCK
CHARLES W, STENHOLM
GEORGE McGOVERN
SALLY S. DONNER
BRENT W. GATTIS
BARBARA J. MASTERS

Re: GRAS Notice for Oat Hull Fi‘ber

Dear Sirs:

ECEIVE

MAY 2 6 200

- Division of
Biotechnology and
GRAS Notice Review

On Behalf of our client, JP Rettenmaier USA LP, we are hereby submitting the
enclosed GRAS Notice for the use of Oat Hull Fiber as an ingredient in comminuted
meat and both whole muscle and comminuted poultry products. In compliance with 21

C.F.R. 170.36(b) (proposed), we are enclosing 3 copies of this Notice.

Should you have any q

contact me.

MLI:akp -
Enclosure

Sincerely,

uestions regarding this submission, please do not hesitate to

000002
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IARD L FRANK

ID F. WI3EDA (1948-2001)

NIS R. {OHNSON

HUR Y. TSIEN

N W. BODE*

HEN D TERMAN

SHALL L. MATZ

HAEL) O'FLAHERTY
ID L. DURKIN

.F. OFL.AHERTY

TTT. SCHWEMER
E.PAL L

ERT A [H{AHN

NP. PHIELPS

Y H. BAISE

ID A. BIEGING

HRYN . BALMFORD

TICE WITH *I THE DISTRICT OF COLUMBIA
ITED TO |/ ATTERS AND PROCEDURES
RE FEDER! L COURTS AND AGENCIES

OLSSON FRANK WEEDA

TermAN Bope MaT1z PC
ATTORNEYS AT LAW

SUITE 400
- 1400 SIXTEENTH STREET, N.W.
WASHINGTON, D.C. 20036 (202) 789-1212

www.ofwlaw.com

Mark L. Itzkoff - Of Counsel
Direct (202) 518-6327 / Fax (202) 234-2686
mitzkoff@ofwlaw.com

May 19, 2010

- GRAS NOTIFICATION

L. Claim of GRAS Status

JOLYDA O. SWAIM
JONATHAN M. WEINRIEB
NANCY W. MATHEWSON

COUNSEL
ROGER R. SZEMRAJ
ANSON M. KELLER
CASPER E. ULDRIKS*
OF COUNSEL
JUR T. STROBOS
KENNETH D. ACKERMAN
MARK L. ITZZKOFF
ELLIOT BELILOS
SENIOR POLICY ADVISORS
JOHN R. BLOCK
CHARLES W. STENHOLM
GEORGE McGOVERN
SALLY S. DONNER
BRENT W. GATTIS
BARBARA J. MASTERS

A. Claim of Exemption from the Requirement for Premarket Approval Requirements
Pursuant to Proposed 21 CFR § 170.36(c)(1)

T Rettenmaier USA LP has determined that oat hull fiber (Vitacel® Isolated Oat Product) is
Generally Recognized As Safe (GRAS) for use as an ingredient in comminuted meat and in
both whole muscle and comminuted poultry products, consistent with Section 201(s) of the
Federal Food, Drug, and Cosmetic Act. This determination is based on scientific procedures
as described in the following sections, under the conditions of its intended use in selected
food. Therefore, the use of Isolated Oat Product is exempt from the requirement of premarket

approval.

Signed,

Mark L. Itzkoff / / Date

Counsel for A

J. Rettenmaier USA LP
16369 US 131 Hwy
" Schoolcraft, MI 49087

USA

000003



OLSSON FRANK WEEDA

‘ TERMAN BODE MATZ PC
May 19, 2010
Page 2

B. Name and Address of Notifier:

Curtis Rath .
J. Rettenmaier USA LP
16369 US 131 Hwy
Schoolcraft, MI 49087
USA

Telephone: 269-679-2490
Fax: 269-679-2364
. Email: crath@jrsusa.com

C. Common or usual name of the notified substance:
Qat Fiber; Isolated Oat Product
D. Conditions of use:

Isolated Oat Product containing 85% oat fiber is intended for use as a food ingredient in meat
(sausage) and poultry (comminuted and whole muscle products) at levels consistent with
current Good Manufacturing Practice and is self limiting for technological reasons. Use of
Isolated Oat Product improves the texture, contfols moisture migration, and improves
stability of the food product. The intended use of Vitacel® Isolated Oat Product (containing
85% fiber) in above mentioned food categories is estimated to result in a maximum daily
(90" percentile) intake of 5.78 g oat fiber/person.

E. Basis for GRAS Determination:

In accordance with 21 CFR 170.30, the intended use of Isolated Oat Product has been
determined to be generally recognized as safe (GRAS) based on scientific procedures. A
comprehensive search of the scientific literature on oat hull fiber and other related fiber was
also utilized for this review. Oat hulls are a component of whole grain oats that contain a
high level of insoluble fiber in the form of celluloses and hemicelluloses. Vitacel® Isolated
Oat Product contains approximately 85% dietary fiber.

Qats have been used as human food since ancient times, particularly in Scottish culinary
traditions. Oatmeal along with its fiber portion has been consumed for centuries. Available
information suggest that in spite of differences in-the proportionality of the oat kernel
components among the parts of the kernel, the oat kernel components are common
throughout various parts of the kernel, including the oat groat, bran, and hull. The similarity
of the composition of the oat hull with that of other edible oat tissues (groat and bran) and
the safety data of oat groat and bran tissues along with human and animal studies of oat hull
fiber supports the safety of oat hull fiber for use as a food ingredient. Sufficient qualitative
and quantitative scientific evidence, including human and animal data are available to
. determine safety-in-use for oat hull fiber. The safety determination of Isolated Oat Product is -
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20482 Jacklight Lane
Bend, OR 97702-3074
541-678-5522

 mcquate@gras-associates.com i ﬁ"i

DECEIVE[R

Def:ember 9, 2010
} DEC | 0 2010

Food and Drug Administration L
Center for Food Safety & Applied Nutrition Dwision of

Office of Food Additive Safety (HFS-200) - Biotechnology and
5100_Paint Branch Parkway ; GRAS Notice Heview
College Park, MD 20740-3835 '

Attention: Dr. Robert L. Martin

Re: GRAS Notification — Oat Hull Fiber
Dear Dr. Martin:

ws behalf of Z Trim Holdings, Inc. of Mundelein, IL, we are submitting for FDA review a GRAS notification for Oat Hull Fiber.
The attached documentation contains the specific information that addresses the safe human food uses for the subject
notified substance as discussed in the GRAS guidance document.

If additional information or clarification is needed as you and your colleagues proceed with the review, please feel free to
contact me via telephone or email. ' »

We look forward to ybur feedback.

oraly,

Robert S. McQuate, Ph.D.
CEOQ & Co-Founder
GRAS Associates, LLC
20482 Jacklight Lane
Bend, OR 97702-3074
541-678-55622 -
mcquate@gras-associates.com

www.gras-associates.com

.Enclosure: GRAS Notification — Oat Hull Fiber (four copies)
t . :

[Ty
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GRAS ASSESSMENT

OAT HULL FIBER - OAT Z TRIM®

Food Usage Conditions for General Recognition of Safety

For

Z TRIM HOLDINGS, INC.
Mundelein, IL

Evaluation By

Richard C. Kraska, Ph.D., DABT
Robert S. McQuate, Ph.D.
Madhusudan G. Soni, Ph.D., FACN

December 8, 2010
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. GRAS EXEMPTION CLAIM

A. Claim of Exemption From the Reqmrement for Premarket Approval Pursuant to
Proposed 21 CFR 170.36(c)(1)"

~ Oat Z Trim® products, meeting the- specifications for Z Trim Holdings Inc. (ZTH) as described

below, have been determined to be Generally Recognized As Safe (GRAS) in accordance with
Section 201(s) of the Federal Food, Drug, and Cosmetic Act. This determination was made by
experts qualified by scientific training and experience; it is based on scientific procedures as

described in the following sections; and the evaluation accurately reflects the conditions of the

intended use of this ingredient in foods.
Signed:

2-%-2010

Robert S. McQuate, Ph.D. : ' Date
GRAS Associates, LLC '

20482 Jacklight Lane

Bend, OR 97702-3074

B. Name & Address of Notifier

Z Trim Holdings, Inc.
1011 Campus Drive
Mundelein IL 60060

As the notlfler ZTH accepts respon5|b|hty for the GRAS determination that has been made for
Oat Z Trim® and as described in the subject notification. Consequently, the Oat Z Trim®

~ preparations meeting the conditions described herein are exempt from premarket approval

requirements for food ingredients.

C. Common Name & Idenﬁty of the Notified Substance

The common name of the notified substance is oat fiber or oat hull fiber.

~ 1 See 62 FR 18938 (17 April 1997) which is accessible at http://www.qgo.dov/fdsvs/pkq/FR-1997-04-17/htm_|_/97-97-9706.htm.
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AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§317:1

317.364-317.368 [Reserved]

317.369 Labeling applications for nutrient
content claims.

317.370-317.379 [Reserved]

317.380 Label statements relating to useful-
ness in reducing or maintaining body
weight.

317.381-317.399 [Reserved]

317.400 Ezxemption from nutrition labeling.

AUTHORITY: 21 US.C. 601-695; 7 CFR 2.18,

2.53. :

SOURCE: 35 FR 15580, Oct. 3, 1970, unless
otherwise noted.

Subpart A—General

§317.1° Labels required; supervision by
Program employee.

(a) When, in an official establish-
ment, any inspected and passed prod-
uct is placed in any receptacle or cov-
ering constituting an immediate con-
tainer, there shall be affixed to such
container a label as described in §317.2
except that the following do not have
to bear such a label.

(1) Wrappings of dressed carcasses
and primal parts in an unprocessed
state, bearing the official inspection
legend, if such wrappings are intended
solely to protect the product against
soiling or excessive drying during
transportation or storage, and the
wrappings bear no information except
company brand names, trade marks, or
code numbers which do not include any
information required by §317.2;

(2) Uncolored transparent coverings,
such as cellophane, which bear no writ-
ten, printed, or graphic matter and
which enclose any unpackaged or pack-
aged product bearing all markings re-
quired by part 316 of this subchapter
which are clearly legible through such
coverings;

(3) Animal and transparent artificial

‘casings bearing only the markings re-

quired by part 316 of this subchapter;
(4) Stockinettes used as “operative
devices”, such as those applied to cured
meats in preparation for smoking,
whether or not such stockinettes are
removed following completion of the
operations for which they were applied;
(b) Containers such as boil-in bags,
trays of frozen .dinners, and pie pans
which bear no information except com-
pany brand names, trademarks, code
numbers, directions for preparation
and serving suggestions, and which are

9 CFR Ch. lif (1-1-11 Edition)

enclosed in a consumer size container
that bears a label as described in §317.2;

(6) Containers of products passed for
cooking or refrigeration and. moved

from an official establishment under

§311.1 of this subchapter.

(b) Folders and similar coverings
made of paper or similar materials,
whether or not they completely enclose
the product and which bear any writ-
ten, printed, or graphic matter, shall
bear all features required on a label for
an immediate container.

(¢) No covering or other container
which bears or is to bear a label shall
be filled, in whole or in part, except
with product which has been inspected
and passed in compliance with the reg-
ulations in-this subchapter, which is
not adulterated and which is strictly in

‘accordance with the statements on the

label. No such container shall be filled,
in whole or in part, and no label shall
be affixed thereto, except under super-
vision of a Program employee.

§317.2 Labels: definition; required fea-
tures.

(a) A label within the meaning of this
part shall mean a display of any print-
ing, lithographing, embossing, stickers,
seals, or other written, printed, or
graphic matter upon the immediate
container (not including package lin-
ers) of any product.

(b) Any word, statement, or other in-

formation required by this part to ap-

pear on the label must be prominently
placed thereon with such conspicuous-
ness (as compared with other words,

. statements, designs, or devices, in the

labeling) and in such terms as to

render it likely to be read and under- -
stood by the ordinary individual under

customary conditions of purchase and

use. In order to meet this requirement,

such information must appear on the

principal display panel except as other-

wise permitted in this part. Except as

provided in §317.7, all words, state-

ments, and other information required

by or under authority of the Act to ap-
pear on the label or labeling shall ap-

pear thereon in the English language:

Provided, however, That in the case of

products distributed solely in Puerto

Rico, Spanish may be substituted for

English for all printed matter except

the USDA inspection legend.
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(c) Labels of all products shall show
the following information on the prin-
cipal display panel (except as otherwise
permitted in this part), in accordance
with the requirements of this part or,
if applicable, part 319 -of this sub-
chapter: :

(1) The name of the product, which in
the case of a product which purports to

be or is represented as a product for

which a definition. and standard of
identity or composition is prescribed in
part 319 of this subchapter, shall be the
name of the food specified in the stand-
ard, and in the case of any other prod-
uct shall be the common or usual name
of the food, if any there be, and if there
is 'none, a truthful descriptive designa-
tion, as prescribed in paragraph (e) of
this section;

(2) If the product is fabricated from
two or more ingredients, the word “in-
gredients” followed by a list of the in-
gredients. as prescribed in paragraph (f)
of this section;

(3) The name and place of business of
manufacturer, packer, or dis-
tributor for whom the product is pre-
pared, as prescribed in paragraph (g) of
this section;

(4) An accurate statement of the net
quantity of contents, as prescribed -in
paragraph (h) of this section;

(5) An official inspection legend and,
except as otherwise provided in para-
graph (i) of this section, the number of
the official establishment, in the form
required by part 312 of this subchapter;

(6) Any other information required
by the regulations in this part or part
319 of this subchapter.

(d) The principal display panel shall
be the part of a label that is most like-
ly to be displayed, presented, shown, or
examined under customary conditions
of display for sale. Where packages
bear alternate principal display panels,
information required to be placed on
the principal display panel shall be du-
plicated on each principal display
panel. The principal display panel shall
be large enough to accommodate all
the mandatory label information re-
quired to be placed thereon by this part
and part 319 of this subchapter with
clarity and conspicuousness and with-
out obscuring of such information by
designs or vignettes or crowding. In de-
termining the area of the principal dis-

§317.2

play panel, exclude tops, bottoms,
flanges at tops and bottoms of cans,
and shoulders and necks of bottles or
jars. The principal display panel shall
be:

(1) In the case of a rectangular pack-
age, one entire side, the area of which
is at least the product of the height
times the width of that side.

(2) In.the case of a cylindrical or
nearly cylindrical container:

(i) An area that is 40 percent of the
product of the height of the container
times the circumference of the con-
tainer, or

(i1) A panel, the width of which is
one-third of the circumference and the
height of which is as high as the con-
tainer: Provided, however, That if there
is immediately to the right or left of
such principal display panel, a panel
which has a width not greater than 20
percent of the circumference and a
height as high as the container, and
which is reserved for information pre-
scribed in paragraphs (c) (2), (3), and
(5), such panel shall be known as the
“20 percent panel” and such information
may be shown on that panel in lieu of
showing it on the principal display
panel.

(3) In the case of a container of any
other shape, 40 percent of the total sur-
face of the container.

(e) Any descriptive designation used
as a product name for a product which

‘has no common or usual name shall

clearly and completely identify the
product. Product which has been pre-
pared by salting, smoking, drying,
cooking, chopping, or otherwise shall
be so described on the label unless the
name of the product implies, or the
manner of packaging shows that the
product was subjected to such prepara-
tion. The unqualified terms “meat,”
“meat byproduct,” “meat food product,”
and terms common to the meat indus-
try but not common to consumers such
as “picnic,” “butt,” “cala,” “square,”
“loaf,” “spread,” “delight,” “roll,” “plate,”
“luncheon,” and “daisy” shall not be
used as names of a product unless ac-
companied with terms descriptive of
the product or with a list of ingredi-
ents, as deemed necessary in any spe-
cific case by the Administrator in
order to assure that the label will not
be false or misleading.
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(f)(1) The list of ingredients shall
show the common or usual names of
the ingredients arranged in the de-
scending order of predominance, except
as otherwise provided in this para-
graph. .

(i) The terms spice, natural flavor,
natural flavoring, flavor and flavoring
may be used in the following manner:

(A) The term “spice” means any aro-
matic vegetable substance in the
whole, broken, or ground form, with
the exceptions of onions, garlic and
celery, whose primary function in food
is seasoning rather than nutritional
and from which no portion of any vola-
tile 0il or other flavoring principle has
been removed. Spices include the spices
listed in 21 CFR 182.10, and 184.

(B) The term “natural flavor,” “nat-
ural flavoring,” “flavor” or “flavoring”
means the essential oil, oleoresin, es-
sence or extractive, protein hydroly-
sate, distillate, or any product or
roasting, heating or enzymolysis,
which contains the flavoring constitu-
ents derived from a spice, fruit or fruit
juice, vegetable or vegetable-juice, edi-
ble yeast, herb, bark, bud, root, leaf or
any other edible portion of a plant,
meat, seafood, poultry, eggs, dairy
products, or fermentation products
thereof, whose primary function in
food is flavoring rather than nutri-
tional. Natural flavors include the nat-
ural essence or extractives obtained
‘from plants listed in 21 CFR 182.10,
182.20, 182.40, 182.50 and 184, and the
substances listed in 21 CFR 172.510. The
term natural flavor, natural flavoring,
flavor or flavoring may also be used to
designate spices, powered onion, pow-
dered garlic, and powdered celery.

(ii) The term “corn syrup” may be
used to designate either corn syrup or
corn syrup solids. ) ’

(iii) The term “animal and vegetable
fats” or “vegetable and animal fats”
may be used to designate the ingredi-
ents of mixtures of such edible fats in
product designated “compound” or
“shortening.” “Animal fats” as used
herein means fat derived from in-
spected and passed cattle, sheep, swine,
or goats.

(iv) When a product is coated with
pork fat, gelatin, or other approved
substance and a specific declaration of
such coating appears contiguous to the

» «

9 CFR Ch. lll (1-1-11 Edition)

name of the product, the ingredient
statement need not make reference to
the ingredients of such coating.

(v) When two meat ingredients com-
prise at least 70 percent of the meat
and meat byproduct ingredients of a
formula and when neither of the two
meat ingredients is less than 30 percent
by weight of the total meat and meat
byproducts used, such meat ingredients
may be interchanged in the formula
without a change being made in the in-
gredients statement on labeling mate-
rials: Provided, That the word “and” in
lieu of a commg shall be shown be-
tween the declaration of such meat in-
gredients in the statement of ingredi-
ents. L

(vi)(A) Product ingredients which are
present in individual amounts of 2 per-
cent or less by weight may be listed in
the ingredients statement in other
than descending order of predomi-
nance: Provided, That such ingredients
are listed by their common or usual
names at the end of the ingredients
statement and preceded by a quanti-

fying statement, such as “Contains
percent of ,” “Less
than percent of __ 7

The percentage of the ingredient(s
shall be filled in with a threshold level
of 2 percent, 1.5 percent, 1.0 percent, or
0.5 percent, as appropriate. No ingre-
dient to which the quantifying state-
ment applies may be present in an
amount greater than the stated thresh-
old. Such a quantifying statement may
also be ntilized when an ingredients
statement contains a listing of ingredi-
ents by individual components. Bach-
component listing may utilize the re-
quired quantifying statement at the
end of each component ingredients list-
ing. :

(B) Such ingredients may be adjusted
in the product formulation without a
change being made in the ingredients
statement on the labeling, provided
that the adjusted amount complies
with §318.7(c)(4) and part 319 of this
subchapter, and does not exceed the
amount shown in the quantifying
statement. Any such adjustments to
the formulation shall be provided to
the inspector-in-charge.

.(2) On containers of frozen dinners,
entrees, pizzas, and similar consumer
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packaged products in cartons the in-
gredient statement may be placed on
the front riser panel: Provided, That
the words “see ingredients” followed
immediately by an arrow is placed on
the principal display panel imme-
diately above the location of such
statement without intervening print or
designs.

(3) The ingredient statement may be
placed on the 20 percent panel adjacent
to the principal display panel and re-
served for required information, in the
case of a cylindrical or nearly cylin-
drical container. .

(4) The ingredients statement may be
placed on the information panel, ex-
cept as otherwise permitted in this
subchapter.

(8)(1) The name or trade name of the
person that prepared the product may
appear as the name of the manufac-
turer or packer without qualification
on the label. Otherwise the name of the
distributor of the product shall be
shown with a phrase such as “Prepared
for * * *”, The place of business of the
manufacturer, packer, or distributor
shall be shown on the label by city,
State, and postal ZIP code when such
business is listed in a telephone or city
directory, and if not listed in such di-
rectory, then the place of business
shall be shown by street address, city,
State, and postal ZIP code.

(2) The name and place of business of
the manufacturer, packer, or dis-
tributor may be shown:

(i) On the principal display panel, or

(ii) On the 20 percent panel adjacent
to the principal display panel and re-
served for required information, in the
case of a cylindrical or nearly cylin-
drical container, or

(iii) On the front riser panel of frozen
food cartons, or

(iv) On the information panel.

(h)(1) The statement of net quantity
of contents shall appear on the prin-
cipal display panel of all containers to
be sold at retail intact, in conspicuous
and easily legible boldface print or
type in distinct contrast to other mat-
ter on the container, and shall be de-
clared in accordance with the provi-
sions of this paragraph.

(2) The statement as it is shown on a
label shall not be false or misleading
and shall express an accurate state-

§317.2

ment of the quantity of contents of the
container. Reasonable ~ variations
caused by loss or gain of moisture dur-
ing the course of good distribution
practices or by unavoidable deviations
in good manufacturing practices will
be recognized. Variations from stated
quantity of contents shall be as pro-
vided in §317.19. The statement shall
not include any term qualifying a unit
of weight, measure, or count such as
“jlumbo quart,” “full gallon,” “giant
quart,” “when packed,” “minimum,” or
words of similar importance. )

(3) The statement shall be placed on
the principal display panel within the
bottom 30 percent of the area of the
panel in lines generally parallel to the
base: Provided, That on packages hav-
ing a principal display panel of 5 square
inches or less, the requirement for
placement within the bottom 30 per-
cent of the area of the label panel shall
not apply when the statement meets
the other requirements of this para-
graph (h). In any case, the statement
may appear in more than one line. The
terms “net weight” or “net wt.” shall be
used when stating the net quantity of
contents in terms of weight, and the
term “net contents” or “content” when
stating the net quantity of contents in
terms of fluid measure.

(4) Except as provided in §317.7, the
statement shall be expressed in terms
of avoirdupois weight or liquid meas-
ure. Where no general consumer usage
to the contrary exists, the statement
shall be in terms of liquid measure, if
the product is liquid, or in terms of
weight if the product is solid, semisolid
viscous or a mixture of solid and liquid.
For example, a declaration of 3-pound
avoirdupois weight shall be expressed
as “Net Wt. 12 0z.” except as provided
for in paragraph (h)5) of this section
for random weight packages; a declara-
tion of 1% pounds avoirdupois weight
shall be expressed as “Net Wt. 24 oz. (1
1b. 8 oz.),” “Net Wt. 24 oz. (1%2 1b.),” or
“Net Wt. 24 oz. (1.5 1bs.).”

(5) On packages containing 1 pound
or 1 pint and less than 4 pounds or 1
gallon, the statement shall be ex-
pressed as a dual declaration both in
ounces and (immediately thereafter in
parentheses) in pounds, with any re-
mainder in terms of ounces or common
or decimal fraction of the pound, or in
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the case of liquid measure, in the larg-
est whole units with any remainder in
terms of fluid ounces or common or
decimal fractions of the pint or quart,
except that on random weight pack-
ages the statement shall be expressed
in terms of pounds and decimal frac-
tions of the pound, for packages over 1
pound, and for packages which do not
exceed 1 pound the statement may be
in decimal fractions of the pound in
lieu of ounces. Paragraph (h)(9) of this
section permits certain exceptions
from the provisions of this paragraph
for margarine packages, random
weight consumer size packages, and
packages of less than % ounce net
weight. Pargraph (h)(12) of this section
permits certain exceptions from the

provision of this paragraph for multi-

unit packages.

(6) The statement shall be in letters
and numerals in type size established
in relationship to the area of the prin-
cipal -display panel of the package and
shall be uniform of all packages of sub-
stantially the same size by complying
with the following type specifications:

(i) Not less than one-sixteenth inch
in height on packages, the principal
display panel of which has an area of 5
square inches or less;

(ii) Not less than one-eighth inch in
height on packages, the principal dis-
play panel of which has an area of more
than 5 but not more than 25 square
inches;

(iii) Not less than three-sixteenths
inch in height on packages, the prin-
cipal display panel of which has an
area of more than 25 but not more than
100 square inches;

(iv) Not less than one-quarter inch in
height on packages, the principal dis-
play panel of which has an area of more
than 100 but not more than 400 square
inches.

(v) Not less than one-half inch in
height on packages, the principal dis-
play panel of which has an area of more
than 400 square inches.

(7) The ratio of height to width of let-
ters and numerals shall not exceed a
differential of 3 units to 1 unit (no
more than 3 times as high as it is
wide). Heights pertain to upper case or
capital letters. When upper and lower
case or all lower case letters are used,
it is the lower case letter “o” or its

9 CFR Ch. lll (1-1-11 Edition)

equivalent that shall meet the min-
imum standards: When fractions are
used, each component numeral shall
meet one-half the height standards.

(8) The statement shall appear as a
distinct item on the principal display
panel and shall be separated by a space
at least equal to the height of the let-
tering used -in the statement from
other printed label information appear-
ing above or below the statement and
by a space at least equal to twice the
width of the letter “N” of the style of
type used in the quantity of contents
statement from other printed label in- -
formation appearing to the left or right
of the statement. It shall not include
any term qualifying a unit of weight,
measure, or count such as, “jumbo
quart,” “full gallon,” “giant quart,”
“when packed,” “Minimum” or words of
similar import.

(9) The following exemptions from
the requirements contained in this
paragraph (h) are hereby established:

(i) Individually wrapped, random
weight consumer size packages shipped
in bulk containers (as specified in para-
graph (h)(11) of this section) and meat
products that are subject to shrinkage
through moisture loss during good dis-
tribution practices and are designated
ag gray area type of products as defined
under §317.19 need not bear a net
weight statement when shipped from
an official establishment, provided
that a net weight shipping statement
which meets the requirements of para-
graph (h)(2) of this section is applied to
their shipping container prior to-ship-
ping it from the official establishment.
Net weight statements so applied to
the shipping container are‘'exempt from
the type size, dual declaration, and

placement requirements of this para- '

graph, if an accurate statement of net
weight is shown conspicuously on the
principal display panel of the shipping
container. The net weight also shall be
applied directly to random weight con-
sumer size packages prior to retail dis-
play and sale. The net weight state-
ment on random weight consumer size
packages for retail sale shall be exempt
from the type size, dual declaration,
and placement requirements of this
paragraph, if an accurate statement of
net weight is shown conspicuously on
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the principal display panel of the pack-
age.
(ii) Individually wrapped and labeled
packages of less than % ounce net
weight and random weight consumer
size packages shall be exempt from the
requirements of this paragraph if they
are in a shipping container and the
statement of net quantity of contents
on the shipping container meets the re-
quirements of paragraph (h)(2) of this
section; : .
(iii) Individually wrapped and labeled
packages of less than % ounce net
weight bearing labels declaring net
weight, price per pound, and total
price, shall be exempt from the type

size, dual declaration, and placement .

requirements of this paragraph, if an
accurate statement of net weight is
shown conspicuously on the principal
display panel of the package.

(iv) Margarine in 1 pound rectangular
packages (except packages containing
whipped or soft margarine or packages
that contain more than four sticks) is
exempt from the requirements of para-
graphs (h) (8) and (5) of this section re-

garding the placement of the state- .

ment of the net quantity of contents
within the bottom 30 percent of the
principal display panel and that the
statement be expressed both in ounces
and in pounds, if the statement appears
as “l1 pound” or “one pound” in a con-
spicuous, manner on the principal dis-
play panel.

(v) Sliced shingle packed bacon in
rectangular packages is exempt from
the requirements of paragraphs (h)(3)
and (h)(5) of this section regarding the
placement of the statement of the net
quantity of contents within the bottom
30 percent of the principal display
panel, and that the statement be ex-
pressed both in ounces and in pounds, if

the statement appears in a conspicuous

manner on the principal display panel.
(10) Labels for containers which bear
any representation as to the number of
servings contained therein shall bear,
contiguous to such representation, and
in the same size type as is used for
such representation, a statement of the
net quantity of each such serving.
- (11) As used in this section, a “ran-
dom weight consumer size package” is
one which is one of a lot, shipment or
delivery of packages of the same prod-

§317.2

uct with varying weights and with no
fixed weight pattern.

(12) On a multiunit retail package, a
statement of the net quantity. of con-
tents shall appear on the outside of the
package and shall include the number
of individual units, the quantity of
each individual unit, and in paren-
theses, the total net quantity of con-
tents of the multiunit package in
terms of avoirdupois or fluid ounces,
except that such declaration of total
quantity need not be followed by an ad-
ditional parenthetical declaration. in
terms of the largest whole units and
subdivisions thereof, as required by
paragraph (h)(5) of this section. For the
purposes of this section, “multiunit re-
tail package” means a package con-
taining two or more individually pack-
aged units of the identical commodity
and in the same quantity, with the in-
dividual packages intended to be sold
as part of the multiunit retail package
but.capable of being individually sold
in- full compliance with all require-
ments of the regulations in this part.
Open multiunit retail packages that do
not obscure-the number of units and
the labeling thereon are not subject to
this paragraph if the labeling of each
individual unit complies with the re-
quirements of paragraphs (h) (2), (3),
(6), and (8) of this section. .

(i) The official establishment number
of the official establishment in which
the product was processed under in-
spection shall be placed as follows:

(1) Within the official inspection leg-
end in the form required by part 312 of
this subchapter; or

(2) Outside the official inspection leg-
end elsewhere on the exterior of the
container or its labeling, e.g., the 1id of
a can, if shown in a prominent and leg-
ible manner in a size sufficient to in-
sure easy visibility and recognition and
accompanied by the prefix “BST”; or

(3) Off the exterior of the container,
e.g., on a metal clip used to close cas-
ings or bags, or on the back of a paper
label of a canned product, or on other
packaging or labeling material in the
container, e.g., on aluminum pans and
trays placed within containers, when a
statement of its .location is printed
contiguous to the official inspection
legend, such as “EST. No. on Metal
Clip” or “Est. No. on Pan”, if shown in
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a prominent and legible manner in a
size sufficient to insure easy visibility
and recognition; or

(4) On an insert label placed under a
transparent covering if clearly visible

and legible and accompanied by the.

prefix “BEST”. )

(j) Labels of any product within any
of the following paragraphs shall show
the information required by such para-
graph for such product:

(1) A label for product which is an
imitation of another food shall bear
the word “imitation” immediately pre-
ceding the name of the food imitated
and in the same size and style of let-
tering as in that name and imme-
diately thereafter the word “ingredi-
ents:” and the names of the ingredients
arranged in the order of their predomi-
nance.

(2) If a product purports to be or is
represented for any special dietary use
by man, its label shall bear a state-
ment concerning its vitamin, mineral,
and other dietary properties upon
which the claim for such use is based in
whole or in part and shall be in con-
formity with regulations (21 CFR part
125) established pursuant to sections
403, and 701 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 343, 371).

(83) When an artificial smoke fla-
voring or a smoke flavoring is added as
an ingredient in the formula of a meat
food product, as permitted in part 318
of this subchapter, there shall appear
on the label, in prominent letters and
contiguous to the name of the product,
a statement such as “Artificial Smoke
Flavoring Added” or “Smoke Flavoring
. Added,” as may be applicable, and the
ingredient statement shall identify any
artificial smoke flavoring or smoke fla-
voring so added as an ingredient in the
formula of the meat food product.

(4) When any other artificial fla-
voring is permitted under part 318 of
this subchapter to be added to a prod-
uct, the ingredient statement shall
identify it as “Artificial Flavoring.”

(5) When artificial coloring is added
to edible fats as permitted under part
318 of this subchapter such substance
shall be declared on the label in a
prominent manner and contiguous to
the name of the product by the words
“Artificially colored” or “Artificial
-coloring added” or “With added artifi-
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cial coloring.” When natural coloring
such as annatto is added to edible fats
as permitted under part 318 of this sub-
chapter, such substance shall be de-
clared on the label in the same manner
by a phrase such as “Colored with
annatto.”

(6) When product is placed in a casing
to which artificial coloring is applied
as permitted under part 318 of this sub-
chapter, there shall appear on the
label, in a prominent manner and con-
tiguous to the name of the product, the
words, “Artificially colored.”

(7T If a casing is removed from prod-
uct at an official establishment and
there is evidence of artificial coloring
on the surface of the product, there
shall appear on the label, in a promi-
nent manner and contiguous to the
name of product, the words “Artifi-
cially colored.” .

(8) When a casing is colored prior to
its use as a covering for product and
the color is not transferred to the prod-
uct enclosed in the casing, no reference
to color need appear on the label but
no such casing may be used if it is mis-
leading or deceptive with respect to
color, quality, or kind of product, or
otherwise.

(9) Product which bears or contains
any. other artificial coloring, as per-
mitted under part 318 of this sub-
chapter, shall bear a label stating that
fact on the immediate container or if
there is none, on the product. ]

(10) When an antioxidant is added to
product as permitted under part 318 of
this subchapter, there shall appear on
the label in prominent letters and con-
tiguous to the name of the product, a
statement identifying the officially ap-
proved specific antioxidant by its com-
mon name or abbreviation thereof and
the purpose for which it is added, such
as, “BHA, BHT, and Propylgallate
added to help protect flavor.”

(11) Containers of meat packed in
borax or other preservative for export
to a foreign country which permits the
use of such preservative shall, at the
time of packing, be marked “for ex-
port,” followed on the next line by the
words “packed in preservative,” or such
equivalent statement as may be ap-
proved for this purpose by the Adminis-
trator and directly beneath this there
shall appear the word “establishment”
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or abbreviation thereof, followed by
the number of the establishment at
which the product is packed. The com-
plete statement shall be applied in a
conspicuous location and in letters not
less than 1 inch in height.

(12) Containers of other product
packed in, bearing, or containing any
chemical preservative shall bear a
. label stating that fact.

(13)(1) On the label of any “Mechani-

cally Separated (Species)” described in -

§319.5(a) of this subchapter, the name
of such product shall be followed im-
mediately by the phrase “for proc-
essing” unless such product has a pro-
tein content of not less than 14 percent
and a fat content of not more than 30
percent. )

(i) When any “Mechanically Sepa-
rated (Species)” described in §319.5 of
this subchapter is used as an ingredient
in the preparation of a meat food prod-
uct and such “Mechanically Separated
(Species)” contributes 20 mg or more of
calcium to a serving of such meat food
product, the label of such meat food

product shall state the calcium content .

of such meat food product, determined
and expressed as the percentage of the

U.S. Recommended Daily Allowance

(U.S. RDA) in a serving in accordance
with 21 CFR 101.9(b)(1), (c)(7) (i) and
(iv), and (e), as part of any nutrition
information included on such label, or
if such meat food product does not bear
nutrition labeling information, as part
of a prominent statement in immediate
conjunction with the list of ingredi-
ents, as follows: “A serving con-
tains _ % of the U.S. RDA of cal-
cium”, with the blanks to be filled in,
respectively, with the quantity of such
product that constitutes a serving and
the amount of calcium provided by
such serving: Provided, That, calcium
content need not be stated where (a)
the percent of the U.S. RDA of calcium
to be declared would not differ from
the percent of the U.S8. RDA that would
be declared if the meat food product
contained only hand deboned ingredi-
ents or (b) the calcium content of a
serving of the meat food product would
be 20 percent of the U.8. RDA or more
if the meat food product contained
only hand deboned ingredients.

(k) Packaged products which require
special handling to maintain their

§317.2

wholesome condition shall have promi-
nently displayed on the principal dis-
play panel of the label the statement:
“Keep Refrigerated,” “Keep Frozen,”
“Perishable Keep Under Refrigeration,”
or such similar statement as the Ad-
ministrator may approve in specific
cases. Products that are distributed
frozen during distribution and thawed
prior to or during display for sale at re-
tail shall bear the statement on the
shipping container: “Keep Frozen.” The
consumer-size containers for such prod-
ucts shall bear the statement “Pre-
viously Handled Frozen for Your Pro-
tection, Refreeze or Keep Refrig-
erated.” For all perishable canned prod-
ucts the statement shall be shown in
upper case letters one-fourth inch in
height for containers having a net
weight of 3 pounds or less, and for con-
tainers having a net weight over 3
pounds, the statement shall be in upper
case letters at least one-half inch in
height. ) .

(1) Safe handling instructions shall be
provided for: All meat and meat prod-
ucts of cattle, swine, sheep, goat,
horse, other equine that do not meet
the requirements contained in §318.17,
or that have not undergone other proc-
essing that would render them ready-
to-eat; and all comminuted meat pat-
ties not .heat processed in a manner
that conforms to the time and tem-
perature combinations in the Table for
Permitted Heat-Processing Tempera-
ture/Time Combinations For Fully-
Cooked Patties in §318.23, except as ex-
empted under paragraph (1)(4) of this
section.

(1)(i) Safe handling instructions shall
accompany every meat or meat prod-
uct, specified in this paragraph (1) des-
tined for household consumers, hotels,
restaurants, or similar institutions and
shall appear on the label. The informa-
tion shall be in lettering no smaller
than one-sixteenth of an inch in size
and shall be prominently placed with
such conspicuousness (as compared
with other words, statements, designs
or devices in the labeling) as to render
it likely to be read and understood by
the ordinary individual under -cus-
tomary conditions of purchase and use.

(ii) The safe handling information
shall be presented on the label under
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the heading “Safe Handling Instruc-
tions” which shall be set in type size
larger than the print size of the ration-
ale statement and handling statements
as discussed in paragraphs (1)(2) and

1)(3) of this section. The safe handling

information shall be set off by a border
and shall be one color type printed on
a single color contrasting background
whenever practical.

(2) The labels of the meat and meat
products specified in this paragraph (1)
shall include the following rationale
statement as part of the safe handling
instructions, “This product was pre-
pared from inspected and passed meat
and/or poultry. Some food products
may contain bacteria that could cause
illness if the product is mishandled or
cooked improperly. For your protec-
tion, follow these safe handling in-
structions.” This statement shall be
placed immediately after the heading
and before the safe handling state-
ments.

(3) Meat and meat products, specified
in this paragraph (1), shall bear the la-
beling statements:

(i) Keep refrigerated or frozen. Thaw
in refrigerator or microwave. (Any por-
tion of this statement that is in con-
flict with the product’s specific han-
dling instructions, may be omitted,
e.g., instructions to cook without
thawing.) (A graphic illustration of a
refrigerator shall be displayed next to
the statement.);

(ii) Keep raw meat and poultry sepa-
rate from other foods. Wash working
surfaces (including cutting boards),
utensils, and hands after touching raw
meat or poultry. (A graphic illustra-
tion of soapy hands under a faucet
shall be displayed next to the state-
ment.);

(iii) Cook thoroughly. (A graphic il-
lustration of a skillet shall be dis-
played next to the statement.); and

(iv) Keep hot foods hot. Refrigerate
leftovers immediately or discard. (A
graphic illustration of a thermometer
shall be displayed next to the state-
ment.)

(4) Meat or meat products intended
for further processing at another offi-
cial establishment are exempt from the
requirements prescribed in paragraphs
(1)(1) through (1)(3) of this section.
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(m)(1) The information panel is that
part of a label that is the first surface
to the right of the principal display
panel as observed by an individual fac-
ing the principal display panel, with
the following exceptions:

(i) If the first surface to the right of
the principal display panel is too small
to accommodate the required informa-
tion or is otherwise unusable label
space, e.g., folded flaps, tear strips,
opening flaps, heat-sealed flaps, the

. next panel to the right of this part of

the label may be used.

(ii) If the package has one or more al-
ternate principal display panels, the in-
formation panel is to the right of any
principal display panel. ) ]

(iii) If the top of the container is the
principal display panel and the pack-
age has no alternate principal display
panel, the information panel is any
panel adjacent to the principal display
panel.

(2) (i) Except as otherwise permitted
in this part, all information required to
appear on the principal display panel
or permitted to appear on the informa-
tion panel shall appear on the same
panel unless there is insufficient space.
In determining the sufficiency of the
available space, except as otherwise
prescribed in this part, any vignettes,
designs, and any other nonmandatory
information shall not be considered. If
there is insufficient space for all re-
quired information to appear on a sin-
gle panel, it may be divided between
the principal display panel and the in-
formation panel, provided that the in-
formation required by any given provi-
sion of this part, such as the ingredi-
ents statement, is not divided and ap-
pears on the same panel.

(ii) - All information appearing on the
information panel pursuant to this sec-
tion shall appear in one place without
intervening material, such as designs
or vignettes.

[35 FR 15580, Oct. 3, 1970]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §317.2, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and at www.fdsys.gov.
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Dietary Fibre
— Codex Definition and methods of analysis

By Jirgen Moller

Introduction _

For more than 30 years, Foss has been supplying a solution for the determination of
dietary fibre, the Fibertec E, following the AOAC methods 985.29 and 991.43. Market
developments have placed new demands on the analytical method for the determination
of dietary fibres - especially with respect to resistant starch and low molecular weight
carbohydrates. Recently an integrated method, AOAC 2009.01, which is compatible
with the latest Codex definition of dietary fibre has been published.

Originally, dietary fibre was only the natural, edible carbohydrates that were not digested
in the small intestine. Numerous studies revealed that these carbohydrates had a posi-
tive contribution to intestinal functions, preventing constipation, slowing down the
speed of digestion and enhancing fermentation in the colon — promoting the growth
of beneﬂoal Bacteria (prebiotic effect).

Fibres in human milk protect babies against allergies and diabetes. Dietary fibres were
also shown 1o contribute to the prevention of heart disease, diabetes, some forms of
cancer and the improvement of both short and long-term memory functions. The World
Health Organization (WHO) recommends a dietary fibre intake of at least 25g per day
.The average intake is only 12-18g in the USA and 15-20g in Europe, but 40-60 g in
Africa. One consequence of this imbalance in dietary fibre intake is obesity.

Obesity, heart disease, stroke, type 2 diabetes and cancer are the leading causes of
preventable death which cost societies and governments trillions of dollars every year. A
focal point in improving nutrition and health is the consumption of dietary fibre. While
a billion people are starving or being undernourished, ancther billion are overweight.
A situation that was already bad in 2005 is expected to get even worse by 2015. The
prevalence of obesity and overweight is increasing rapidly.

Codex deflnltlon

The Codex Alimentarius Comission is an mternatlonal network established in 1963. It
is a cooperation between FAO (Food & Agriculture Organisation of the United Nations)
and WHO (World Health Organisation), which is also acknowledged by WTO (World
Trade Organisation).

The Codex agrees on standards and guidelines in the food/feed/agri sectors that are
valid for all nations. The focus is on import/export inspection and certification, codes
of conduct, arbitration in cases of conflict, etc but also on methods of analysis.

FOSS
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Dietary fibre denotes carbohydrate polymers(1) with 10 or more monomeric

units(2), which are not hydrolysed by the endogenous enzymes in the small intes-

tine of humans and belong to the following categories:

- Edible carbohydrate polymers naturally occurring in the food consumed.

- Carbohydrate polymers, which have been obtained from food raw material by
physical, enzymatic or chemical means and which have been shown to have a

- physiological benefit to health, as demonstrated by generally accepted -

scientific evidence to competent authorities.

- Synthetic carbohydrate polymers that have been shown to have a physiological
benefit to health, as demonstrated by generally accepted scientific evidence to
competent authorities.

NOTES:

(1) Includes also lignin and other compounds if quantlﬁed by AOAC 991.43.

(2) Decision on whether to include carbohydrates with a degree of polymerization from DP 3
to 9 should be left to national authorities.

After years of discussion the Codex finally agreed in 2009 on a definition of dietary fibre:
A number of countries, e.g. Thailand and Brazil have decided to stay with DP10, whilst
the European Union has decided to include DP 3-9. Naturally this leads to some analyti-
cal challenges and to challenges in international trade.

Methods of analysns

.The standard method ACAC 985.29 for the determmatnon of total dietary fibre (TDF) is
based on an older definition of DF: Carbohydrates of food that are not resorbed in the
small intestine and partly in the colon, comprising mainly non-starch polysaccharides
(cellulose, hemicellulose, pektin) as well as resistant starch and lignin.

Samples are incubated at ~ 950C for 30 min in a phosphate buffer(pH 8.2) solution

containing alfa-amylase. The pH is then adjusted to 7.5 and 100pL protease are-added.
After incubation at 600C for 30 min the pH is adjusted to 4.5.

Before the last incubation at 600C for 30 min, 200uL amyloglucosidase are added.
Available carbohydrates have now been solubilised and the total dietary fibre content
can be obtained after ethanol precipitation, filtration, and drying. Duplicate samples
are always processed, allowing the subtraction of protein and ash for the calculation
of the TDF content.

. Some years later the method was modified by the standard AOAC 991.43 for the de-
termination of soluble and insoluble DF. '

For more than 20 years these methods have been the dominating analytical protocols
for the determination of dietary fibre. The problem is that they only determine high-
molecular-weight dietary fibre (HMWDF) fractions and parts of the resistant starch.
Low-molecular-weight dietary fibre (LMWDF) like non-digestible oligosaccharides, i.e.
fructo-oligosaccharides, resistant maltodextrins and galacto-oligosaccharides as well as
soluble non-starch-polysaccharides have also shown to have some prebiotic effects. Not
being fully resorbed in the small intestine allows them to benefit the host by stimulating
the growth and/or activity of beneficial bacteria in the colon. LMWDF are increasingly
being used in the food industry, and additional analytical methods have been developed
" to determine them. ‘
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AQAC 985.29 Total Dietary Fibre in Foods .

AOAC 991.43 Total, Soluble, and Insoluble Dietary Fibre in Foods

AOAC 2001.03 Dietary Fibre Containing Supplemented Resistant Maltodextrin
(RMD)

AQAC 2002.02 Resistant Starch in Starch and Plant Materials

AOAC 2001.02 Determination of Trans-Galactooligosaccharides (TGOS)

AOAC 997.08 Fructans in Food Products

AOAC 999.03 Measurement of Total Fructan in Foods

AQCAC2000.11 Polydextrose in food

Codex definition method

Incubation in maleate buffer, pH 6,0, 370C for 16 h,
containing pancreatic a-amylase + amyloglucosidase.

pH adjustment to ~ 8.0 and incubation at 1000C for 20 min

Addition of protease and incubation at 600C for 30 min

Stop of enzymatic reactions by adding HCI
(adjustment to pH ~ 4.5).

Ethanol precipitation, filtration, washing and drying.

- In the ACGAC 2009.01/ AACC 32-45.01 method, duplicate test portions are incubated
with pancreatic -amylase and amyloglucosidase (AMG) for 16 hours at 37 °C in sealed
bottles in a shaking water batch that is mixed with sufficient vigour to maintain a con-
tinuous suspension. During this step, non-resistant starch is solubilised and hydrolysed
to glucose and maltose by the combined action of the two enzymes.

The reaction is terminated by pH adjustment and temporary heating. Protein in the
sample is digested with protease. For the measurement of high-molecular-weight
dietary fibre (HMWDF), ethancl is added, and the insoluble and precipitable soluble
dietary fibre is captured, washed with ethanol and acetone, dried, and weighed. One
of the duplicate residues is analysed for protein, while the other is analysed for ash.
Non-precipitable dietary fibre in the filtrate is recovered by concentrating, then desalting
through ion exchange resins, and concentrating and quantitating by LC.
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AOAC 991.43 AOAC 2009.01

b-Glucan 98.0 96.0
Casein 0 0

Pectin 86.5 ‘ 87.0
Wheat Starch _ 0.1 0.1

Larch Arabinogalactan ' 83.5 . 84.0
High Amylose Maize Starch 29.3 46.5
Green Banana ‘ . 7.5 37.6

Conclusions

In“view of global obesity and overweight problems, the labeling and analysis of food
for dietary fibre is of interest. Depending on regulation and customer/client demands,
several methods will be used in parallel: AOAC 985.29 for the determination of total
dietary fibre; AOAC 991.43 for insoluble and soluble dietary fibre; and the new AOAC
2009.01 and AACC 32-45.01 methods following the new Codex definition - as well
as methods for specific components.

AOAC 2009.01 facilitates the measurement of Total Dietary Fibre (TDF), including
resistant starch. This may lead to different results, particularly for samples with higher
resistant starch contents (see table above). -

Fibertec E has participated in the validation of AOAC methods 985.29, 991.43 and
2009.01-and may thus be used for the determination of dietary fibre also according to
the new Codex definition. Fibertec E allows the collection of filtrates from individual sam-
ples for the determination of low molecular weight fractions by liquid chromatography.

Taking into account the time and resource demands for all dietary fibre determinations,
faster and more automated methods are of interest.
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INTRODUCTION South Africa (DeVries and Rader, 2005; Dreher, 1987).

The beneficial effects of dietary fiber (DF) have
been known since ancient times, but became more
clearly understood only between the 1950s and 1970s
{Kritchevsky, 1988; Dreher, 1987; DeVries and Rader,
2005). Ancient Greek physician Hippocrates, who
famously said, “let food be thy medicine, and medicine
be thy food,” is known to have recommended the
positive effects of whole-grain bread in the bowel. In
the United States, Sylvester Graham talked about the
beneficial effects of bran early in the 19th century,
and the Kellogg brothers, Dr. John Harvey Kellogg
and William K. Kellogg, did the same late in the 19th
century. '

The term dietary fiber was first used by E.H.
Hippsley in 1953 (Kritchevsky, 1988; Dreher, 1987;
DeVries and Rader, 2005). This was a key turning point
because prior to that, crude fiber (CF) was commonly
- measured as a component of food that was resistant to
digestion. CF is still used in animal nutrition and in some
countries for human nutrition; however, most scientists
will agree that DF is a more relevant measure of the food
components resistant to digestion. Analytically, CF is
the residue remaining after food has been first treated
to fat solvent extraction and then hot acid and alkali

treatment, whereas enzymatic procedures simulating -

human digestive systems are the basis of DF assays.
Between the 1950s and the 1970s, D.P. Burkitt,
A .R.P. Walker, H. Trowell, T.L. Cleave, and coworkers
developed the hypothesis about DF’s positive role on
health, based on high-fiber diets of native populations in

It was hypothesized that increased DF consu_mpﬁon
would lead to reductions in diverticular disease, diabetes,
cancer, heart disease, and a range of other diseases.

IMPORTANT FIBER DEFINITIONS,

ANALYSES, AND CLAIMS
. DeVries and coworkers (2005) and Nelson (2001)
have reviewed the important definitions, fiber types, and
analytical procedures for dietary fiber. These and other
sources (Codex Committee on Nutrition and Foods,
2004) have been used to compile Tables 1, 2, 3, and 4.
The American Association of Cereal Chemists (AACC)
and Codex definitions of fiber (Table 1) are most widely
accepted. The Institute of Medicine definition, on the

other hand, has been a little controversial.

The commercially important fibers are listed in
Table 2. Insoluble, soluble, and viscous soluble fibers
have different effects on the characteristics of bakery
products and have differing health effects. The choice

of fiber will also tremendously affect processing. In

addition, the raw-material source and its processing
can significantly affect its properties. Several companies
have introduced blends of insoluble and soluble fiber to
allow bakers to easily use a one-bag system, vet utilize
the positives associated with both types of fibers.
Dietary fiber methods (Table 3) simulate human
digestive behavior and attempt to quantify food
components that are not digested. Thus, after extracting
and removing the fat, enzymes are used to break
down foods. The portion remaining is measured using

The information contained in this publication is true and accurate to the best of our kndwledge. However, since conditio‘ns are beyond-our control, nothing contained herein
should be construed as a recommendation, guarantee, or warranty, either expressed or implied by AIB International. Neither should the mention of registered

brand names be construed as an endorsement of that product by AIB International. Material contained in this publication is copyrighted, 2009, by AIB International.

Subscriptions can be ordered by writing AIB International, 1213 Bakers Way, P.O. Box 3999, Manhattan, KS 66505-3999, calling 1-§00-633-5137, or visiting www.aibonline.org.



gravimetric (weighing), spectrophotometric, and/or
chromatographic techniques.

It is important for the baker and food scientist to
be cognizant of the type and source of fiber used in a
bakery product, as listed in Table 3. One important
reason, besides its functionality, is that the methods
commonly used by analytical labs (AOAC International
method 991.43, also known as AACC method 32-

07) do not quantitate some soluble fibers, such as

inulin, polydextrose, fructo-oligosaccharides, resistant
maltodextrin, and all resistant starches except RS3
types. There are different methods that analyze for

Table 1. Important Fiber Definitions.

- these types of resistant starch. Thus, it is important to

have an analytical lab analyze for these types of fibers.
There is a new method being developed by a committee
at AACC that should allow all the fibers to be analyzed
by one method; however, it will be at least a year before
it is approved for regular use. ,

The types of resistant starches are listed in Table
4 (Gordon, 2008; Maningat, 2008; Nelson, 2001).
These are becoming commercially important and each
has its own unique benefits and challenges for both
formulation and health.

attenuation.”

Amencan Association of Cereal Chemists (AACC, 2000)

“Dietary fiber is the edible parts of plants or analogous carbohydrates that are resistant to digestion and
absorption in the human small intestine with complete or partial fermentation in the large intestine. Dietary
fiber includes polysaccharides, oligosaccharides, lignin, and associated plants substances. Dietary fibers promote
beneficial physwloglcal effects including laxation, and/or blood cholesterol attenuation, and/or blood glucose

Institute of Medicine (IOM, 2002)

fiber is the sum of dietary fiber and functional fiber.”

“Dietary fiber consists of non-digestible carbohydrates and lignin that are intrinsic and intact in plants. Functional
fiber consists of isolated, non-digestible carbohydrates that have beneficial physiological effects in humans. Total

Codex Alimentarius Commission (CAC, 2006)

mixture. Dietary fibre consists of one or more of:

chemical means,
¢ synthetic carbohydrate polymers
Dietary fibre generally has properties such as:

e Fermentable by colonic microflora
* Reduce blood total and/or LDL cholesterol levels

“Dietary fibre means carbohydrate polymers*® with a degree of polymerisation not lower than 3, which are
neither digested nor absorbed in the small intestine. A degree of polymerisation not lower than 3 is intended
to exclude mono- and disaccharides. It is not intended to reﬂect the @ average degree of polymerisation of a

¢ edible carbohydrate polymers naturally occurring in the food as consumed,
¢ carbohydrate polymers, which have been obtained from food raw material by physical, enzymatic, or

¢ Decrease intestinal transit time and increase stool bulk

¢ Reduce post-prandial blood glucose and/or insulin levels.”

*“When from plant origin, dietary fibre may include fractions of lignin and/or other compounds when
associated with polysaccharides in plant cell walls and if these compounds are quantified by the AOAC
gravimetric analytical method for dietary fibre analysis. Fractions of lignin and/or other compounds (e.g.

| proteic fractions, phenolic compounds, waxes, saponins, phytates, cutin, phytosterols) intimately associated
with plant polysaccharides are often extracted with the polysaccharides in the AOAC 991.43 method. These
substances are included in the definition of fibre insofar as they are actually associated with the poly- or
oligo-saccharidic fraction of fibre. However, when extracted or even re-introduced into a food containing
non-digestible polysaccharides, they cannot be defined as dietary fibre. When combined with polysaccharides,
these associated substances may provide additional beneficial effects.”
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Table 2. Commercially Important Fibers.

Fiber Types

Mostly
Insoluble

" Mostly Soluble
— Low Viscosity

Mostly Soluble
— High Viscosity

Insoluble &
Soluble

Cereal-Based

Oats

X

Wheat

X

Soy

Barley

Brans (wheat, corn)

Brans (oat, rice}

Oat Beta-Glucan

Barley Beta-Glucan

Rye

Flax

Plant-Based

Cellulose

Inulin (various sources)

Cottonseed

Bambo_o

Gums*

Peas

Konjac

Psyllium

Sugarbeet

Potato

Fruits and Vegetables

Citrus

Apple

>

Prunes, Dates, Figs, Raisins

Other

Polydextrose

Resistant Sta_lrches and
Maltodextrins

Modified Cellulose

X

*Gums can be extracted from plants (e.g., gum acacia, gum karaya, iragacanth), seeds (e.g., guar, locust bean gum),
seaweeds (e.g., carrageenan, alginates), microbially fermented gums (e.g., xanthan, gellan)
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Table 3. Analytical Methods for Fibers.

Dietary Fiber
Description

AOAC
Method Number

Comments

More Frequently Used Methods

Total Dietary Fiber

991.43 & 985.29

'These methods analyze foods for insoluble and soluble fiber

sequentially, and then add up the individual values. They
do not quantitate soluble fibers such as inulin, polydextrose,
fructo-oligosaccharides, resistant maltodextrin and all

| resistant starches except RS3 types. They do quantitate

RS3 resistant starches and lignin and associated substances.
991.43 is now more commonly used in the U.S. because it
does not use phosphate buffer and is faster.

Beta—D—Glucané

992.28 & 995.16

Some beta-glucans are bound by insoluble fiber and thus all
soluble fiber in cats and by-products is not beta-glucan and

vice versa; it is more accurate to analyze for beta-D-glucan

for coronary heart disease claim (21CFR 101.81).

Resistant Starch 2002.02 This analyzes for RS2 and RS3 resistant starches only. It
S does not analyze for RS1 and RS4 resistant starches.
Fructans 999.03 & 997.08 | Analyzes for inulin and other fructans such as fructo-

oligosaccharides and oligo-fructans.

TDF (with resistant 2001.03 Analyzes for TDF including resistant maltodextrins.
maltodextrins) ,
Trans-Galacto- 2001.02 Analyzes for TGOS only.
Oligosaccharides
Less Frequently Used Methods
Total Dietary Fiber 994.13 Expensive and thus few users. Information on individual fiber

components obtained.

Total Dietary Fiber

992.46 & 993.21

Less frequently or not used.

Insoluble Fiber

99142

Used in conjunction with 993.19 soluble fiber method.

Soluble Fiber

993.19

Used in conjunction with 991.42 insoluble fiber method.

Table 4. Resistant Starches.

RS Type | Description of Starch Natural Occurrence
RS1 Phuysically entrapped and | Partially milled grains, seeds, and legumes
inaccessible
RS2 Raw granules Native potato starch
RS3 Retrograded, Ready-to-eat breakfast cereals
nongranular, crystalline
RS4 Chemically cross-linked - | Cross-linked starches
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Eating from a diverse range of foods
Reducing consumption of processed food

Supplementing with dietafy supplements

Checking food for allergy(intolerance

'FIBER’S EFFECT ON HEALTH AND DISEASE
Dietary fiber is viewed positively by consumers.
The interest:and confidence that fiber is healthy and

good for you has been steadily increasing over the

last several years (Mehta, 2005; Datamonitor, 2009)
(Figure 1). Most Americans (93%) believe that certain
foods reduce disease or other health concerns.
Consequently, one-third of consumers agree that it
is worth paying a slight premium for foods with extra
nutritional benefits. Consumers agree that fiber is one
of the most important nutrients for health. As a result,
new product introductions with fiber have been
increasing steadily over the years (Datamonitor, 2009)
(Figure 2). _

Obesity continues to increase dramatically in the
United States and worldwide. In 2007, only one U.S.
state (Colorado) had a prevalence of obesity less than
20%. Thirty states had a prevalence equal to or greater
than 25% (CDC, 2008). Obesity and excess body weight
contribute to a wide range of diseases, and consequently
there is a concern it may soon become the number
one cause of death in the United States. Dietary fiber
consumption has been associated with weight loss and
the prevention and reduction in risk of diseases such as
cancer and heart disease (Mehta, 2005). Dietary fiber
provided by a mixed diet is 66% to 75% insoluble and
25% to 33% soluble. Amongst other benefits, insoluble

fiber promotes gastrointestinal health, and soluble fiber
reduces the risk of heart disease.

The United States has one of the lowest consump-
tions of dietary fiber (10 g'to 15 g per day) versus the
recommended Daily Value (DV) of 25 g for a 2,000-
calorie diet. To make a fiber nutrient content claim
of “high,” “rich,” or “excellent source” in the United
States, a food must contain 5 g of fiber (20% of the
DV) per serving. To make a “good source,” “contains,”
or “provides” claim, the food should contain 2.5 g or
more of fiber (10% of the DV). If the food is not low
in total fat, the label must state total fat in conjunction
with the fiber claim. Heart-healthy claims are allowed

* with the use of beta-glucan from oat and barley (0.75

g beta-glucan per serving, 21CFR 101.81), and with
psyllium (1.7 g per serving). )

In Canada, “a source of fiber,” “high source of fiber,”
or “very high source of fiber” claim can be made with
2 g, 4 g, and 6 g total dietary fiber (TDF) per serving
respectively. TDF is defined more fully in Table 1. For
bakery products in Mexico, “a source of” or “contains”
claim requires 1.5 g TDF/100 g and “rich in” requires
3 g/100 g. In Europe, 6 g TDF/100 g food allow a
“high fiber” claim and 3 g allow “a source of” fiber
claim. The European Union has recently developed
suggestions (not regulations) allowing “contains” (3 g)
or “rich in” (6 g) regardless of serving size.

Figure 1. Importance Attached by U.S. Consumers to Faétors That Maintain a Healthy Diet. (Datamonitor, 2009)

Drinking plenty of water

Eating fresh food and drinks
Eating fiber

Reducing saturated fat intake
'Eating whole grain or whole foods

Contrblling calorie intake

Reducing sugar intake

Reducing salt intake
Monitoring carbohydrate intake

Limiting alcohol intake

Eating organic food and drinks
0 100 200

300 400 500 6001 700 800 90O

1000

Important B8 Neutral  [] Unimportant
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Figure 2. New Product Introductions in North America With a “High Fiber” Claim or Tag. (Datamonitor, 2009)
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CONCLUSION \ .

Consuming adequate quantities of dietary fiber can
lead to improvements in gastrointestinal health, and
reduction in susceptibility to diseases such as diverticular
disease, heart disease, cancer, and diabetes. Increased
consumption has also been associated with increased
satiety and weight loss. In spite of these benefits, U.S.
consumers’ average intake of dietary fiberis 10 gto 15
g per day versus a recommended Daily Value of 25 g.
A “good source” or “excellent source” of fiber claim or
a heart-healthy claim can be made in bakery products
when certain specific fiber addition requirements are
met. By carefully selecting the appropriate type and
amount of fiber, bakers can have a significant impact
on the nutritional value of their bakery products.

- Page 6 -
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AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Pt. 301

therefor, take reasonable samples of
the inventory.

[68 FR 72354, Dec. 31, 1998, as amended at 69

FR 254, Jan. 5, 2004]

PART 301—TERMINOLOGY; ADUL-
TERATION AND MISBRANDING
STANDARDS

‘Sec.
301.1 General.
301.2 Definitions.

AUTHORITY: 21 U.S.C. 601-695; 7 U.S.C. 138
1381, 450, 1901-1906; 7 CFR 2.7, 2.18, 2.53.

§301.1 General.

For purposes of this chapter and un-
less otherwise specifically provided by
regulation or required in the context of
particular regulations:

(a) Terms have the meanings set
forth in this part;

(b) The singular form also imports
the plural, and the masculine form also
imports the feminine and vice versa.

{69 FR 254, Jan. 5, 2004]

§301.2 Definitions.

As. used in this subchapter, unless
otherwise required by the context, the
following terms shall be construed, re-
spectively, to mean:

The Act. The Federal Meat Inspection
Act, as amended, (34 Stat. 1260, as
amended, 81 Stat. 584, 84 Stat. 438, 92
Stat. 1069, 21 U.S.C., sec. 601 et seq.).

Adulterated. This term applies to any
carcass, part thereof, meat or meat
food product under one or more of the
following circumstances:

(1) If it bears or contains any such
poisonous or .deleterious substance
which may  render it injurious to
health; but in case the substance is not
an added substance, such article shall
not be considered adulterated under
this clause if the quantity of such sub-
stance in or on such article does not
ordinarily render it injurious to health;

(2)(1) If it bears or contains (by rea-
son of administration of any substance
to the live animal or otherwise) any
added poisonous or added deleterious
substance (other than one which is:

(A) A pesticide chemical in or on a
raw agricultural commodity;

(B) A food additive; or

9 CFR Ch. Il (1-1-12 Edition)

(C) A color additive which may, in
the judgment of the Administrator,
make such article unfit for human
food,; )

(ii) If it is, in whole or in part, a raw
agricultural commodity and such com-
modity bears or contains a pesticide
chemical which is unsafe within the
meaning of section 408 of the Federal
Food, Drug, and Cosmetic Act;

(iii) If it bears or contains any food
additive which is unsafe within the
meaning of section 409 of the Federal
Food, Drug, and Cosmetic Act;

(iv) If it bears or contains any color
additive which is unsafe within the
meaning of section 706 of the Federal
Food, Drug, and Cosmetic Act: Pro-
vided, That an article which is not
deemed adulterated under paragraphs
(aa)(2) (i), (iii), or (iv) of this section
shall nevertheless be deemmed adulter-
ated if use of the pesticide chemical
food additive, or color additive in or on
such article is prohibited by the regu-
lations in this subchapter in official es-
tablishments;

(3) If it consists in whole or in part of
any filthy, putrid, or decomposed sub-
stance or is for any other reason un-
sound, unhealthful, unwholesome, or
otherwise unfit for human food;

(4) If it has been prepared, packed, or
held under unsanitary conditions
whereby it may have become contami-
nated with filth, or whereby it may
have been rendered injurious to health;

(5) If it is, in whole or in part, the

'product of an animal which has died

90

otherwise than by slaughter;
(6) If its container is composed, in
whole or in part, of any poisonous or

deleterious substance which may
render the contents injurious to
health;

(7) If it has been intentionally sub-
jected to radiation, unless the use of
the radiation was in ¢onformity with a
regulation or exemption in effect pur-
suant to section 409 of the Federal
Food, Drug, and Cosmetic Act;

(8) If any valuable constituent has
been in whole or in part omitted or ab-
stracted therefrom; or if any substance
has been substituted, wholly or in part
therefor; or if damage or inferiority
has been concealed in any manner; or if
any substance has been added thereto
or mixed or packed therewith so as to



Food Safety and Inspection Service, USDA

increase its bulk or weight, or reduce
its quality or strength, or make it ap-
pear better or of greater value than it
is; or, .

(9) If it is margarine containing ani-
mal fat and any of the raw material
used therein consisted in whole or in
part of any filthy, putrid, or decom-
posed substance, or is otherwise adul-
terated.

Anesthesia. Loss of sensation or feel-
ing.

Animal food. Any article intended for
use as food for dogs, cats, or other ani-
mals derived wholly, or in part, from
the carcass or parts or products of the
carcass of any livestock, except that
the term animal food as used herein
does not include:

(1) Processed dry animal food or

(2) Livestock or poultry feeds manu-
factured from processed livestock by-
products (such as meatmeal tankage,
meat and bonemeal, bloodmeal, and
feed grade animal fat). .

Animal food manufacturer. Any person
engaged in the business of manufac-
turing or processing animal food.

Artificial coloring. A coloring con-
taining any dye or pigment, which dye
or pigment was manufactured by a
process of synthesis or other similar
artifice, or a coloring which was manu-
factured by extracting a natural dye or
natural pigment from a plant or other

material in which such dye or pigment.

was naturally produced.

Artificial flavoring. A flavoring con-
taining any sapid or aromatic con-
stituent, which constituent was manu-
factured by a process of synthesis or
other similar artifice.

Biological residue. Any substance, in-
cluding metabolites, remaining in live-
stock at time of slaughter or in any of
its tissues after slaughter as the result
of treatment or exposure of thé live-
stock to a pesticide, organic or inor-
ganic compound, hormone, hormone-
like substance, growth promoter, anti-

biotic, anthelmintic, tranquilizer, or
other therapeutic - or prophylactic
agent.

Capable of use as human food. This
term applies to any carcass, or part or
product of a carcass, of any livestock,
unless it is denatured or otherwise
identified as required by the applicable
provisions of §§314.3, 314.10, 325.11, and

91
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325.13 of this subchapter to deter its use
as a human food, or it is naturally in-
edible by humans; e.g., hoofs or horns
in their natural state.

Captive bolt. A stunning instrument
which when activated drives a bolt out
of a barrel for a limited distance.

Carbon diozide. A gaseous form of the
chemical formula CO,.

Carbon dioxide concentration. Ratio of
carbon dioxide gas and atmospheric
air. :

Carcass. All parts, including viscera,
of any slaughtered livestock.

Chemical preservative. Any chemical
that, when added to a meat or meat
food product, tends to prevent or re-
tard deterioration thereof, but does not
include common salt, sugars, vinegars,
spices, or oils extracted from spices or
substances added to meat and meat
food products by exposure to wood
smoke.

Other definitions, if any, that are ap-
plicable only for.purposes of a specific
part of the regulations in this sub-
chapter, are set forth in such part.

Commerce. Commerce between any
State, any Territory, or the District of
Columbia, and any place outside there-
of; or within any Territory not orga-
nized with a legislative body, or the
District of Columbia.

Consciousness. Responsiveness of the
brain to the impressions made by the
senses.

Cutting up. Any division of any car-
cass or part thereof, except that the
trimming of carcasses or parts thereof
to remove surface contaminants is not
considered as cutting up.

Dead livestock. The body (cadaver) of
livestock which has died otherwise
than by slaughter.

Dying, diseased, or disabled livestock.
Livestock which has or displays symp-
toms of having any of the following:

(1) Central nervous system disorder;

(2) Abnormal temperature high or
low); :

(3) Difficult breathing;

(4) Abnormal swellings;

(5) Lack of muscular coordination;

(6) Inability to walk normally or
stand; '

(7) Any of the conditions for which
livestock is required to be ¢condemned



§301.2

on ante-mortem inspection in accord-
ance with the regulations in part 309 of
this subchapter. :

Edible. Intended for use as human
food.

Ezxperimental animal. Any animal used
in any research investigation involving
the feeding or other administration of,
or subjection to, an experimental bio-
~ logical product, drug, or chemical or
any nonexperimental biological prod-
uct, drug, or chemical used in a man-
ner for which it was not intended.

Exrposure time. The period of time an
animal is exposed to an anesthesia-pro-
ducing carbon dioxide concentration. -

Federal Food, Drug, and Cosmetic Act.
The Act so entitled, approved June 25,
1938 (62 Stat. 1040), and Acts amend-
atory thereof or supplementary there-
to. ’

Firm. Any partnership, association,
or other unincorporated business orga-
nization.

Further processing. Smoking, cooking,
canning, curing, refining, or rendering
in an official establishment of product
previously prepared in official estab-
lishments.

Immediate container. The receptacle or
other covering in which any product is
directly contained or wholly or par-
tially enclosed.

Inedible. Adulterated, uninspected, or
not intended for use as human food.

Inhumane slaughter or handling in con-
nection with slaughter. Slaughter or
handling in connection with slaughter
not in accordance with the Act of Au-
gust 27, 1958 (72 Stat. 862; 7 U.S.C. 1901
through 1906, as. amended by the Hu-
mane Methods of Slaughter Act of 1978,
92 Stat. 1069) and part 313 of this sub-
chapter.

““Inspected and passed’ or “U.S. In-
spected and Passed” or “‘U.S. Inspected
and Passed by Department of Agri-
culture”’ (or any authorized abbreviation
thereof). This term means that the
product so identified has been in-
spected and passed under the regula-
tions in this subchapter, and at the
time it was inspected, passed, and iden-
tified, it was found to be not adulter-
ated.

Label. A display of written, printed,
or graphic matter upon the immediate
container (not including package lin-
ers) of any article. ’

9 CFR Ch. 1ll (1-1-12 Edition)

Labeling. All labels and other writ-
ten, printed, or graphic matter:

(1) Upon any article or any of its con-
tainers or wrappers, or

(2) Accompanying such article.

Livestock. Cattle, sheep, swine, goat,
horse, mule, or other equine.

Meat. (1) The part of the muscle of
any cattle, sheep, swine, or goats
which is skeletal or which is found in .
the tongue, diaphragm, heart, or esoph-
agus, with or without the accom-

" panying and overlying fat, and the por-
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tions of bone (in bone-in product such
as T-bone or porterhouse steak), skin,
sinew, nerve, and blood vessels which
normally accompany the muscle tissue
and that are not separated from it in
the process of dressing. As applied to
products of equines, this term has a
comparable meaning.

(i) Meat does not include the muscle
found in the lips, snout, or ears.

(ii) Meat may not include significant
portions of bone, including hard bone
and related components, such as bone
marrow, or any amount of brain,
trigeminal ganglia, spinal cord, or dor-
sal root ganglia (DRQG).

(2) [Reserved]

Meat broker. Any person engaged in
the business of buying or selling car-
casses, parts of carcasses, meat or
meat food products of livestock on
commission, or otherwise negotiating
purchases or sales of such articles
other than for his/her own account or
as an employee of another person.

- Meat byproduct. Any part capable of
use as human food, other than meat,
which has been derived from one or
more cattle, sheep, swine, or goats.
This term, as applied to products of
equines, shall have a meaning com-
parable to that provided in this para-
graph with respect to cattle, sheep,
swine, and goats.

Meat food product. Any article capa-
ble of use as human food which is made
wholly or in part from any meat or
other portion of the carcass of any cat-
tle, sheep, swine, or goats, except those
exempted from definition as a meat
food product by the Administrator in
specific cases or by the regulations in
part 317 of this subchapter, upon a de-
termination that they contain meat or
other portions of such carcasses only in
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a relatively small proportion or his-
torically have not been considered by
consumers as products of the meat food
industry, and provided that they com-
_ ply with any requirements that are im-
posed in such cases or regulations as
conditions of such exemptions to as-
sure that the meat or other portions of
such carcasses contained in such arti-
cles are not adulterated and that such
articles are not represented as meat
food products. This term, as applied to
food products of equines, shall have a
meaning comparable to that provided
in this paragraph with respect to cat-
tle, sheep, swine, and goats.

‘Misbranded. This term applies to any
carcass, part thereof, meat or meat
food product under one or more of the
following circumstances:

(1) If its labeling is false or mis-

leading in any particular;

(2) If it is offered for sale under the
name of another food;

3) If it is an imitation of another
food, unless its label bears, in type of
uniform size and prominence, the word
“imitation” and immediately there-
after, the name of the food imitated;

(4) ‘If its container is so made,
formed, or filled as to be misleading;

(5) If in a package or other container
unless it bears a label showing:

(i) The name and place of business of .

the manufacturer, packer, or dis-
tributor; and -

(i) An accurate statement of the
quantity of the contents in terms of
weight, measure, or numerical count;
except as otherwise provided in part 317
of this subchapter with respect to the
quantity of contents;

(6) If any word, statement, or other
information required by or under au-
thority of the Act to appear on the
label or other labeling is not promi-
nently placed thereon with such con-
spicuousness (as compared with other
words, statements, designs, or devices,
in the labeling) and in such terms as to
render it likely to be read and under-
stood by the ordinary individual under
customary conditions of purchase and
use; '

(7) If it purports to be or is rep-
resented as a food for which a defini-
tion and standard of identity or com-
position has been prescribed by the reg-

§301.2

ulations in part 319 of this subchapter
unless: ’

(i) It conforms to such definition
standard, and

(ii) Its label bears the name of the
food specified in the definition and
standard and, insofar as may be re-
quired by such regulations, the com-
mon names of optional ingredients
(other than spices, flavoring, and color-
ing) present in such food; '

(8): If it purports to be or is rep-
resented as a food for which a standard
or standards of fill of container have
been prescribed by the regulations in
part 319 of this subchapter, and it falls
below the standard of fill of container
applicable thereto, unless its label
bears, in such manner and form as such
regulations specify, a statement that it
falls below such standard;

(9) If it is not subject to the provi-
sions of paragraph (vv)(T)(ii) of this
section unless its label bears:

(i) The common or usual name of the
food, if any there be, and

(ii) In case it is fabricated from two
or more ingredients, the common or
usual name of each such ingredient, ex-
cept as otherwise provided in part 317
of this subchapter;

(10) If it purports to be or is rep-
resented for special dietary uses, unless
its label bears such information con-
cerning its vitamin, mineral, and other
dietary properties as is required by the
regulations in part 317 of this sub-
chapter.

(11) If it bears or contains any artifi-.
cial flavoring, artificial coloring, or
chemical preservative, unless it bears a
label stating that fact; except as other-
wise provided by the regulations in
part 317 of this subchapter; or

(12) If it fails to bear, directly there-
on or on its containers, when required
by the regulations in part 316 or 317 of
this subchapter, the inspection legend
and, unrestricted by any of the fore-
going, such other information as the
Administrator may require in such reg-
ulations to assure that it will not have
false or misleading labeling and that

and

‘the public will be informed of the man-
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ner of handling required to maintain
the article in a wholesome condition.
Nonfood compound. Any substance
proposed for use in official establish-
ments, the intended use of which will



15

FSIS Statement of Interim Labeling Guidance, The Labeling of Factual Statements
on Nutrients in Meat and Poultry Products



Food Safety and inspection Service (FSIS) Statement of
' Interim Labeling Guidance

The Labeling of Factual Statements on Nutrients in Meat and Poultry Products

[This is an interim policy statement and may be withdrawn or modified if information is received by
FSIS that shows that significant consumer confusion exists in this subject area.]

This policy provides guidance on how factual statements can be declared. for nutrients in a serving of
meat or poultry product when the nutrients come from a food that is produced or fortified under the
jurisdiction of the Food and Drug Administration (FDA) for the purpose of improving the overall
nutritional profile of the finished food. Unapproved nutrient content claims (or implied claims) about
specific nutrients, as well as the direct fortification of meat or poultry products, are not permitted.

FSIS has received an increasing number of requests to approve labels that make factual statements about
the amount of various vitamins, minerals and other nutrients present in meat or poultry products. In
accordance with FDAIS fortification policy in Title 21 of the Code of Federal Regulations (CFR),
Section 104.20, FSIS does not permit the addition of nutrient additives (e.g., vitamins and minerals) to
meat and poultry. FSIS continues to believe that the indiscriminate addition of nutrients to meat and.
poultry is not in the best interest of consumers since, to-date, there is no demonstrated need or consensus
in the scientific community that the fortification of meat and poultry is necessary.

FSIS does not object to the addition of foods that are fortified under FDAIS jurisdiction to meat and
poultry products in a Federal establishment (e.g., an enriched spaghetti noodle that is added to a sauce
with meatballs in order to make [$paghetti with meatballs Owhich is under FSIS jurisdiction). Ifa
company intends to make a nutrient content claim or factual statement on the level of the particular
nutrient contributed by the FDA fortified food, FSIS expects that the statement will identify the food
that is the source of the nutrient (e.g., Lenriched pasta is a good source of Calcium, Vitamin D, and
Magnesiuml). Similarly, FSIS does not object to a food produced under FDA[S jurisdiction that
contains a substance not specified in FDAIS fortification policy (e.g., Lycopene, Omega-3 Fatty Acids,
and Lutein) being added to a meat or poultry product as long as the safety of the use of the substance in
meat and poultry products has been established. If a company intends to make a factual statement on the
presence or level of such a substance on the meat or poultry product label, the statement will also need
to identify the food that is source of the nutrient (e.g., (250 mg Omega-3 Fatty Acids per serving from
the Flax seed in crustCor (250 mg of Omega-3 Fatty Acids per serving from fish oil in breading[). This
information on labeling is to inform consumers about what food component has been added to the meat
or poultry product that is the source of the nutrient. Statements of this type would be misleading if the
source of the nutrient is not disclosed because it would create the impression that the meat or poultry is
the source of the substance, which would not be correct. In some situations, however, the feeding
practices employed by the producer would be the reason the substance is present (e.g., feeding flax seed
to cattle and swine can introduce Omega-3 fatty acids to the meat tissue). In this situation, because there’
1s nothing added to the meat after the animal is slaughtered, the source of the source of the substance



would not need to be declared, although presence of the substance should be (e.g. [X mg of Omega-3
fatty acids per servingD).

The addition of an FDA regulated food (e.g., vegetable and fish oils such as menhaden oil, tuna oil,
canola oil, or olive oil) to meat or poultry products cannot be done in a way that conflicts with a FSIS
standard of identity or any other Federal regulation. For example, if a processor wished to add an FDA
regulated seasoning that contains caffeine to meat or poultry, it would not be permitted to do so because
under 21 CFR 182.1180, caffeine is only GRAS for addition to cola-type beverages. In regard to FSIS
food standards of identity, standardized foods such as (Italian Sausage](9 CFR 319.145) and [Ham,
With Natural Juices (9 CFR 319.104) do not provide for the addition of ingredients such as fish and
vegetable oils. If a Federal establishment wishes to formulate a meat or poultry product with a food that
is not provided for in the standard of identity, the common or usual name of the meat or poultry product
will need to be modified to describe the new food so that consumers can distinguish it from the
traditional product (e.g., (Ham with Natural Juices with Olive OilCor [Ttalian Sausage with Menhaden
OilD. ’
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GLOSSARY

and technological constraints, as the level that will provide the greatest
number of at-risk individual with an adequate intake without causing an unac-
ceptable risk of excess intakes in the whole population.

Food commodities are staple foods, condiments and milk.

Fortification is the practice of deliberately increasing the content of an essen-
tial micronutrient, i.e. vitamins and minerals (including trace elements) in a
food, so as to improve the nutritional quality of the food supply and provide
a public health benefit with minimal risk to health.

Legal Minimum level (LmL) is the minimum amount of micronutrient that a -
fortified food must contain according to national regulations and standards.
This value is estimated by adding the intrinsic content of a micronutrient in
the food to the selected level of fortification.

Market-driven fortification refers to the situation where the food manufac-
turer takes the initiative to add one or more micronutrients to processed foods,
usually within regulatory limits, in order to increase sales and profitability.

Mass fortification refers to the addition of micronutrients to foods commonly
consumed by the general public, such as cereals, condiments and milk.

Maximum Tolerable Level (MTL) is the maximum micronutrient content that
a fortified food can present as it is established in food law, in order to mini-
mize the risk of excess intake. It should coincide or be lower than the safety
limit,

Minimum Fortification Level (mFL) is the level calculated by reducing the
Feasible Fortification Level by three standards deviations (or coefficients of
variation) of the fortification process, in order that the average coincides or
is lower than the calculated Feasible Fortification Level.

Monitoring refers to the continuous collection and review of information on
programme implementation activities for the purposes of identifying prob-
lems (such as non-compliance) and taking corrective actions so that the pro-
gramme fulfils its stated objectives.

Nutritional equivalence is achieved when an essential nutrient is added to a
product that is designed to resemble a common food in appearance, texture,
flavour and odour in amounts such that the substitute product has a similar
nutritive value, in terms of the amount and bioavailability of the added essen-
tial nutrient.

Nutrient Reference Values (NRVs) are dietary reference values defined by the
Codex Alimentarius Commission with the aim of harmonizing the labelling
of processed foods. It is a value applicable to all members of the family aged

XxVii



17

9C.FR.§317.354



- §§317.346-317.353

subpart for the mandatory nutrition
labeling program. i

[58 FR 664, Jan. 6, 1993, as amended at 58 FR
47627, Sept. 10, 1993; 60 FR 189, Jan. 3, 1995]

EFFECTIVE DATE NOTE: At 75 FR 82165, Dec.

29, 2010, §317.345 was amended as follows, ef-

fective Jan. 1, 2012. At 76 FR 76890, Dec. 9,
2011, the effectiveness was delayed until Mar.
1, 2012. o

a. Revise the section heading and para-
graphs (a) and (c);

b. Amend paragraph (d) by removing
“should’” and adding, in its place, ‘“‘for prod-
ucts covered in paragraphs (a)(1) and (a)(2)
must’’;

c. Amend paragraph (e) by removing ‘‘its
published form, the Agriculture Handbook
No. 8 series’ and by adding; in its place, “its
released form, the USDA National Nutrient
Database for Standard Reference”, and by
removing ‘‘(including ground beef)”’;

d. Amend paragraph (f) by adding ‘‘pro-
vided’’ after ‘‘nutrition information is”; and

e. Amend paragraph (g) by removing the
phrase ‘‘(including ground beef)”’.

For the convenience of the user, the re-
vised text is set forth as follows:

§317.345 Nutrition labeling of single-ingre-
dient, raw meat products that are not
ground or chopped products described in
§317.301.

(a)(1) Nutrition information on the major
cuts of single-ingredient, raw meat products
identified in §317.344, including those that
have been previously frozen, is required, ei-
ther on their label or at their point-of-pur-
chase, unless exempted under §317.400. If nu-
trition information is presented on the label,
it must be provided in accordance with
§317.309. If nutrition information is pre-
sented at the point-of-purchase, it must be
provided in accordance with the provisions of
this section.

(2) Nutrition information on single-ingre-
dient, raw meat products that are not ground
or chopped meat products described in
§317.301 and are not major cuts of single-in-
gredient, raw meat products identified in
§317.344, including those that have been pre-
viously frozen, may be provided at their
point-of-purchase in accordance with the
provisions of this section or on their label, in
accordance with the provisions of §317.309.

(3) A retailer may provide nutrition infor-
mation at the point-of-purchase by various
methods, such as by posting a sign or by
making the information readily available in
brochures, notebooks, or leaflet form in
close proximity to the food. The nutrition la-
beling information may also be supple-
mented by a video, live demonstration, or
other media. If a nutrition claim is made on
point-of-purchase materials, all of the for-
mat and content requirements of §317.309
apply. However, if only nutrition informa-

9 CFR Ch. Il (1-1-12 Edition)

tion—and not a nutrition claim—is supplied
on point-of-purchase materials, the require-
ments of §317.309 apply, provided, however:

(i) The listing of percent of Daily Value for
the nutrients (except vitamins and minerals
specified in §317.309(c)(8)) and footnote re-
quired by §317.309(d)(9) may be omitted; and

(ii)  The point-of-purchase materials are
not subject to any of the format require-
ments.

* . * * * *

(¢) For the point-of-purchase materials,
the declaration of nutrition information may
be presented in a simplified format as speci-
fied in §317.309(f).

* * * R *
§§ 317.346-317.353 [Reserved]

§317.354 Nutrient content claims for
“good source,” “high,” and “more.”

(a) General requirements. Except as
provided in paragraph (e) of this sec-
tion, a claim about the level of a nutri-
ent in a product in relation to the Ref-
erence Daily Intake (RDI) or Daily Ref-
erence Value (DRV) established for
that nutrient (excluding total carbo-
hydrate) in §317.309(c), may only be
made on the label or in labeling of the
product if:

(1) The claim uses one of the terms
defined in this section in accordance
with the definition for that term;

(2) The claim is made in accordance
with the general requirements for nu-
trient content claims in §317.313; and

(3) The product for which the claim is
made is labeled in accordance with
§317.309.

(b) “High’’ claims. (1) The - terms
“high,” “‘rich in,” or “‘excellent source
of”” may be used on the label or in la-
beling of products, except meal-type
products as defined in §317.313(1), and
main-dish products as defined in
§317.313(m) provided that the product
contains 20 percent or more of the RDI
or the DRV per reference amount cus-
tomarily consumed.

(2) The terms defined in paragraph
(b)(1) of this section may be used on
the label or in labeling of a meal-type
product as defined in  §317.313(1), and
main-dish product as defined in
§317.313(m) provided that:
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(i) The product contains a food that
meets the definition of ‘“high” in para-
graph (b)(1) of this section; and

(ii) The label or labeling clearly iden-
tifies the food that is the subject of the
claim (e.g., ‘“the serving of broccoli in
this meal is high in vitamin C**).

(c) ““Good Source” claims. (1) The
terms ‘‘good source,”’ ‘‘contains,” or
“provides’ may be used on the label or
in labeling of products, except meal-
type products as described in
§317.313(1), and main-dish products as
defined in §317.313(m) provided that the
product contains 10 to 19 percent of the
RDI or the DRV per reference amount
customarily consumed.

(2) The terms defined in paragraph
(¢)(1) of this section may be used on the
label or in labeling of a meal-type
product as defined in §317.313(1), and
main-dish product as defined in
§317.313(m) provided that:

(i) The product contains a food that
meets the definition of ‘‘good source”
in paragraph (c)(1) of this section; and

(ii) The label or labeling clearly iden-
tifies the food that is the subject of the
claim (e.g., ‘““the serving of sweet pota-
toes in this meal is a good source of
fiber’’).

(d) Fiber claims. (1) If a nutrient con-
tent claim is made with respect to the
level of dietary fiber, i.e., that the
product is high in fiber, a good source
of fiber, or that the product contains
“more’’ fiber, and the product is not
“low’> in total fat as defined in
§317.362(b)(2) or, in the case of a meal-
type product or a main-dish product, is
not ‘“‘low” in total fat as defined in
§317.362(b)(3), then the labeling shall
disclose the level .of total fat per la-
beled serving size (e.g., ‘‘contains 12
grams (g) of fat per serving”’); and -

(2) The disclosure shall appear in im-
mediate proximity to such claim and
be in a type size no less than one-half
the size of the claim.

(e) “More” claims. (1) A relative claim
using the terms ‘““more” and ‘“‘added”
may be used on the. label or in labeling
to describe the level of protein, vita-
mins, minerals, dietary fiber, or potas-
sium in a product, except meal-type
products as defined in §317.313(1), and
main-dish products as defined in
§317.313(m) provided that:

§317.354

(i) The product contains at least 10
percent more of the RDI or the DRV
for protein, vitamins, minerals, dietary
fiber, or potassium (expressed as a per-
cent of the Daily Value) per reference
amount customarily consumed than an
appropriate reference product as de-
scribed in §317.313(j)(1); and .

(i) As required in §317.313(j)(2) for
relative claims:

(A) The identity of the reference
product and the percent (or fraction)
that the nutrient is greater.relative to
the RDI or DRV are declared in imme-
diate proximity to the most prominent
such claim (e.g., ‘‘contains 10 percent
more of the Daily Value for fiber than
‘reference product’”’); and

(B) Quantitative information com-
paring the level of the nutrient in the
product per labeled serving size with
that of the reference product that it re-
places is declared adjacent to the most
prominent claim or to the nutrition in-
formation (e.g., “fiber content of ‘ref-
erence product’ is 1 g per serving; ‘this
product’. contains 4 g per serving’’).

(2) A relative claim using the terms
“more” and ‘‘added” may be used on
the label or in labeling to describe the
level of protein, vitamins, minerals, di-
etary fiber, or potassium in meal-type
products as defined in §317.313(1), and
main-dish products as defined in
§317.313(m) provided that:

(i) The product contains at least 10
percent more of the RDI or the DRV
for protein, vitamins, minerals, dietary
fiber, or potassium (expressed as a per-
cent of the Daily Value) per 100 g of
product than an appropriate reference
product as described in §317.313(j)(1);
and

(i) As required in §317.313(3)(2) for
relative claims: :

(A) The identity of the reference
product and the percent (or fraction)
that the nutrient.is greater relative to
the RDI or DRV are declared in imme-
diate proximity to the most prominent
such claim (e.g., “contains 10 percent
more of the Daily Value for fiber per 3
ounces (oz) than does ‘reference prod-
uct’”’), and

(B) Quantitative information com-
paring the level of the nutrient in the -
meal-type product or a main-dish prod-
uct per specified weight with that of
the reference product that it replaces
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is declared adjacent to the most promi-

nent claim or to the nutrition informa-
tion (e.g., “fiber content of ‘reference
product’ is 2 g per 3 oz ‘this product’
contains 5 g per 3 0z”).

[60 FR 189, Jan. 3, 1995, as amended at 69 FR
58802, Oct. 1, 2004]

§317.355 [Reserved]

§317.356 Nutrient content claims for
“light” or “lite.” )

(a) General requirements. A claim
using the terms ‘light” or “lite’” to de-
scribe a product may only be made on
the label or in labeling of the product
if:

(1) The claim uses one of the terms
defined in this section in accordance
with the definition for that term;

(2) The claim is made in accordance
with the general requirements for nu-
trient content claims in §817.313; and

(3) The product for which the claim is
made is labeled in accordance with
§317.309.

(b) “Light”’ claims. The terms “light”’

or “lite’’ may be used on the label or in

labeling of products, except meal-type
products as defined in §317.313(1) and
main-dish products as defined in
§317.313(m), without further qualifica-
tion, provided that:

Q) If the product derives 50 percent
or more of its calories from fat, its fat
content is reduced by 50 percent or
more per reference amount custom-
arily consumed compared to an appro-
priate reference product as described in
§317.813(3)(1); or

(2) If the product derives less than 50
percent of its calories from fat:

(i) The number of calories is reduced
by at least one-third (33% percent) per
reference amount customarily con-
sumed compared to an appropriate ref-
erence product as described - in
§317.813(j)(1); or

(ii) Its fat content is reduced by 50
percent or more per reference amount
customarily consumed compared to the
appropriate reference product as de-
scribed in §317.313())(1); and

(3) As required in § 317.313(3)(2) for rel-
ative claims:

L@ The identity of the reference prod-
uct and the percent (or fraction) that
the calories and the fat were reduced
“are declared in immediate proximity to

9 CFR Ch. Il (1-1-12 Edition)

the most prominent such claim (e.g.,
«1s fewer calories and 50 percent less
fat than the market leader’’); and

(ii) Quantitative information com-
paring the level of calories and fat con-
tent in the product per labeled serving
size with that of the reference product -
that it replaces is declared adjacent to
the most prominent claim or to the nu-
trition information (e.g., ‘‘lite ‘this
product’—200 calories, 4 grams (g) fat;
regular ‘reference product’'—300 cal-
ories, 8 g fat per serving”’); and

(iii) If the labeled product contains
less than 40 calories or less than 3 g fat
per reference amount customarily con-
sumed, the percentage reduction for
that nutrient need not be declared.

(4) A “light” claim may not be made
on a product for which the reference
product meets the definition of “low
fat”’ and “low calorie.”

(e)()(1) A product for which the ref-
erence product contains 40 calories or
Jess and 3 g fat or less per reference
amount customarily consumed may
use-the terms ‘‘light’’ or *lite” without
further qualification if it is reduced by
50 percent or more in sodium content
compared to the reference product; and

(ii) As required in §317.313(j)(2) for
relative claims:

(A) The identity of the reference
product and the percent (or fraction)
that the sodium was reduced are de-
clared in immediate proximity to the
most prominent such claim (e.g., 50
percent less sodium than the market
leader’); and

(B) Quantitative information com-
paring the level of sodium per labeled
serving size with that of the reference
product it replaces is declared adjacent
to the most prominent claim or to the
nutrition information (e.g., “lite ‘this
product’—500 milligrams (mg) sodium
per serving; regular ‘reference prod-
uct’—1,000 mg sodium per serving’’).

(2)(1) A product for which the ref-
erence product contains more than 40
calories or more than 3 g fat per ref-
erence amount customarily consumed
may use the terms ‘light in sodium”
or “lite in sodium’ if it is reduced by
50 percent or more in sodium content
compared to the reference product, pro-
vided that *light” or “lite” is- pre-
sented in immediate proximity with

222



18

9 C.FR. §381.454



Food Safety and Inspection Service, USDA

d. Amend paragraph (f) by adding ‘‘pro-
vided”’ after “nutrition information is’’.

For the convenience of the user, the re-
vised text is set forth as follows:

§381.445 Nutrition labeling of single-ingre-
dient, raw poultry products that are not
ground or chopped products described in
§381.401.

(a)(1) Nutrition information on the major
cuts of single-ingredient, raw poultry prod-
ucts identified in §381.444, including those
that have been previously frozen, is required,
either on their label or at their point-of-pur-

chase, unless exempted under §381.500. If nu-

trition information is presented on the label,
it must be provided in accordance with.the
provisions of §381.409. If nutrition informa-
tion is presented at the point-of-purchase, it
must be provided in accordance with the pro-
visions of this section.

(2) Nutrition information on single-ingre-
dient, raw poultry products that are not
ground or chopped poultry products de-
scribed in §381.401 and are not major cuts of
single-ingredient, raw poultry products iden-
tified in §381.444, including those that have
been previously frozen, may be provided at
their point-of-purchase in accordance with
the provisions of this section or on their
label, in accordance with the provisions of
§381.409.

(3) A retailer may provide nutrition infor-
mation at the point-of-purchase by various
methods, such as by posting a sign or by
making the information readily available in
brochures, notebooks, or leaflet form in
close proximity to the food. The nutrition la-
beling information may also be supple-
mented by a video, live demonstration, or
other media. If a nutrition claim is made on
point-of-purchase materials, all of the for-
mat and content requirements of §381.409
apply. However, if only nutrition informa-
‘tion—and not a nutrition claim—is supplied
on point-of-purchase materials, the require-
ments-of §381.409 apply, provided, however:

(i) The listing of percent of Daily Value for
the nutrients (except vitamins and minerals
specified in §381.409(c)(8)) and footnote re-
quired by §381:409(d)(9) may be omitted; and

(ii) The point-of-purchase materials are
not subject to any of the format require-
ments.

* * * * *

(¢) For the- point-of-purchase materials,
the declaration of nutrition information may
be presented in a simplified format as speci-
" fied in §381.409(f).

* * * * *

§381.454

§§381.446-381.453 [Reserved]

§381.454 Nutrient content claims for
“good source,” “high,” and “more.”

(a) General requirements. Except as
provided in paragraph (e) of this sec-
tion, a claim about the level of a nutri- -
ent in a product in relation to the Ref-
erence Daily Intake (RDI) or Daily Ref-
erence Value (DRV), -established for
that nutrient (excluding total carbo-
hydrate) in §381.409(c), may only be
made on the label or in labeling of the
product if:

(1) The claim uses one of the terms
defined in this section in accordance
with the definition for that term;

(2) The claim is made in accordance
with the general requirements for nu-

" trient content claims in §381.413; and

(3) The product for which the claim is
made is labeled in accordance with
§381.409. -

(b) “High’’ claims. (1) The terms
“high,” “rich in,” or “excellent source
of” may be used on the label or in la-
beling of products, except meal-type
products as defined in §381.413(1) and
main-dish products as defined in -
§381.413(m), provided that the product
contains 20 percent or more of the RDI
or the DRV per reference amount cus-
tomarily consumed.

(2) The terms defined in paragraph
(b)(1) of this section may be used on
the label or in labeling of a meal-type
product as defined in §381.413(1) and
main-dish product as defined in
§381.413(m), provided that:

(i) The product contains a food that
meets the definition of “high” in para-
graph (b)(1) of this section; and

(ii) The label or labeling clearly iden-
tifies the food that is the subject of the
claim (e.g., ‘“‘the serving of broccoli in
this meal is high in vitamin C”’).

(c) *““‘Good Source” claims. (1) The
terms ‘“‘good source,”’ ‘‘contains,” or
“provides’ may be used on the label or
in labeling of products, except meal-
type products as described in §381.413(1)
and main-dish products as defined in
§317.313(m), provided that the product
contains 10 to 19 percent of the RDI or
thée DRV per reference amount custom-
arily consumed. .

(2) The terms defined in paragraph
(c)(1) of this section may be used on the
label or in labeling of a meal-type
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product as defined in §381.413(1) and
main-dish. product as ‘defined in
§381.413(m), provided that:

(i) The product contains a food that
meets the definition of “good source”
in paragraph (c)(1) of this section; and

(ii) The label or labeling clearly iden-
tifies the food that is the subject of the
claim (e.g., ““the serving of sweet pota-
toes in this meal is a good source of
fiber’’).

(d) Fiber claims. (1) If a nutrient con-
tent claim is made with respect to the
level of dietary fiber, i.e., that the
product is high in fiber, a good source
of fiber, or that the product contains
“more” fiber, and the product is not
“low’> in total fat -as defined in
§381.462(b)(2) or, in the case of a meal-
type product or in a main-dish product,
is not “low’ in total fat as defined in

§381.462(b)(3), then the labeling shall °

disclose the level of total fat per la-
beled serving size (e.g., ‘“‘contains 12
grams (g) of fat per serving’’); and

(2) The disclosure.shall appear in im-
mediate proximity to such claim and
be in a type size no less than one-half
the size of the claim.

(e) “More” claims. (1) A relative claim -

using the terms ‘““more” and ‘“‘added”
may be used on the label or in labeling
to describe the level of protein, vita-
mins, minerals, dietary fiber, or potas-
sium in a product, except meal-type
products as defined in §381.413(1) and
main-dish products as defined in
§381.413(m), provided that:

(i) The product contains at least 10
percent more of the RDI or the DRV
for protein, vitamins, minerals, dietary
fiber, or potassium (expressed as a per-
cent of the Daily Value) per reference
amount customarily consumed than an
appropriate reference product as de-
scribed in §381.413(j)(1); and

(ii) As required in §381.413(j)(2) for
relative claims:

(A) The identity of the reference
product and the percent (or fraction)
that the nutrient is greater relative to
the RDI or DRV are declared in imme-
diate proximity to the most prominent
such claim (e.g., ‘‘contains 10 percent
more of the Daily Value for fiber than
‘reference product’ ’); and

(B) Quantitative information com-
paring the level of the nutrient in the
product per labeled serving size with

9 CFR Ch. Il (1-1-12 Edition)

that of the reference product that it re-
places is declared adjacent to the most
prominent claim or to the nutrition in-
formation (e.g., ‘“‘fiber content of ‘ref-
erence product’ is 1 g per serving; ‘this
product’ contains 4 g per serving’’).

(2) A relative claim using the terms
“more” and ‘“‘added” may be used on
the label or in labeling to describe the
level of protein, vitamins, minerals, di-
etary fiber, or potassium in meal-type
products as defined in §381.413(1) and
main-dish products as defined in
§381.413(m), provided that:

(1) The product contains at least 10
percent more of the RDI or the DRV
for protein, vitamins, minerals, dietary
fiber, or potassium (expressed as a per-
cent of the Daily Value) per 100 g of
product than an appropriate reference
product as described in §381.413(j)(1);
and

(ii) As required in §381.413(j)(2) for
relative claims:

(A) The identity of the reference
product and the percent (or fraction)
that the nutrient is greater relative to
the RDI or DRV are declared in imme-
diate proximity to the most prominent
such claim (e.g., ‘“‘contains 10 percent
more of the Daily Value for fiber per 3
ounces (oz) than does ‘reference prod-
uct’”’), and

(B) Quantitative information com-
paring the level of the nutrient in the
meal-type product or in a main-dish
product per specified weight with that
of the reference product that it re-
places is declared adjacent to the most
prominent claim or to the nutrition in-
formation (e.g., “‘fiber content of ‘ref-
erence product’ is 2 g per 3 oz; ‘this
product’ contains 5 g per 3 0z’’).

[60 FR 210, Jan. 3, 1995, as amended at 69 FR
58803, Oct. 1, 2004]

§381.455 [Reserved]

§381.456 Nutrient content claims for
“light” or “lite.”

(a) General requirements. A claim
using the terms ‘‘light” or ‘“lite’ to de-
scribe a product may only be made on
the label or in labeling of the product
if:

(1) The claim uses one of the terms
defined in . this section in accordance
with the definition for that term,;
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(5) The claim may includé informa-
tion on the number of people in the
United States who have coronary heart
disease. The sources of this informa-
tion shall be identified, and it shall be
current information from the National
Center for Health' Statistics, the Na-
tional Institutes of Health, or “Nutri-
tion and Your Health: Dietary Guide-
lines for Americans,” U.S. Department
of Health and Human Services (DHHS)
and U.S. Department of Agriculture
(USDA), Government Printing Office.

(6) The claim may indicate that it is
consistent with ‘“Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,”” DHHS and USDA, Government
Printing Office.

(7) The claim may state that individ-
uals with elevated blood total- or LDL-
cholesterol should consult their physi-
cians for medical advice and treat-
ment. If the claim defines high or nor-
mal blood total- or LDL-cholesterol
levels, then the claim shall state that
individuals with high blood cholesterol
should consult their physicians for
medical advice and treatment.

(e) Model health claims.The following
are model health claims that may be
used in food labeling to describe the re-
lationship between dietary saturated
fat and cholesterol and risk of heart
disease:

(1) While many factors affect heart
disease, diets low in saturated fat and
cholesterol may reduce the risk of this
disease;

(2) Dévelopment of heart disease de-
pends upon many factors, but its risk
may be reduced by diets low in satu-
rated fat and cholesterol and healthy
lifestyles; :

(3) Development of heart disease de-
pends upon many factors, including a
family history of the disease, high
blood LDL-cholesterol, diabetes, high
blood pressure, being overweight, ciga-
rette smoking, lack of exercise, and
the type of dietary pattern. A healthful
diet low in saturated fat, total fat, and
cholesterol, as part of a healthy life-
style, may lower blood cholesterol lev-
els and may reduce the risk of heart
disease; ’ ’

(4) Many factors, such as a family
history of the disease, increased blood-
and LDL-cholesterol levels, high blood
pressure, cigarette smoking, diabetes,

§101.76

and being overweight, contribute to de-
veloping heart disease. A diet low in
saturated fat, cholesterol, and total fat
may help reduce the risk of heart dis-
ease; and '

(6) Diets low in saturated fat, choles-
terol, and total fat may reduce the risk
of heart disease. Heart disease is de-
pendent upon many factors, including
diet, a family history of the disease,
elevated blood LDL-cholesterol levels,
and physical inactivity.

[58 FR 2757, Jan. 6, 1993]

§101.76 Health claims: fiber-con-
taining grain products, fruits, and
vegetables and cancer.

(a) Relationship between diets low in
fat and high in fiber-containing grain
products, fruits, and vegetables and can-
cer risk. (1) Cancer is a constellation of
more than 100 different diseases, each
characterized by the uncontrolled
growth and spread of abnormal cells.
Cancer has many causes and stages in
its development. Both genetic and en-
vironmental risk factors may affect
the risk of cancer. Risk factors include:
A family history of a specific type of
cancer, cigarette smoking, overweight
and obesity, alcohol consumption, ul-
traviolet or ionizing radiation, expo-
sure to cancer-causing chemicals, and
dietary factors.

(2) The scientific evidence establishes
that diets low in fat and high in fiber-
containing grain products, fruits, and.
vegetables are associated with a re-
duced risk of some types of cancer. Al-
though the specific role of total dietary
fiber, fiber components, and the mul-
tiple nutrients and other substances
contained in these foods are not yet
fully understood, many studies have
shown that diets low in fat and high in
fiber-containing foods are associated
with reduced risk of some types of can-
cer.

(b) Significance of the relationship be-
tween consumption of diets low in fat and
high in fiber-containing grain products,
Sruits, and vegetables and risk of cancer.
(1) Cancer is ranked as a leading cause
of death in the United States. The
overall economic costs of cancer, in-
cluding direct health care costs and
losses due to morbidity and mortality,
are very high.
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(2) U.S. diets tend to be high in fat
and low in grain products, fruits, and
~ vegetables. Studies in various parts of
the world indicate that populations
who habitually consume a diet high in
plant foods have lower risks of some
cancers. These diets generally are low
in fat and rich in many nutrients, in-
cluding, but not limited to, dietary
fiber. Current dietary guidelines from
Federal government agencies and na-
tionally recognized health professional
organizations recommend decreased
consumption of fats (less than 30 per-
cent of calories), maintenance of desir-
able body weight, and increased con-
sumption of fruits and vegetables (five
or more servings daily), and grain prod-
ucts (six or more servings daily).

(c) Requirements. (1) All requirements
set forth in §101.14 shall be met.

(2) Specific requirements—({) Nature of
the claim. A health claim associating
diets low in fat and high in fiber-con-
taining grain products, fruits, and
vegetables with reduced risk of cancer
may be made on the label or labeling of
a food described in paragraph (¢)(2)(ii)
of this section, provided that:

(A) The claim states that diets low in
fat and high in fiber-containing grain
products, fruits, and vegetables ‘“may’’
or “might” reduce the risk of some
cancers;

(B) In specifying the disease, the
claim uses the following terms: ‘“‘some
types of cancer,” or ‘‘some cancers’’;

(C) The claim is limited to grain
products, fruits, and vegetables that
contain dietary fiber; . .

(D) The claim indicates that develop-
ment of cancer depends on many fac-
tors;

(E) The claim does not attribute any
degree of cancer risk reduction to diets
low in fat and high in fiber-containing
grain products, fruits, and vegetables;

(F) In specifying the dietary fiber
component of the labeled food, the
claim uses the term “‘fiber”, ‘‘dietary
fiber” or ‘“‘total dietary fiber’’; and

(G) The claim does not specify types
of dietary fiber that may be related to
risk of cancer.

(ii) Nature of the food. (A) The food
shall be or shall contain a grain prod-
uct, fruit, or vegetable.

21 CFR Ch. | (4-1-11 Edition)

(B) The food shall meet the nutrient
content requirements of §101.62 for a
“low fat” food. .

(C) The food shall meet, without for-
tification, the nutrient content re-
quirements of §101.54 for a ‘“good
source” of dietary fiber.

(d) Optional information. (1) The claim
may include information from para-

-graphs (a) and (b) of this section, which

summarize the relationship between
diets low in fat and high in fiber-con-
taining grain products, fruits, and
vegetables, and some types of cancer
and the significance of the relation-
ship.

(2) The claim may identify one or
more of the following risk factors for
development of cancer: Family history
of a specific type of cancer, cigarette
smoking, overweight and obesity, alco-
hol consumption, ultraviolet or ion-
izing radiation, exposure to cancer
causing chemicals, and dietary factors.

(3) The claim may indicate that it is
consistent with ‘Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,” U.S. Department of Agriculture
(USDA) and Department of Health and
Human Services (DHHS), Government

' ~ Printing Office.

(4) The claim may include informa-
tion on the number of people in the
United States who have cancer. The
sources of this information must be
identified, and it must be current infor-
mation from the National Center for
Health Statistics, the National Insti-
tutes of Health, or ‘“Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,” USDA and DHHS, Government
Printing Office.

(e) Model health claims. The following
model health claims may be used in.
food labeling to characterize the rela-
tionship between diets low in fat and
high in fiber-containing grain products,
fruits, and vegetables and cancer risk:

(1) Low fat diets rich in fiber-con-
taining grain products, fruits, and
vegetables may reduce the risk of some
types of cancer, a disease associated
with many factors. )

(2) Development of cancer depends on
many factors. Eating a diet low in fat
and high in grain products, fruits, and
vegetables that contain dietary fiber
may reduce your risk of some cancers.

[58 FR 2548, Jan. 6, 1993]
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§101.77 Health claims: fruits, vegeta-
bles, and grain products that con-
tain fiber, particularly soluble fiber,
and risk of coronary heart disease.

(a) Relationship between diets low in
saturated fat and cholesterol and high in

fruits, vegetables, and grain products that .

contain fiber, particularly soluble fiber,
and risk of coronary heart disease. (1)
‘Cardiovascular disease means diseases
of the heart and circulatory system.
Coronary heart disease is the most
common and serious form of cardio-
vascular disease and refers to diseases
of the heart muscle and supporting
blood vessels. High blood total- and low
density lipoprotein (LDL)- cholesterol
levels are major modifiable risk factors
in the development of coronary-heart
disease. High coronary heart disease
rates occur among people with high
blood cholesterol levels of 240 milli-
grams per deciliter (mg/dL) (6.21
(mmol/L)) or above and LDL-choles-
terol levels of 160 mg/dL (4.13 mmol/L)
or above. Borderline high risk blood
cholesterol levels range from 200 to 239
mg/dL (5.17 to 6.18 mmol/L) and 130 to
159 mg/dL (3.36 to 4.11 mmol/L:) of LDL-
cholesterol. Dietary lipids (fats) in-
clude fatty acids and cholesterol. Total
fat, commonly referred to as fat, is
composed of saturated fat (fatty acids
containing no double bonds), and
monounsaturated and polyunsaturated
fat (fatty acids containing one or more
double bonds).

* (2) The scientific evidence establishes
that diets high in saturated fat and
cholesterol are associated with in-
creased levels of blood total- and LDL-
cholesterol and, thus, with increased
risk of coronary heart disease. Diets
low in saturated fat and cholesterol are
associated with decreased levels of
blood total- and LDL-cholesterol, and
thus, with decreased risk of developing
coronary heart disease.

- (3) Populations with relatively low
blood cholesterol levels tend to have
dietary patterns that are not only low
in total fat, especially saturated fat
and cholesterol, but are also relatively
high in fruits, vegetables, and grain
- products. Although the specific roles of
these plant foods are not yet fully un-
derstood, many studies have shown
that diets high in plant foods are asso-
ciated with reduced risk of coronary

§101.77

heart disease. These studies correlate
diets rich in fruits, vegetables, and
grain products and nutrients from
these diets, such as some types of fiber,
with reduced coronary heart disease
risk. Persons consuming these diets
frequently have high intakes of dietary

fiber, particularly soluble fibers. Cur-

rently, there is not scientific agree-
ment as to whether a particular type of
soluble fiber is beneficial, or whether
the observed protective effects of
fruits, vegetables, and grain products
against heart disease are due to other
components, or a combination of com-
ponents, in these diets, including, but
not necessarily limited to, some types
of soluble fiber, other fiber compo-
nents, other characteristics of the com-
plex carbohydrate content of these
foods, other nutrients in these foods, or
displacement of saturated fat and cho-
lesterol from the diet.

(b) Significance of the relationship be-
tween diets low in saturated fat and cho-
lesterol, and high in fruits, vegetables,
and grain products that contain fiber,
particularly soluble fiber, and risk of cor-
onary heart disease. (1) Coronary heart
disease is a major public health con-
cern in the United States, primarily
because it accounts for more deaths
than any other disease or group of dis-
eases. Barly management of risk fac-
tors for coronary heart disease is a
major public health goal that can as-

~ sist in reducing risk of coronary heart

disease. There is a continuum of mor-
tality risk from coronary heart disease
that increases with increasing levels of
blood LDL-cholesterol. Individuals
with high blood LDL-cholesterol are at
greatest risk. A larger number of indi-
viduals with more moderately elevated
cholesterol also have increased risk of
coronary events; such individuals com-
prise a substantial proportion of the
adult U.S. population. The scientific
evidence indicates that reducing satu-
rated fat and cholesterol intakes low-
ers blood LDL-cholesterol and risk of
heart disease in most individuals, in-
cluding persons with blood cholesterol
levels in the normal range. Addition-
ally, consuming diets high in fruits,
vegetables, and grain products, foods
that contain soluble fiber, may be a
useful adjunct to a low saturated fat
and low cholesterol diet.
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(2) Other risk. factors for coronary
heart disease include a family history
of heart disease, high blood pressure,
diabetes, cigarette smoking, obesity
(body weight 30 percent greater than
ideal body weight), and lack of regular
physical exercise.

(3) Intakes of saturated fat exceed
recommended levels in many people in
the United States. Intakes of choles-
terol are, on average, at or above rec-

ommended levels. Intakes of fiber-con--

taining fruits, vegetables, and grain
products are about half of rec-
ommended intake levels. One of the

major public health recommendations
relative to coronary heart disease risk
is to consume less. than 10 percent of
calories from saturated fat, and an av-
erage of 30 percent or less of total cal-
ories from all fat. Recommended daily
cholesterol intakes are 300 mg or less
per day. Recommended total dietary
fiber intakes are about 25 grams (g)
daily, of which about 25 percent (about
6 g) should be soluble fiber.

(4) Current dietary guidance rec-
ommendations encourage decreased
consumption of dietary fat, especially
saturated fat and cholesterol, and in-
creased consumption of fiber-rich foods
to help lower blood LDL-cholesterol
levels. Results of numerous studies
have shown that fiber-containing
‘fruits, vegetables, and grain products
can help lower blood LDL-cholesterol.

(¢) Requirements. (1) All requirements
set forth in §101.14 shall be met.

(2) Specific requirements—(i) Nature of
the claim. A health claim associating
diets low in saturated fat and choles-
terol and high in fruits, vegetables, and
grain products that contain fiber, par-
ticularly soluble fiber, with reduced
risk of heart disease may be made on
the label or labeling of a food described
in paragraph (¢)(2)(ii) of this section,
provided that:

(A) The claim states that diets low in
saturated fat and cholesterol and high
in fruits, vegetables, and grain prod-
ucts that contain fiber “may” or
“might’’ reduce the risk of heart dis-
ease;

(B) In specifying the disease, the
claim uses the following terms: “heart
disease’ or ‘‘coronary heart disease;”’

21 CFR Ch. | (4-1-11 Edition)

(C) The claim is limited to those
fruits, vegetables, and grains that con-
tain fiber;

(D) In specifying the dietary fiber,
the claim uses the term “‘fiber,” ‘die-
tary fiber,” ‘some types of dietary
fiber,” ‘“‘some dietary fibers,’”’ or ‘“‘some
fibers;”” the term ‘‘soluble fiber’’ may
be used in addition to these terms;

(E) In specifying the fat component,
the claim uses the terms ‘‘saturated
fat” and ‘“‘cholesterol;” and

(F) The claim indicates that develop-

‘ment of heart disease depends on many

factors; and

(G) The claim does not attribute any
degree of risk reduction for coronary
heart disease to diets low in saturated
fat and cholesterol and high in fruits,
vegetables, and grain products that
contain fiber. _

(i1) Nature of the food. (A) The food
shall be or shall contain a fruit, vege-
table, or grain product.

(B) The food shall meet the nutrient
content requirements of §101.62 for a
“low saturated fat,” ‘‘low cholesterol,”
and ‘“low fat” food.

(C) The food contains, without for-
tification, at least 0.6 g of soluble fiber
per reference amount customarily con-
sumed;

(D) The content of soluble fiber shall
be declared in the nutrition informa-
tion panel, consistent with
§101.9(c)(B)(A)(A).

(d) Optional information. (1) The claim
may identify one or more of the fol-
lowing risk factors for heart disease
about which there is general scientific
agreement: A family history of coro-
nary heart disease, elevated blood-,
total- and LDL-cholesterol, excess
body weight, high blood pressure, ciga-
rette smoking, diabetes, and physical
inactivity. '

(2) The claim may indicate that the
relationship of diets low in saturated
fat and cholesterol, and high in fruits,
vegetables, and grain products that
contain fiber to heart disease is
through the intermediate link of
‘“blood cholesterol” or ‘blood total-
and LDL-cholesterol.”

(8) The claim may include informa-
tion from paragraphs (a) and (b) of this
section, which summarize the relation-
ship between diets low in saturated fat
and cholesterol and high in fruits,

134



Food and Drug Administration, HHS

vegetables, ‘and grain products that
contain fiber and coronary heart dis-
ease, and the significance of the rela-
tionship.

(4) In specifying the nutrients, the
claim may include the term ‘“‘total fat”
in addition to the terms ‘‘saturated
fat’’ and ‘““‘cholesterol.”

(8) The claim may indicate that it is
consistent with ‘‘Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,” U.S. Department of ‘Agriculture
(USDA) and Department of Health and
Human Services (DHHS), Government
Printing Office (GPO).

(6) The claim may state that individ-
uals with elevated blood total- and
LDL-cholesterol should consult their
physicians for medical advice and
treatment. If the claim defines high or
normal blood total- and LDL-choles-
terol levels, then the claim shall state
that individuals with high blood cho-
lesterol should consult their physicians
for medical advice and treatment.

(7) The claim may include informa-
tion on the number of people in the
United States who have heart disease.
The sources of this information shall
be identified, and it shall be current in-
formation from the National Center for
Health Statistics, the National Insti-
tutes of Health, or “Nutrition and Your

Health: Dietary Guidelines for Ameri-

cans,”” USDA and DHHS, GPO.

(e) Model health claims. The following
model health claims may be used in
food labeling to characterize the rela-
tionship between diets low in saturated
fat and cholesterol and high in fruits,
vegetables, and grain products that
contain soluble fiber:

(1) Diets low in saturated fat and
cholesterol and rich in fruits, vegeta-
bles, and grain products that contain
some types of dietary fiber, particu-
larly soluble fiber, may reduce the risk
of heart disease, a disease associated
with many factors.

(2) Development of heart disease de-
pends on many factors. Eating a diet
low in saturated fat and cholesterol
and high in fruits, vegetables, and
grain products that contain fiber may
lower blood cholesterol levels and re-
duce your risk of heart disease.

[58 FR 2578, Jan. 6, 1993]
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§101.78 Health claims: fruits and vege-
tables and cancer. :

(a) Relationship between substances in
diets low in fat and high in fruits and
vegetables and cancer risk. (1) Cancer is
a constellation of more than 100 dif-
ferent diseases, each characterized by
the uncontrolled growth and spread of
cells. Cancer has manhy
causes and stages in its development.
Both genetic and environmental risk
factors may affect the risk of cancer.
Risk factors include a family history of
a specific type of cancer, cigarette
smoking, alcohol consumption, over-
weight and obesity, ultraviolet or ion-
izing radiation, exposure to cancer-
causing chemicals, and dietary factors.

(2) Although the specific roles of the
numerous potentially protective sub-
stances in plant foods are not yet un-
derstood, many studies have shown
that diets high in plant foods are asso-
ciated with reduced risk of some types
of cancers. These studies correlate
diets rich in fruits and vegetables and
nutrients from these diets, such as vi-
tamin C, vitamin A, and dietary fiber,
with reduced cancer risk. Persons con-
suming these diets frequently have
high intakes of these nutrients. Cur-
rently, there is not scientific agree-
ment as to whether the observed pro-
tective effects of fruits and vegetables
against cancer are due to a combina-
tion of the nutrient components of
diets rich in fruits and vegetables, in-
cluding but not necessarily limited to
dietary fiber, vitamin A (as beta-caro-
tene) and vitamin C, to displacement of
fat from such diets, or to intakes of
other substances in these foods which
are not nutrients but may be protec-
tive against cancer risk. .

(b) Significance of the relationship be-
tween consumption of diets low in fat and
high in fruits and vegetables and risk of
cancer. (1) Cancer is ranked as a leading
cause of death in the United States.
The overall economic costs of cancer,
including direct health care costs and
losses due to morbidity and mortality,
are very high. .

(2) U.S. diets tend to be high in fat
and low in fruits and vegetables. Stud-
ies in various parts of the world indi-
cate that. populations who habitually
consume a diet high in plant foods have
lower risks of some cancers. These
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snacks can promote tooth decay. The
sugar alcohol [name, optional] used to
sweeten this food may reduce the risk
of dental caries.

(ii) Frequent between-meal consump-
tion of foods high in sugars and starch-
es promotes tooth decay. The sugar al-
cohols in [name of food] do not pro-
mote tooth decay.

(iii) Frequent eating of foods high in
sugars and starches as between-meal
snacks can promote tooth decay.
[Name of sugar from  paragraph
(¢)(2)(A1)XB) of this section], the sugar

" used to sweeten this food, unlike other
sugars, may reduce the risk of dental
caries. )

(iv) Frequent between-meal consump-
tion of foods high in sugars and starch-
es promotes tooth decay. [Name of
sugar from paragraph (¢)(2)3i)B) of
this section], the sugar in [name of
food], unlike other sugars, does not
promote tooth decay.

(v) Frequent eating of foods high in
sugars and starches as between-meal
snacks can promote. tooth decay.
Sucralose, the sweetening ingredient
used to sweeten this food, unlike sug-
ars, does not promote tooth decay.

(2) Example of the shortened claim
for small packages:

(i) Does not promote tooth decay.

(ii) May reduce the risk of tooth
decay. '

(iii) [Name of sugar from paragraph
(©)(2)(i1)(B) of this section] sugar does
not promote tooth decay.

(iv) [Name of sugar from paragraph
(C)(2)(i1)(B) of this section] sugar may
reduce the risk of tooth decay.

[61 FR 43446, Aug. 23, 1996, as amended at 62
FR 63655, Dec. 2, 1997; 66 FR 66742, Dec. 27,
2001; 67 FR 71470, Dec. 2, 2002; 71 FR 15563,
Mar. 29, 2006; 72 FR, 52789, Sept. 17, 2007]

§101.81 Health claims: Soluble fiber
from certain foods and risk of coro-
nary heart disease (CHD).

(a) Relationship between diets that are
low in saturated fat and cholesterol and
that include soluble fiber from certain
foods and the risk of CHD. (1) Cardio-
vascular disease means diseases of the
heart and circulatory system. Coro-
nary heart disease (CHD) is one of the
most common and serious forms of car-
diovascular disease and refers to dis-
eases of the heart muscle and sup-

21 CFR Ch. I (4-1-11 Edition)

‘porting blood vessels. High blood total
cholesterol and low density lipoprotein
(LDL)-cholesterol levels are associated
with increased risk of developing coro-
nary heart disease. High CHD rates
occur among people with high total
cholesterol levels of 240 milligrams per
deciliter (mg/dL) (6.21 (mmol/L)) or
above and LDL-cholesterol levels of 160
mg/dL (4.13 mmol/L) or above. Border-
line high risk total cholesterol levels
range from 200 to 239 mg/dL (5.17 to 6.18
mmol/L) and 130 to 159 mg/dL (3.36 to
4.11 mmol/L) of LDL-cholesterol. The
scientific evidence establishes that
diets high in saturated fat and choles-
terol are associated with increased lev-
els of blood total- and LDL-cholesterol
and, thus, with increased risk of CHD.

(2) Populations with a low incidence
of CHD tend to have relatively low
blood total cholesterol and LDL-cho-
lesterol levels. These populations also
tend to have dietary patterns that are
not only low in total fat, especially
saturated fat and cholesterol, but are .
also relatively high in fiber-containing
fruits, vegetables, and grain products,
such as whole oat products.

(3) Scientific evidence demonstrates
that diets low in saturated fat and cho-

‘lesterol may reduce the risk of CHD.

Other evidence demonstrates that the
addition of soluble fiber from certain
foods to a diet that is low in saturated
fat and cholesterol may also help to re-
duce the risk of CHD.

(b) Significance of the relationship be-
tween diets that are low in saturated fat
and cholesterol and that include soluble
fiber from certain foods and the risk of
CHD. (1) CHD is a major public health
concern in the United States. It ac-
counts for more deaths than any other
disease or group of diseases. Barly
management of risk factors for CHD is
a major public health goal that can as-
sist in reducing risk of . CHD. High
blood total and LDL-cholesterol are
major modifiable risk factors in the de-
velopment of CHD.

(2) Intakes of saturated fat exceed
recommended levels in the diets of
many people in the United States. One
of the 'major public health rec-
ommendations relative to CHD risk is -
to consume less than 10 percent of cal-
ories from saturated fat and an average
of 30 percent or less of total calories
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from all fat. Recommended daily cho-
lesterol intakes are 300 milligrams
(mg) or less per day. Scientific evi-
dence demonstrates that diets low in
saturated fat and cholesterol are asso-
ciated with lower blood total- and
LDIL-cholesterol levels. Soluble fiber
from certain foods, when included in a
low saturated fat and cholesterol diet,
also helps to lower blood total- and
LDL-cholesterol levels.

(c) Requirements. (1) All requirements
set forth in §101.14 shall be met. The
label and labeling of foods containing
psyllium husk shall be consistent with
the provisions of §101.17(f).

(2) Specific requirements—(i) Nature of

the claim. A health claim associating

diets that are low in saturated fat and
cholesterol and that include soluble
fiber from certain foods with reduced
risk of heart disease may be made on
the label or labeling of a food described
in paragraph (c)(2)(iii) of this section,
provided that: :

(A)-The claim states that diets that
are low in saturated fat and cholesterol
and that include soluble fiber from cer-
tain foods ‘“‘may’” or ‘‘might’’ reduce
the risk of heart disease.

(B) In specifying the disease, the
claim uses the following terms: ‘“‘heart
disease’’ or ‘“‘coronary heart disease’’;

(C) In specifying the substance, the
claim uses the term ‘‘soluble fiber”
qualified by the name of the eligible

~source of soluble fiber (provided in
paragraph (c)(2)(ii)) of this section. Ad-
ditionally, the claim may use the name
of the food product that contains the
eligible source of soluble fiber;

(D) In specifying the fat component,
the claim uses the terms ‘“saturated
fat’’ and ‘‘cholesterol’’;

(E) The claim does not attribute any
degree of risk reduction for CHD to
diets that are low in saturated fat and
cholesterol and' that include soluble
fiber from the eligible food sources
from paragraph (¢)(2)(ii) of this section;
and )

(F) The claim does not imply that
consumption of diets that are low in
saturated fat and cholesterol and that
include soluble fiber from the eligible
food sources from paragraph (¢)(2)(ii) of
this section is the only recognized
means of achieving a reduced risk of
CHD.

§101.81

(G) The claim specifies the daily die-
tary intake of the soluble fiber source:
that is necessary to reduce the risk of
coronary heart disease and the con-
tribution one serving of the product
makes to the specified daily dietary in-
take level. Daily dietary intake levels
of soluble fiber sources listed in para-
graph (¢)(2)(ii) of this section that have
been associated with reduced risk coro-
nary heart disease are:

(I) 3 g or more per day of B-glucan
soluble fiber from either whole oats or
barley, or a combination of whole oats
and barley.

(2) 7 g or more per day of soluble fiber
from psyllium seed husk.

(ii) Nature of the substance—Eligible

sources of soluble fiber. (A) Beta (B)
glucan soluble fiber from the whole oat
and barley sources listed below. j-
glucan soluble fiber will be determined
by method No. 992.28 from the ‘‘Official
Methods of Analysis of the AOQOAC
INTERNATIONAL;” 16th ed. (1995),
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies may be obtained
from the AOAC INTERNATIONAL, 481
North Frederick Ave., suite 500, Gai-
thersburg, MD 20877, or may be exam-
ined at the Center for Food Safety and
Applied Nutrition’s Library, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the National Archives .and
Records Administration (NARA). For
information on the availability of this
material at NARA,; call 202-741-6030, or
g0 to: hittp:/fwww.archives.gov/
federal__register/
code__of__federal _regulations/
ibr__locations.himl;
(1) Oat bran. Oat bran is produced by
grinding clean oat groats or rolled oats
and separating the resulting oat flour
by suitable means into fractions such
that the oat bran fraction is not more
than 50 percent of the original starting
material and provides at least 5.5 per-
cent (dry weight basis (dwb)) B-glucan
soluble fiber and a total dietary fiber
content of 16 percent (dwb), and such
that at least one-third of the total die-
tary fiber is soluble fiber; )

(2) Rolled oats. Rolled oats, also
known as oatmeal, produced from 100
percent dehulled, clean oat groats by
steaming, cutting, rolling, and flaking,
and provides at least 4 percent (dwb) of
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B-glucan soluble fiber and a total die-
. tary fiber content of at least 10 per-
cent. )

(3) Whole oat flour. Whole oat flour is
produced from 100 percent dehulled,
clean oat groats by steaming and
grinding, such that there is no signifi-
cant loss of oat bran in the final prod-
uct, and provides at least 4 percent
(dwb) of B-glucan soluble fiber and a
total dietary fiber content of at least
10 percent (dwb).

(4) Oatrim. The soluble fraction of
alpha-amylase hydrolyzed oat bran or
whole oat flour, also known as oatrim.
Oatrim 'is produced from either oat
bran as defined in paragraph
(C)(2)({1)(AX(I) of this section or whole
oat flour as defined in paragraph
(©)2)(11)(A)X3) of this section by
solubilization of the starch in the
starting material with an alpha-amy-
lase hydrolysis process, and then re-
moval by centrifugation of the insol-
uble components consisting of a high
portion of protein, lipid, insoluble die-
tary fiber, and the majority of the fla-
vor and color components of the start-
ing material. Oatrim shall have a beta-
glucan soluble fiber content up to 10
percent (dwb) and niot less than that of
the starting material (dwb).

(5) Whole grain barley and dry milled
barley. Dehulled and hull-less whole
grain barley with a B-glucan soluble
fiber content of at least 4 percent (dwb)
and a total dietary fiber content of at
least 10 percent (dwb). Dry milled bar-
ley grain products include barley bran,
barley flakes, barley grits, pearl bar-
ley, barley flour, barley meal, and
sieved barley meal that are produced
from clean, sound dehulled or hull-less
barley grain using standard dry milling
techniques, which may include steam-
ing or tempering, and that contain at
least 4 percent (dwb) of B-glucan solu-
ble fiber and at least 8 percent (dwb) of
total dietary fiber, except barley bran
and sieved barley meal for which the
minimum B-glucan soluble fiber con-
tent is 5.5 percent (dwb) and minimum
total dietary fiber content is 15 percent
(dwb). Dehulled barley, hull-less bar-
ley, barley bran, barley flakes, barley
grits, pearl barley, and barley flour are
as defined in the Barley Glossary
(AACC Method 55-99), published in Ap-
proved Methods of the American Asso-

. porated by reference
-with 5 U.S.C. 552(a) and 1 CFR part 51.
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ciation of Cereal Chemists, 10th ed.
(2000), pp. 1 and 2, which is incor-
in accordance

Copies may be obtained from the Amer-
ican Association of Cereal Chemists,
Inc., 3340 Pilot Knob Rd., St. Paul, Min-
nesota, 55121, or may be examined at
the Center for Food Safety and Applied
Nutrition Library, 5100 Paint Branch
Pkwy., College Park, MD 20740, or at
the National Archives and Records Ad-
ministration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to: htip:/
www.archives.gov/federal__register/
code__of__federal regulations/
ibr__locations.html. Barley meal is
unsifted, ground barley grain not sub-
jected to any processing to separate
the bran, germ, and endosperm. Sieved
barley meal is an endosperm cell wall-
enriched fraction of ground barley sep-
arated from meal by sieving or by air
classification.

(6) Barley betafiber. Barley betafiber
is the ethanol precipitated soluble frac-
tion of cellulase and alpha-amylase
hydrolyzed whole grain barley. Barley
betafiber is produced by hydrolysis of
whole grain barley flour, as defined in
paragraph (c)(@)(Ii1)(A)S) of this sec-
tion, with a cellulase and alpha-amy-
lase enzyme preparation, to produce a
clear aqueous extract that contains
mainly partially hydrolyzed beta-
glucan and substantially hydrolyzed
starch. The soluble, partially
hydrolyzed beta-glucan 1is separated
from the insoluble material by cen-
trifugation, and after removal of the
insoluble material, the partially
hydrolyzed beta-glucan soluble fiber is
separated from the other soluble com-
pounds by precipitation with ethanol.
The product is then dried, milled and
sifted. Barley betafiber shall have a
beta-glucan soluble fiber content of at
least 70 percent on a dry weight basis.

(B)) Psyllium husk from the dried
seed coat (epidermis) of the seed of
Plantago (P.) ovata, known as blond
psyllium or Indian psyllium, P. indica,
or P. psyllium. To qualify for this
claim, psyllium seed husk, also known
as psyllium husk, shall have a purity of
no less than 95 percent, such that it
contains 3 percent or less protein, 4.5
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percent or less of light extraneous mat-
ter, and 0.5 percent or less of heavy ex-
traneous matter, but in no case may
the combined extraneous matter ex-
ceed 4.9 percent, as determined by U.S.
Pharmacopeia (USP) methods de-
scribed in USP’s ‘“The National For-
mulary,” USP 23, NF 18, p. 1341, (1995),

which is incorporated by reference in.

accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies may be obtained
from the U.S. Pharmacopeial Conven-
tion, Inc., 12601 Twinbrook Pkwy.,
Rockville, MD 20852, or may be exam-
ined at the Center for Food Safety and
Applied Nutrition’s Library, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: hitp://www.archives.gov/
federal _register/

code__of federal_regulations/
ibr__locations.himl;

(2) FDA will determine the amount of -

soluble fiber that is provided by psyl-
lium husk by using a modification of
the Association of Official Analytical
Chemists’ International (AOAC’s)
method for soluble dietary fiber (991.43)
described by Lee et al., ‘“Determination
of Soluble and Insoluble Dietary Fiber
in Psyllium-containing Cereal Prod-
ucts,”” Journal of the AQAC Inter-
national, 78 (No. 3):724-729, 1995, which
is incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from
the AOAC INTERNATIONAL, 481 North
Frederick Ave., suite 500, Gaithersburg,
MD 20877, or may be examined at the
Center for Food Safety and Applied Nu-
trition’s Library, 5100 Paint Branch
Pkwy., College Park, MD 20740 or at
the National Archives and Records Ad-
ministration (NARA). For information
on the availability of this material at
.NARA, call 202-741-6030, or go to: hittp:/
www.archives.gov/federal _register/
code__of federal regulations/
ibr__locations.himl;

(iii) Nature of the food eligible to bear
the claim. (A) The food product shall in-
clude:

(I) One or more of the whole oat or
barley foods from paragraphs
(©@2)(1iXAXD), @), (3), and (5) of this
section, and the whole oat or barley

§101.81

foods shall contain at least 0.75 gram
(g) of soluble fiber per reference
amount customarily consumed of the
food product; or

(2) The food containing the oatrim
from paragraph (c)(2)({i)(A)(¢) of this
section or the barley betafiber from
paragraph (¢c)(2)(1i)}(A)6) of this section
shall contain at least 0.75 g of beta-
glucan soluble fiber per reference
amount customarily consumed of the
food product; or :

(3) Psyllium husk that complies with
paragraph (c)(2)(ii)}(B) of this section,
and the psyllium food shall contain at
least 1.7 g of soluble fiber per reference
amount customarily consumed of the
food product;

(B) The amount of soluble fiber shall
be declared in the nutrition label, con-
sistent with §101.9(c)(6)(A)(A).

(C) The food shall meet the nutrient
content requirement in §101.62 for a
“low saturated fat” and ‘“low choles-
terol” food; and

(D) The food shall meet the nutrient
content requirement in §101.62(b)(2) for
a ‘“low fat’ food, unless the food ex-
ceeds this requirement due to fat con-
tent derived from whole oat sources
listed in paragraph (c)(2)(ii)(A) of this
section. ’

(d) Optional information. (1) The claim
may state that the development of
heart disease depends on many factors
and may identify one or more of the
following risk factors for heart disease
about which there is general scientific
agreement: A family history of CHD;
elevated blood total and LDL-choles-
terol; excess body weight; high blood
pressure; cigarette smoking; diabetes;
and physical inactivity. The claim may
also provide additional information
about the benefits of exercise and man-
agement of body weight to help lower
the risk of heart disease; '

(2) The claim may state that the re-
lationship between intake of diets that
are low in saturated fat and cholesterol
and that include soluble fiber from the
eligible food sources from paragraph
(cX2)(ii) of this section and reduced
risk of heart disease is through the in-
termediate link of ‘‘blood cholesterol”
or ‘“blood total- and LDL-cholesterol;”

(3) The claim may include informa-
tion from paragraphs (a) and (b) of this
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section, which summarize the relation-
ship between diets that are low in satu-
rated fat and cholesterol and that in-
clude soluble fiber from certain foods
and coronary heart disease and the sig-
nificance of the relationship;

(4) The claim may specify the name
of the eligible soluble fiber;

(5) The claim may state that a diet
low in saturated fat and cholesterol

that includes soluble fiber from whole.

oats or barley is consistent with “Nu-
trition and Your Health: Dietary
Guidelines for Americans,” U.S. De-
partment of Agriculture (USDA) and
Department of Health and Human
Services (DHHS), Government Printing
Office (GPO);

(6) The claim may state that individ-
uals with elevated blood total- and
LDL-cholesterol should consult- their
physicians for medical advice and
treatment. If the claim defines high or
normal blood total- and LDIL-choles-
terol levels, then the claim shall state
that individuals with high blood cho-
lesterol should consult their physicians
for medical advice and treatment;

(7) The claim may include informa-
tion on the number of people in the
United States who have heart disease.
The sources of this information shall
be identified, and it shall be current in-
formation from the National Center for
Health Statistics, the National Insti-
tutes of Health, or ‘“Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,” USDA and DHHS, GPO.

(e) Model health claim. The following
model health claims may be used in
food labeling to describe the relation-
ship between diets that are low in satu-
rated fat and cholesterol and that in-
clude soluble fiber from certain foods
and reduced risk of heart disease:

(1) Soluble fiber from foods such as
[name of soluble fiber source from
paragraph (c)(2)(ii) of this section and,
if desired, the name of food product], as
part of a diet low in saturated fat and
cholesterol, may reduce the risk of
heart disease. A serving of [ name of
food] supplies grams of the

‘[grams of soluble fiber specified. in
paragraph (c)(2)(1)(G) of this section]
soluble fiber from [name of the soluble
fiber source from paragraph (¢)(2)(ii) of
this section] necessary per day to have
this effect. . .

21 CFR Ch. 1 (4-1-11 Edition)

(2) Diets low in saturated fat and
cholesterol that include grams
of soluble fiber specified in paragraph
©)X2)(1)(G) of this section] of soluble
fiber per day from [name of soluble
fiber source from paragraph (c)(2)(ii) of
this section and, if desired, the name of
the food product] may reduce the risk
of heart disease. One serving of [name
of food] provides grams of this
soluble fiber.

{62 FR 3600, Jan. 23, 1997, as amended at 62
FR 15344, Mar. 31, 1997; 63 FR 8119, Feb. 18,
1998; 66 FR 66742, Dec. 27, 2001; 67 FR 61782,
Oct. 2, 2002; 68 FR 15355, Mar. 31, 2003; 70 FR
40880, July 15, 2005; 70 FR 76162, Dec. 23, 2005;
73 FR 9947, Feb. 25, 2008; 73 FR 23953, May 1,
2008]

§101.82 Health claims: Soy protein and
risk of coronary heart disease
(CHD).

(a) Relationship between diets that are
low in saturated fat and cholesterol and
that include soy protein and the risk of
CHD. (1) Cardiovascular disease means
diseases of the heart and circulatory
system. CHD is one of the most com-
mon and serious forms of cardio-
vascular disease and refers to diseases
of the heart muscle and supporting
blood vessels. High blood total choles-
terol and low density  lipoprotein
(LDL)-cholesterol levels are associated
with increased risk of developing CHD.
High CHD rates occur among people
with high total cholesterol levels of 240
milligrams per deciliter (mg/dL) (6.21
millimole per liter (mmol/L)) or above
and LDL-cholesterol levels of 160 mg/
dL (4.13 mmol/L:)) or above. Borderline
high risk total cholesterol levels range
from 200 to 239 mg/dL (5.17 to 6.18
mmol/L) and 130 to 159 mg/dL (3.36 to
4.11 mmol/L)) of LDL-cholesterol. The
scientific evidence establishes that
diets high in saturated fat and choles-
terol are associated with increased lev-
els of blood total and LDL-cholesterol
and, thus, with increased risk of CHD.

(2) Populations with a low incidence
of CHD tend to have relatively low
blood total cholesterol and LDL-cho-
lesterol levels. These populations also
tend to have dietary patterns that are
not only low in total fat, especially
saturated fat and cholesterol, but are.
also relatively high in plant foods that
contain dietary fiber and other compo-
nents.
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(ii) Sample size (i.e., number of eat-
ers) should be large enough to give reli-
able estimates for customarily con-
sumed amounts.

(iii) The study protocol should iden-
tify potential biases and describe how
potential biases are controlled for or, if
not possible to control, how they affect
interpretation of results.

(iv) The methodology used to collect
or process data should be fully docu-
mented and should include: study de-
sign,
used (e.g., questionnaire, and ‘inter-
viewer’s manual), procedures used to
collect or process data, methods or pro-
cedures used to control for unbiased es-
timates, and procedures used to correct
for nonresponse.

(14) A statement concerning the fea-
sibility of convening associations, cor-
porations, consumers, and other inter-
ested parties to engage in negotiated
rulemaking to develop a proposed rule
consistent with the Negotiated Rule-
making Act (5 U.S.C. 561).

[68 FR 44051, Aug. 18, 1993; 58 FR 60109, Nov.
15, 1993, as amended at 59 FR, 371, Jan. 4, 1994;
59 FR 24039, May 10, 1994; 62 FR 40598, July 29,
1997; 62 FR 49848, Sept. 23, 1997; 63 FR 14818,
Mar. 27, 1998; 64 FR 12890, Mar. 16, 1999; 66 FR
56035, Nov. 6, 2001]

§101.13 Nutrient content claims—gen-
eral principles.

(a) This section and the regulations
in subpart D of this part apply to foods
that are intended for human consump-
tion and that are offered for sale, in-

21 CFR Ch. | (4-1-11 Edition)

(1) Describes the food or an ingre-
dient therein in a manner that sug-

" gests that a nutrient is absent or

sampling procedures, materials

cluding conventional foods and dietary -

supplements.

(b) A claim that expressly or implic-
itly characterizes the level of a nutri-
ént of the type required to be in nutri-
tion labeling under §101.9 or under
§101.36 (that is;, a nutrient content
claim) may not be made on the label or
in labeling of foods unless the claim is
made in accordance with this regula-
tion and with the applicable regula-
tions in subpart D of this part or in
part 105 or part 107 of this chapter.

(1) An expressed nutrient content
claim is any direct statement about
the level (or range) of a nutrient in the
food, e.g., “low sodium” or ‘“‘contains
100 calories.”

(2) An implied nutrient content claim
is any claim that:

56

present in a certain amount (e
“high in oat bran’’); or

(i1) Suggests that the food, because of
its nutrient content, may be useful in
maintaining healthy dietary practices
and is made in association with an ex-
plicit claim or statement about a nu-
trient (e.g., ‘‘healthy, contains 3 grams
(g) of fat™).

(3) Except for claims regarding vita-
mins and minerals described in para-
graph (q)(3) of this section, no nutrient
content. claims may be made on food
intended specifically for use by infants
and children less than 2 years of age
unless the claim is specifically pro-
vided for in parts 101, 105, or 107 of this
chapter.

(4) Reasonable variations in the spell-
ing of the terms defined in part 101 and
their synonyms are permitted provided
these. variations are not misleading
(e.g., “hi” or “lo”).

(5) For dietary supplements, claims
for calories, fat, saturated fat, and cho-
lesterol may not be made on products
that meet the criteria in §101.60(b)(1) or
(b)(2) for ‘‘calorie free’” or ‘“low cal-
orie’” claims, except, in the case of cal-
orie claims, when an equivalent
amount of a similar dietary supple-
ment (e.g., another protein supple- -
ment) that the labeled food resembles
and for which it substitutes, normally
exceeds the definition for “low calorie’
in §101.60(b)(2).

(c) Information that is required or
permitted by §101.9 or §101.36, as appli-
cable, to be declared in nutrition label-
ing, and that appears as part of the nu-
trition label, is not a nutrient content
claim and is not subject to the require-
ments of this section. If such informa-
tion is decldred elsewhere on the label
or in labeling, it is a nutrient content
claim and is subject to the require-
ments for nutrient content claims.

(d) A ‘“‘substitute” food is one that
may be used interchangeably with an-
other food that it resembles, i.e., that
it is organoleptically, physically, and
functionally (including shelf life) simi-
lar to, and that it is not nutritionally
inferior to unless it is labeled as an
“imitation.”
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(1) If there is a difference in perform-
ance characteristics that materially
limits the use of the food, the food may
still be considered a substitute if the
label includes a disclaimer adjacent to
the most prominent claim as defined in
paragraph (j)(2)(iii) of this section, in-
forming the consumer of such dif-
ference (e.g., ‘“‘not recommended for
frying”’). ]

(2) This disclaimer shall be in easily
legible print or type and in a size no
less than that required by §101.105(i)
for the net quantity of contents state-
ment, except where the size of the
claim is less than two times the re-
quired size of the net quantity of con-
tents statement; in which case the dis-
claimer shall be no less than one-half
the size of the claim but no smaller
than one-sixteenth of an inch, unless
the package complies with §101.2(c)(5),
in which case the disclaimer may be in
type of not less than one thirty-second
of an inch. )

(e)(1) Because the use of a ‘“‘free’ or
“low” claim before the name of a food
implies that the food differs from other
foods of the same type by virtue of its
having a lower amount of the nutrient,
only foods that have been specially
processed, altered, formulated, or re-
formulated so as to lower the amount
of the nutrient in the food, remove the
nutrient from the food, or not include
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and children less than 2 years of age,
contains more than 13.0 g of fat, 4.0 g of
saturated fat, 60 milligrams (mg) of
cholesterol, or 480 mg of sodium per
reference amount customarily con-
sumed, per labeled serving, or, for a-
food with a reference amount custom-
arily consumed of 30.g or less or 2 ta-
blespoons or less, per 50 g (for dehy-
drated foods that must be reconsti-
tuted before typical consumption with
water or a diluent containing an insig-
nificant amount, as -defined in
§101.9(f)(1), of all nutrients per ref-
erence amount customarily consumed,
the per 50 g criterion refers to the “‘as
prepared” form), then that food must
bear a statement disclosing that the
nutrient exceeding the specified level
is present in the food as follows: ‘“‘See
nutrition information for _ content”
with the blank filled in with the iden-
tity of the nutrient exceeding the spec-
ified level, e.g., ‘““See nutrition infor-
mation for fat content.”

(2) If a food is a meal product as de-
fined in §101.13(1), and contains more
than 26 g of fat, 8.0 g of saturated fat,
120 mg of cholesterol, or 960 mg of so-
dium per labeled serving, then that
food must disclose, in accordance with
the requirements as provided in para-

“graph (h)1) of this section, that the

the nutrient in the food, may bear such

a claim (e.g., ‘“low sodium potato
chips’’).

(2) Any claim for the absence of a nu-
trient in a food, or that a food is low in
a nutrient when the food has not been
specially processed, altered, formu-
lated, or reformulated to qualify for
that claim shall indicate that the food
inherently meets the criteria and shall
clearly refer to all foods of that type
and not merely to the particular brand
to which the labeling -attaches (e.g.,
‘“‘corn 0il, a sodium-free food’’).

(f) A nutrient content claim shall be
in type size no larger than two times
the statement of identity and shall not
be unduly prominent in type style com-
pared to the statement of identity.

(g) [Reserved]

(h)(1) If a food, except a meal product
as defined in §101.13(1), a main dish
product as defined in §101.13(m), or food
intended specifically for use by infants
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nutrient exceeding the specified level
is present in the food.

(3) If a food is a main dish product as
defined in §101.13(m), and contains
more than 19.5 g of fat, 6.0 g of satu-
rated fat, 90 mg of cholesterol, or 720
mg of sodium per labeled serving, then
that food must disclose, in accordance
with the requirements as provided in
paragraph (h)(1) of this section, that
the nutrient exceeding the specified
level is present in the food. .

(4)(i) The disclosure statement ‘‘See
nutrition information for -~ - content”
shall be in easily legible boldface print
or type, in distinct contrast to other
printed or graphic matter, and in a size
no less than that required by §101.105(i)
for the net quantity of contents state-
ment, except where the size of the
claim is less than two times the re-
quired size of the net quantity of con-
tents statement, in which case the dis-
closure statement shall be no less than
one-half the size of the claim but no
smaller than one-sixteenth of an inch,



§101.13

unless the package complies with
§101.2(c)(2), in which case the disclo-
sure statement may be in type of not
less than one thirty-second of an inch.

(ii) The disclosure statement shall be
immediately adjacent to the nutrient
content claim and may have no inter-
vening material other than, if applica-
ble, other information in the statement
of identity.or any other information
that is required to be presented with
the claim under this section (e.g., see
paragraph (j)(@) of this section) or
under a regulation in subpart D of this
part (e.g., see §§101.54 and 101.62). If the
nutrient content claim appears on
more than one panel of the label, the
disclosure statement shall be adjacent
to the claim on each panel except for
the panel that bears the nutrition in-
formation where it may be omitted.

(iii) If a single panel of a food label or
labeling contains multiple nutrient
content claims or a single claim re-
peated several times, a single disclo-
sure statement may be made. The
statement shall be adjacent to the
claim that is printed in the largest
type on that panel.

(i) BExcept as provided in §101.9 or
§101.36, as applicable, or in paragraph
(q)(3) of this section, the label or label-
ing of a product may contain a state-
ment about the amount or percentage
of a nutrient if: :

(1) The use of the statement on the
food implicitly characterizes the level
of the nutrient in the food and is con-
sistent with a definition for a claim, as
provided in subpart D of this part, for
the nutrient that the label addresses.
Such a claim might be, ‘““less than 3 g
of fat per serving;”’

(2) The use of the statement on the
food implicitly characterizes the level
of the nutrient in the food and is not
consistent with such a definition, but
the label carries a disclaimer adjacent
to the statement that the food is not
“low’’ in or a ‘“‘good source’ of the nu-
trient, such as ‘“only 200 mg sodium per
serving, not a low sodium food.” The
disclaimer must be in easily legible
print or type and in a size no less than
that required by §101.105() for the net
quantity of contents statement except

. §101.2(c)(5),

where the size of the claim is less than

two times the required size of the net
quantity of contents statement, in
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which case the disclaimer shall be no
less than one-half the size of the claim
but no smaller than one-sixteenth of an
inch unless the package complies with
in which case the dis-
claimer may be in type of not less less
than one thirty-second of an inch, or

(3) The statement does not .in any
way implicitly characterize the level of
the nutrient in the food and it is not
false or misleading in any respect (e.g.,
100 calories” or *5 grams of fat’), in
which case no disclaimer is required.

(4) “‘Percent fat free” claims are not
authorized by this paragraph. Such
claims shall comply with § 101.62(b)(6).

(j) A food may bear a statement that
compares the level of a nutrient in the
food with the level of a nutrient in a
reference food. These statements shall
be known as ‘‘relative claims’ and in-
clude ‘‘light,” ‘‘reduced,” ‘‘less” (or
“fewer’’), and ‘“‘more”’ claims.

(1) To bear a relative claim about the
level of a nutrient, the amount of that
nutrient in the food must be compared
to an amount of nutrient in an appro-
priate reference food as specified
below. )

(i)(A) For. ““less” (or ‘“fewer’”) and
“more” claims, the reference food may
be a dissimilar food within a product
category that can generally be sub-
stituted for one another in the diet
(e.g., potato chips as reference for pret-
zels, orange juice as a reference for vi-
tamin C tablets) or a similar food (e.g.,
potato chips as reference for potato
chips, one brand of multivitamin as
reference for another brand of multi-
vitamin).

(B) For ‘“light,” ‘“‘reduced,” ‘“‘added,”
“extra,” ‘“‘plus,” ‘fortified,” and ‘‘en-
riched” claims, the reference food shall
be a similar food (e.g., potato chips as
a reference for potato chips, one brand
of multivitamin for another brand of
multivitamin), and

(ii)(A) For “light” claims, the ref-
erence food shall be representative of
the type of food that includes the prod-
uct that bears the claim. The nutrient
value for the reference food shall be
representative of a broad base of foods
of that type; e.g., a value in a rep-
resentative, valid data base; an average
value determined from the top three
national (or regional) brands, a market
basket norm; or, where its nutrient
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value - is representative of the food .

type, a market leader. Firms using
such a reference nutrient value as a
basis for a claim, are required to pro-
vide specific information upon which
the nutrient value was derived, on re-
quest, to consumers and appropriate
regulatory officials.

(B) For relative claims other than
“light,” including ‘‘less” and ‘‘more”
claims, the reference food may be the
same as that provided for ‘light’’ in
paragraph (j)(1)({i)(A) of this section,
or it may be the manufacturer’s reg-
ular product, or that of another manu-
facturer, that has been offered for sale
to the public on a regular basis for a
substantial period of time in the same
geographic area by the same business
entity or by one entitled to use its
trade name. The nutrient values used
to determine the claim when com-
paring a single manufacturer’s product
to the labeled product shall be either
the values declared in nutrition label-
ing or the actual nutrient values, pro-
vided that the resulting label is inter-
nally consistent to (i.e., that the val-
ues stated in the nutrition informa-
tion, the nutrient values in the accom-
panying information and the declara-
tion. of the percentage of nutrient by
which the food has been modified are
consistent and will not cause consumer
confusion when compared),
the actual modification is at least
equal to the percentage specified in the
definition of the claim.

(2) For foods bearing relative claims:

(i) The label or labeling must state
the identity of the reference food and
the percentage (or fraction) of the
amount of the nutrient in the reference
food by which the nutrient in the la-
beled food differs (e.g., ‘50 percent less
fat than (reference food)” or ‘1/3 fewer
calories than (reference food)”’),

(ii) This information shall be imme-
diately adjacent to the most prominent
claim. The type size shall be in accord-
ance with paragraph (h)(4)(i) of this
section.

(iii) The determination of which use
of the claim is in the most prominent
location on the label or labeling will be
made based on the following factors,
considered in order:

and that.
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(A) A claim on the principal display
panel adjacent to the statement of
identity;

(B) A claim elsewhere on the prin-
cipal display panel;

(C) A claim on the information panel;
or

(D) A claim elsewhere on the label or
labeling.

(iv) The label or labeling must also
bear:

(A) Clear and concise quantitative in-
formation comparing the amount of
the subject nutrient in the product per
labeled serving with that in the ref-
erence food; and

(B) This statement shall appear adja-
cent to the most prominent claim or to
the nutrition label, except that if the
nutrition label is on the information
panel, the quantitative information
may be located elsewhere on the infor-
mation panel in accordance with §101.2.

(3) A relative claim for'decreased lev-
els of a nutrient may not be made on
the label or in labeling of a food if the
nutrient content of the reference food
meets the requirement for a “low”
claim for that nutrient (e.g., 3 g fat or
less). o

(k) The term “modified”’” may be used
in the statement of identity of a food
that bears a relative claim that com-
plies with the requirements of this
part, followed immediately by the
name of the nutrient whose content
has been altered (e.g., ‘“Modified fat
cheesecake’). This statement of iden-
tity must be immediately followed by
the comparative statement such as
“Contains 35 percent less fat than
.’ The label or labeling must also
bear the information required by para-
graph (j)(2) of this section in the man-
ner prescribed.

(1) For purposes of making a claim, a
“meal product shall be defined as a
food that:

(1) Makes a major contribution to the
total diet by:- ’

(i) Weighing at least 10 ounces (0z)
per labeled serving; and

(ii) Containing not less than three 40-
g portions of food, or combinations of
foods, from two or more of the fol-
lowing four food groups, except as
noted in paragraph (1)(1)(i)(E) of this
section.
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(A) Bread, cereal, rice, and pasta
group;

(B) Fruits and vegetables group;

(C) Milk, yogurt, and cheese group;

(D) Meat, poultry, fish, dry beans,
eggs, and nuts group; except that;

(E) These foods shall not be sauces
(except for foods in the above four food
groups that are in the sauces), gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings or
garnishes; and

(2) Is represented as, or is in a form
commonly understood to be, a break-
fast, lunch, dinner, or meal. Such rep-
resentations may be made either by
statements, photographs, or vignettes.

(m) For purposes of making a claim,
a “main dish product’” shall be defined
as a food that:

(1) Makes a major contribution to a
meal by

(i) Weighing at least 6 oz per labeled
serving; and

(ii) Containing not less tha.n 40 g of
food, or combinations of foods, from
each of at least two of the following
four food groups, except as noted in
paragraph (m)(1)(ii}E) of this section.

(A) Bread, cereal, rice, and pasta
group;

(B) Fruits and vegetables group;

(C) Milk, yogurt, and cheese group;

(D) Meat, poultry, fish, dry beans,
eggs, and nuts groups; except that:
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determining compliance with nutrltlon
labeling in §101.9.

(p)(1) Unless otherwise specified, the
reference amount customarily con-
sumed set forth in §101.12(b) through (f)
shall be used in determining whether a
product meets the criteria for a nutri-
ent content claim. If the serving size
declared on the product label differs
from the reference amount customarily
consumed, and the amount of the nu-
trient contained in the labeled serving
does not meet the maximum or min-
imum amount criterion in the defini-
tion for the descriptor for that nutri-
ent, the. claim shall be followed by the
criteria for the claim as required by
§101.12(g) (e.g., ‘“‘very low sodium, 35
mg or less per 240 milliliters (8 fl 0z.)”").

(2) The criteria for the claim shall be
immediately adjacent to the most
prominent claim in easily legible print
or type and in a size in accordance with
paragraph (h)(4)(1) of this section.

(q) The following exemptions apply:

(1) Nutrient content claims that have
not been defined by regulation and that

‘are contained in the brand name of a

(E) These foods shall not be sauces -

(except for foods in the above four food
groups that are in the sauces) gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings, or
garnishes; and .

(2) Is represented as, or is-in a form
commonly understood to be, a main
dish (e.g, not a beverage or a dessert).
Such representations may be made ei-
ther by statements, photographs, or vi-
gnettes. .

(n) Nutrition labeling in accordance
with §101.9, §101.10, or §101.36, as appli-
cable, shall be provided for any food for
which a nutrient content claim is
made. ‘

(0) Except as provided in §101.10,
compliance with requirements for nu-
trient content claims in this- section
and in the regulations in subpart D of
this part, will be determined using the
analytical methodology prescribed for
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specific food product that was the
brand name in use on such food before
October 25, 1989, may continue to be
used as part of that brand name for
such product, provided that they are
not false or misleading under section
403(a) of the Federal Food, Drug, and
Cosmetic Act (the act). However, foods
bearing such claims must comply with
section 403(f), (g), and (h) of the act;

(2) A soft drink that used the term
diet as part of its.brand name before
October 25, 1989, and whose use of that
term was in compliance with §105.66 of

this chapter as that regulation ap-- '

peared in the Code of Federal Regula-
tions on that date, may continue to use
that term as part of its brand name,
provided that its use of the term is not
false or misleading under section 403(a)
of the act. Such claims are exempt
from the requirements of section
403(xr)(2) of the act (e.g., the disclosure
statement also required by §101.13(h)).
Soft drinks marketed after October 25,
1989, may use the term ‘‘diet’ provided
they are in compliance with the cur-
rent §105.66 of this chapter and the re-
quirements of §101.13.

(3)(1) A statement that descmbes the
percentage of a vitamin or mineral in
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the food, inclﬁding foods intended spe-
cifically for use by infants and children
less than 2 years of age, in relation to

a Reference Daily Intake (RDI) as de--

fined in §101.9 may be made on the
label or in labeling of a food without a
regulation authorizing such a claim for
a specific vitamin or mineral unless
such claim is expressly prohibited by
regulation under section 403(xr)(2)(A)(vi)
of the act.

(ii) Percentage claims for dietary
supplements. Under section 403(r)(2)(F)
of the act, a statement that character-
izes the percentage level of a dietary
ingredient for which a reference daily
intake (RDI) or daily reference value
(DRV) has not been established may be
made on the label or in labeling of die-
tary supplements without a regulation
that specifically defines such a state-
ment. All such claims shall be accom-
panied by any disclosure statement re-
quired under paragraph (h) of this sec-
tion. :

(A) Simple percentage claims. When-
ever a statement is made that charac-
terizes the percentage level of a die-
- tary ingredient for which there is no
RDI or DRV, the statement of the ac-
tual amount of the dietary ingredient
per serving shall be declared next to

the percentage statement (e.g., ‘40 per- .

cent omega-3 fatty acids, 10 mg per
capsule’).

(B) Comparative percentage claims.
Whenever a statement is made that
characterizes the percentage level of a
dietary ingredient for which there is no
RDI or DRV and the statement draws a
comparison to the amount of the die-
tary ingredient in a reference food, the
reference food shall be clearly identi-
fied, the amount of that food shall be
identified, and the information on the
actual amount of the dietary ingre-
dient in both foods shall be declared in
accordance with paragraph (j)(2)(iv) of
this section (e.g., “twice the omega-3
fatty acids per capsule (80 mg) as in 100
mg of menhaden oil (40 mg)’’).

(4) The requirements of this section
do not apply to:

(i) Infant formulas subject to section
412(h) of the act; and

(ii) Medical foods defined by section
5(b) of the Orphan Drug Act.

(8) A nutrient content claim used on
food that is served in restaurants or
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other establishments in which food is
served for immediate human consump-
tion or which is sold for sale or use in
such establishments shall comply with
the requirements of this section and
the appropriate definition in subpart D
of this part, except that:

(1) Such claim is exempt from the re-
quirements for disclosure statements
in paragraph (h) of this section and
§§101.54(d), 101.62(c), (@)Q)EiIYD),
(Q@)AINEC), (D(E), (@(HIIXC), and
(A)(6)(11)(C); and :

(ii) In lieu of analytical testing, com-
pliance may be determined using a rea-
sonable basis for concluding that the
food that bears the claim meets the
definition for the claim. This reason-
able basis may derive from recognized
data bases for raw and processed foods,
recipes, and other means to compute
nutrient levels in the foods or meals
and may be used provided reasonable
steps are taken to ensure that the
method of preparation adheres to the
factors on which the reasonable basis
was determined (e.g., types and
amounts of ingredients, cooking tem-
peratures, etc.). Firms making claims
on foods based on this reasonable basis
criterion are required to provide to ap-
propriate regulatory officials on re-
quest the specific information on which
their determination is based and rea-
sonable assurance of operational adher-

.ence to the preparation methods or
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other basis for the claim; and

(iii) A term or symbol that may in
some contexts constitute a claim under
this section may be used, provided that
the use of the term or symbol does not
characterize the level of a nutrient,
and a statement that clearly explains
the basis for the use of the term or
symbol is prominently displayed and
does not characterize the level of a nu-
trient. For example, a term such as
“lite fare” followed by an asterisk re-
ferring to a note that makes clear that
in this restaurant lite fare’’ means
smaller portion sizes than normal; or
an item bearing a symbol referring to a
note that makes clear that this item
meets the criteria for the dietary guid-
ance established by a recognized die-
tary authority would not be considered
a nutrient content claim under §101.13.

(6) Nutrient content claims that were
part of the common or usual names of
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foods that were subject to a standard of
identity on November 8, 1990, are not
subject. to the requirements of para-
graphs (b) and (h) of this section or to
definitions in subpart D of this part.

(7) Implied nutrient content claims
may be used as part of a brand name,
provided that the use of the claim has
been authorized by the Food and Drug
Administration. Petitions requesting
approval of such a claim may be sub-
mitted under §101.69(0).

(8) The term fluoridated, fluoride
added or with added fluoride may be
used on the label or in labeling of bot-
tled water that contains added fluo-
ride.

[68 FR 2410, Jan. 6, 1993; 58 FR 17341, 17342,
Apr. 2, 1993, as amended at 58 FR 44030, Aug.
18, 1993; 59 FR 393, Jan. 4, 1994; 59 FR 15051,
Mar. 31, 1994; 60 FR 17205, Apr: 5, 1995; 61 FR
11731, Mar. 22, 1996; 61 FR 40332, Aug. 2, 1996;
61 FR 67452, Dec. 23, 1996; 62 FR- 81339, June 9,
1997; 62 FR 49867, Sept. 23, 1997; 63 FR 14818,
Mar. 27, 1998;.63 FR 26980, May 15, 1998]

§101.14 Health claims: general re-
quirements.

(a) Definitions. For purposes of this
section, the following definitions
apply:

(1) Health claim means any claim
made on the label or in labeling of a
food, including a dietary supplement,
that expressly or by implication, in-
cluding ‘“‘third party’ references, writ-
ten statements (e.g., a brand name in-
cluding a term such as ‘“‘heart’), sym-
bols (e.g., a heart symbol), or vi-
gnettes, characterizes the relationship
of any substance to a disease or health-
related condition. Implied health
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ing loss of essential nutrients, or pro-
viding energy.

(4) Disqualifying nuirient levels means
the levels of total fat, saturated fat,
cholesterol, or sodium in a food above
which the food will be disqualified from
making a health claim. These levels
are 13.0 grams (g) of fat, 4.0 g of satu-
rated fat, 60 milligrams (mg) of choles-
terol, or 480 mg of sodium, per ref-
erence amount customarily consumed,
per label serving size, and,; only for
foods with reference amounts custom-
arily consumed of 30 g or less or 2 ta-
blespoons-or less, per 50 g. For dehy-
drated foods that must have water
addéd to them prior to typical con-
sumption, the per 50-g criterion refers
to the as prepared form. Any one of the
levels, on a per reference amount cus-
tomarily consumed, a per label serving
size or, when applicable, a per 50 g
basis, will disqualify a food from mak-
ing a health claim unless an exception
is provided in subpart E of this part,
except that:

(i) The levels for a meal product as
defined in §101.13(1) are 26.0 g of fat, 8.0
g of saturated fat, 120 mg of choles-
terol, or 960 mg of sodium per label
serving size, and

(ii) The levels for a main dish product
as defined in §101.13(m’) are 19.5 g of fat,
6.0 g of saturated fat, 90 mg of choles-
terol, or 720 mg of sodium per label
serving size.

(56) Disease or health-related condition
means damage to an organ, part, struc-
ture, or system of the body such that it

~does not function properly (e.g., cardio-

claims include those statements, sym- -

bols, vignettes, or other forms of com-
munication that suggest, within the
context in which they are presented,
that a relationship exists between the
presence or level of a substance in the
. food .and a disease or health-related
condition.

(2)- Substance means a specific food or
component of. food, regardless of
whether the food is in conventional
food form or a dietary supplement that
includes vitamins, minerals, herbs, or
other similar nutritional substances.

(8) Nutritive value means a value in
sustaining human existence by such
processes as promoting growth, replac-

vascular disease), or a state of health
leading to such dysfunctioning (e.g.,
hypertension); except that diseases re-
sulting from essential nutrient defi-
ciencies (e.g., scurvy, pellagra) are not

-included in this definition (claims per-

62

taining to such diseases are thereby
not subject to §101.14 or §101.70).

(b) Eligibilily. For a substance to be
eligible for a health claim:

(1) The substance must be associated
with a disease or health-related condi-
tion for which the general U.S. popu-
lation, or an identified U.S. population
subgroup (e.g., the elderly) is at risk,
or, alternatively, the petition sub-
mitted by the proponent of the claim
otherwise explains the prevalence of
the disease or health-related condition



