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Petition to Add to 1@ N onal List 205.606:
a.B-Glucan

>30% B-glucan content, water extracted,
no chemicals including those for pH adjustment and/or solvent extraction

m A

1.

”~

Categol

Non-organically produced agricultural products allowed in or on processed products labeled
“organic” — 7 CFR 205.606.

Just cation for this categol

The petitioned substance is a natural component of an agricultural commodity: oats. There are
some bonds broken in the manufaciure of the product but this occurs only through the use of an
enzyme treatment. The soluble oat fiber remains in its natural state and is therefore non-
synthetic. This substance is isolated through a simple process grinding, enzyme treatment, water
exiraction and drying; the process does not require any synthetic chermical additions or solvents.
The only additives used in the manufacture of oat 3-glucan are water and amylase enzyme.

Additional processing steps can be included to further purify soluble oat fiber including the
addition of alkaline and acidic substances and solvent extraction. This further processing with
synthetic chemicals is not part of this petition. This petition only requests addition of soluble oat
fiber concentrates that are isolated through grinding, enzyme treatment, water extraction and
drying (no chemicals including those for pH adjustment and/or solvent extraction).



5

CBI DELETED COPY

Petitio to Add to the National List 205.606:
:8-Gl can

>30% B-giucan content, water extracted,
no chemicals including those for pH adjustment and/or solvent extraction

.Jecommo n nec¢ the substance.

Oat beta-glucan or oat B-glucan. Also labeled as: oat bran soluble fiber, oat fiber, oat soluble
fiber, oat bran fiber.

~ The ar facturer — name, address, phone number, contact information

omQat® Oat B-qlucan

Tate & Lyle Oat Ingredients
Alvasvigen 1

610 20 Kimstad

Sweden

Phone +46 11 253630

oat.info@tateandivle.com

Contact for Tate and Lyle / Petitioner:
Lore Kolberg
Director, Regulatory Affairs
Tate & Lyle
5450 Prairie Stone Parkway
Hoffman Estates, IL 60192 USA
847-396-7608 office; 224-355-9013 mobile

There is at least one manufacturer, Garuda Intemnational, with a product called B-CAN™ 70% Qat
Beta Glucan, that further purifies a soluble oat fiber through solvent extraction (GRAS
Assessment, July 19, 2012 http://www.fda.geviucm/groups/fdagov-public/@fdagov-foods-
gen/documents/document/ucm316626.pdf). This further processing, solvent extraction, is not part
of this petition. This petition only requests addition of soluble oat fiber concentrates that are
isolated through grinding, enzyme treatment, water extraction and drying (no solvent extraction).

There is aiso another known US supplier of oat B-gtucan in which the soluble oat fiber has been
specifically extracted from the oats (exceeding 30% soluble fiber content). Nurture, Inc.
manufactures a product called QatVantage™ that has been on the market for over 10 years. Itis
made through water extraction in a process that is claimed to be entirely natural, however Nurture
has at least two patents for the manufacture of oat B-glucan (Method for Concentrating Beta-
Glucan US 6,323,338 and Method for Concentrating Beta-Glucan Film US 6,624,300) in which
they specifically mention pH adjustments made by adding alkali such as sodium carbonate and
acid such as hydrochloric acid. For this reason, OatVantage™ has also not been included in this
petition.
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>30% B-glucan content, water extracted,
no chemicals including those for pH adjustment and/or solvent extraction

» handling activities for which the substance will be used and its mode of action.

Oat B-glucan is used as a source of soluble fiber to help promote healthy blood cholesterol levels
and thereby reduce the risk of coronary heart disease. It may also be added to foods for other
health benefits that are supported by clinical trials including: promotes low glycemic index,
promotes normail blood sugar response after a meal and promotes satiety, which is a useful tool
for weight management.

Oat B-glucan is consumed and not digested. It impacts health through its presence in the
intestinal tract. Several mechanisms have been suggested as to how f3-glucan lowers cholesterol
including binding to the bile acids in the intestine, fermentation by colonic bacteria to produce
beneficial short chain fatty acids that inhibit chotesterol synthesis, and interfering with the
digestion of dietary fat. One or more of these likely results in the beneficial effects demonstrated
by oat $-glucan.

1@ sourc fthe substance an a detailed description of its manufacturing
processing| cedures.

Oat #-glucan is extracted from whole oats

Confidential
Business
Information
(CBI) Deleted

Appendix 2 shows the stepwise manufacture of PromQat® Oat Beta Glucan.

In ary of any avail: le pre ous :views of the petitioned substance b
r priv  : certific ion programs or other organizations.

To the best of our knowledge, oat -glucan has not been reviewed by State or private certification
programs in the past. A GRAS determination was prepared and submitted to the FDA in 2014
(see point 7). As indicated in the GRAS determination, there is a long history of the safe use of
oats and products derived from oats. Expert scientists agree that publically available scientific
literature is sufficient to support the safety of oat B-glucan that is produced consistent with current
Good Manufacturing Practices.
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>30% B-glucan content, water exiracted,
no chemicals including those for pH adjustment and/or solvent extraction

. Ir »rmation regarding EPA, FDA, and State regulatory authority registrations.

A GRAS determination was prepared and submitted to the FDA in 2014. See Appendix 3.

8. The Chemical »stract Service (C. .5) numbers of the substance and | »jel of
products that contain the petitioned substance.

Chemical Abstracts Service (CAS) Registry Number for “B-glucan” of any origin (specificaily
including oats) is 9041-22-8. The CAS number for the mixed linkage (1-3),(1-4)-B '-glucan is
55965-23-6.

PromQat® Oat Beta-Glucan was launched in Europe and Australia within the last five years. This
conventional oat B-glucan is currently used in a number of healthy products as a soluble fiber
supplement. These are examples of products using this ingredient:

Switzerland — Farmer Joghurt with 1 gram of oat B-glucan per 225 gram serving (1.3%
PromQat®)

Switzerland - Sponser Pro Mass Gainer with 1 gram of oat B-glucan per 60 gram serving
{4.8% PromOat®)

UK — Hovis Hearty Oats Bread with 1 gram of oat B-glucan per 88 gram serving (3.2%
PromOat®)

UK — Marks & Spencer — Super Juice with 0.75 grams of oat B-glucan per 300 gram serving
(0.7% PromQOat®)

Appendix 4, Tate & Lyle Oat Ingredients — Launches in the Market with Beta-Glucan, contains
information on a range of products which contain PromQOat® Oat Beta-Glucan.
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>30% B-glucan content, water extracted,
no chemicals including those for pH adjustment and/or solvent extraction

he substance's physical properties and chemical mode of action including:

{a) h¢ 1ical interactions with other substances, especially substances used in
organic production;

Oat B-glucan (specifically the type specified in this petition) is extracted from oat bran with water
and then separated from the oat protein which is made insoluble through a heat treatment. There
are no lown reports of it interacting with other substances in nature fo form other compounds.

(b)1 city and environmental persistence;

Oat B-glucan is non-toxic. It exists in nature as a natural component of oats. There are no issues
of environmental persistence. It is environmentally harmiess.

:) environmental impacts from its use or manufacture;

The manufacture of oat f-glucan involves only substances found in nature. Separation of oat B-
glucan from oat bran has two objectives:

isolate the soluble oat fiber for use as a nutritional supplement
separate off the oat protein for use as a protein supplement

There is no residual in this process that must be discarded.

(d) effects on human health;

The positive effect of oat B-glucan in human health has been reported in numerous studies on
various B-glucans over the past 25 years. Initial studies involved the positive impact of barley
and oat B-glucan on lipid metabolism. More recent studies have involved the ability of barley and
oat B-glucan to reduce glycemic and insulinemic responses in foods and help enhance satiety.

in passing through the digestive tract, B-glucan is not absorbed to any significant degree because
of its large molecular size. Therefore, the benefits of B-glucan occur through associations with
other components and microorganisms in the digestive tract. See Appendix 3 for the Report of
the Expert Panel on the Generally Recognized as Safe (GRAS) Status of PromQOat® Oat Beta-
Glucan.

The following section taken from the GRAS Determination (Appendix 3, page 21) summarizes
one of the beneficial contributions of oat B-glucan:

The Federal Register Notice acknowledges the beneficial contribution from B-glucan (FDA,
1997): Based on its review of evidence submilted with comments to the proposal, as well as
of the evidence descnibed in the proposal, the agency has concluded that the type of soluble
fiber found in whole oats, i e., beta (B)-glucan soluble fiber, is primarily responsible for the
association between consumption of whole oats, including oat bran, rolfed oats, and whole
oat flour, and an observed lowering of blood cholesterol levels... (Iintakes of B-glucan soluble
fiber at or above 3 g per day were more effective in lowering serum lipids than lower intake
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Over the years, there have been more positive physiclogical effects identified with the
consumption of oat B-glucan and B-glucan in general. The GRAS Determination summarizes a
significant amount of detailed information on clinical trials using B-glucan (Appendix 3, pages 22 —
33). These are the specific topics covered regarding human health in the GRAS Determination:

Studies of the Cholesterol-Lowering Effect of Beta-Glucan

Studies on the Modulation of Blood Glucose and Insulin by Beta-Glucan
Studies of Immune-Modulating Effects of Beta-Glucan

Additional Protective Effects of Beta-Glucan

Tolerance Studies in Human Volunteers

interaction with Nutrient Absorption

Allergenicity

The few negative impacts on human health attributed to oat B-glucan are:

mild, transient gastreintestinal effects such as flatulence and abdominal discomfort
NOTE: these gastrointestinal effects commonly occur following a shift from a low- to
high-fiber diet (IOM, 2005).

» mild allergic reactions in some individuals generally attributed to contamination of oats
with gluten containing grains

The physiological benefits of oat -glucan far cutweigh the few miner negative impacts identified
in numerous clinical trials.

(e) effects on soil organisms, ¢ >p or livestock.

Oat B-glucan is used in handling, not crop production. It has no effect on soil organisms, crops or
livestock.
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>30% B-glucan content, water extracted,
no chemicals including those for pH adjustment and/or solvent exiraction

10. Safe’ informatio abou the substance.

Qats are a traditional food with a long history of safe use. Removal of some of the components
from oats results in concentrates that are as safe as the oats from which the components were

extracted.

There is a thorough review of safety information in the GRAS Determination Section 5.0 Safety
(Appendix 3, pages 16 - 33).

The MSDS (Material Safety Data Sheet) for PromQat® Oat Beta Glucan is provided in Appendix
5.

Con _ :hensi :2research reviews and research bibliographies, including
'ews and bibliographies which pre nt contrasting positions.

While we were able to find information on fiber contents from organic food sources, we were not
able to find an article that identified organic sources for high levels of $-glucan that are suitable
for use as a soluble fiber supplement

The numerous articles cited in the GRAS petition provide a clear picture of the beneficial
physiological impacts from the consumption of B-glucan.



CBI DELETED COPY

Petition to Add to the National List 205.606:
a_B"h n
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12 *"Petition Justification Statement” which provides justification for inciusion of a
non-organically produced agricultural substance onto the Natic 1) List ©)5.6C"

A wide range of studies and clinical trials have consistently revealed that fiber-rich diets are
associated with significant reductions in cardiovascular disease risk. Fiber-rich diets, particularly
those high in soiuble fiber, have also been identified as providing physiological benefits suc as:

Reducing blood cholesterol

* Reducing glycemic response
Promoting digestive/intestinal health
Promaoting satiety / weight management

While most consumers are aware there are benefits to eating products that contain fiber,
consumers generally do not eat the daily recommended amount. According to USDA and
NHANES, Americans consume only about 65% of the recommended daily intake fiber (based on
a Daily Value of 25 grams of fiber for a 2000 calone diet). As shown in Appendix 6 USDA
NHANES Nutrient Intakes from Food 2009 - 2010, we eat an average of about 16 grams of fiber
a day. Americans need io increase the amount of fiber in their diets to achieve the full health
benefits associated with this dietary component.

Organic consumers justifiably believe that consuming organic foods is both beneficial to the earth
as well as beneficial to thair heaith. Product selection for organic consumers can include more
nutritious products because these consumers are more likely to select whole foods (fruits,
vegetables, whole grains, etc.}). However, the need for convenient foods that are either ready to
consume or easy o prepare means that organic consumers will continue to select some
processed foods for their diets.

Processed foods can contain fewer nutrients such as fiber because they are formulated to
provide optimum flavor and texture as well as product stability on the shelf. Fiber is removed
from ingredients such as wheat fiour and rice to make them more acceptable to the consumer.

Organic food formulators now have a wide range of organic whole foods available to them which
are high in fiber: beans, broccoli, whole wheat flour, oats, barley. However, in many cases, it is
difficult to build fiber content beyond the foods already used in the recipe. Specific formulas will
not always be palatable and/or meet target flavor profiles with high levels of currently ailable
fiber rich organic foods. Organic processors would have more opportunities to build fiber levels in
their products if they had an ingredient railable that is high in fiber, has bland flavor and can be
added at a level of physiological significance without impacting the flavor or texture of the finished
product. Due to its high soluble fiber content, bland flavor and minimal impact at low use levels,
oat B-giucan (>30% B-glucan) is an ideal ingredient to supplement fiber content in a wide range of
food products.

The FDA acknowledges that the soluble fiber B-glucan helps to maintain healthy blood cholesterol
levels and is effective in reducing the risk of coronary heart disease. A health claim is
authorized by the FDA for products containing 0.75 grams of oat and/or bariey B-glucan fiber as
defined in 21 CFR 101.81:

10
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>30% B-giucan content, water extracted,

{c) (iii) Nature of the food eligible to bear the claim.

(A) The food product shall inciude: (7 } One or more of the whole oat or barley
foods from paragraphs (c){(2)(ii){(A}(1 ), (2), (3), and (5) of this section, and the
whole oat or barley foods shall contain at least 0.75 gram (g) of soluble fiber per

reference amount customarily consumed of the food product.

Appendix 7 contains 21 CFR 101.81 Health claims: Soluble fiber from certain foods and risk of
coronary heart disease {(CHD).

The table shown below provides a general summary of options that were investigated to fortify
one 12 oz beverage with 0.75 grams of 8-glucan {(or the equivalent fo give the same effective
ievel in reducing the risk of heart disease).

Source ¢ .
Soluble iber

Trade
Name

Soluble
Fiber
Content

(approx
per 100 g)

Amount
Neede to Meet
Health Claim
(0.75 g B-glucan,
1.7 g psyllium)*

Formula %
if Used in
12 oz
Beverage

impact on
Finished
Beverage

Sources of B-Glucan and Psyllium Fib

er Currentiy Available for Use in Organic Foods

Organic Oats Generic 5 15 grams 4.3% Unpalatable
or Barley
Organic Oat Generic 7 11 grams 3.1% Unpalatable
Bran
Organic Generic 70 2.4 grams 0.7% Gelatinous,
Psyllium Husk* unpalatable
Sources of B-Gluc 1 Proposed f Use in Organic Foods in this Petition
Oat fB-glucan PromQat® 35 2.1 grams 0.6% Minimal

* FDA allows the health claim for psyllium husk as that allowed for 0.75 grams of oat B-glucan however
the required quantity is higher. 21 CFR 101.81 (c) (iii) {3 } Psyllium husk...shall contain at least 1.7 g of
soluble fiber per reference amount customarily consumed of the food product.

As the table indicates, while there are currently certified organic crops that do provide a source of
fiber to consumers and processors that will reduce the risk of coronary heart disease, all are
relatively lower in fiber and/or have functional properties that make them difficuit to use in
processing/food formulation.

This demonstrates that the current sources of organic oat soluble fiber are not suitable for use in
formulating a wide range of supplemented “Organic” foods. In addition, at this time, there are no
concentrated sources of soluble fiber on the National List 205.608, i.e., there are no conventional
sources of soluble fiber that are allowed in “Organic” foods.
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In addition to reducing the risk of coronary heart disease, oat 8-glucan has a number of other
health benefits that have been demonstrated in studies completed by a number of independent
researchers. Appendix 8 provides an overview of the health benefits and product applications for
PromQat® Qat Beta Glucan.

Clearly, the organic consumer and processor alike can benefit from the availability of a source of
soluble fiber that is concentrated, versatile and palatable — a source that can easily provide a
physiological impact through the addition of oniy 0.75 grams of soluble fiber. Oat B-glucan (>30%
B-glucan, water extracted, no chemicals including those for pH adjustment and/or solvent
extraction) is an ideal ingredient to meet this need and, because of its high content of soluble
fiber, can be used at a level that would be consistent with the organic rules (i.e., use level can
remain under 5% of the formula — less water and salt).

There is currently no source of organic oat 8-glucan. While oat bran and cats are widely
available as organic in the US and Canada, there is no organic oat processor that is making oat
B-glucan. In addition, there is no manufacturer of oat B-glucan that has a processing facility
making certified organic products.

This is also true in the Nordic countries where a large amount of oat B-glucan is manufactured.
There are sources of organic oats and organic oat bran in this region but quantities are limited
and require further development. Due to the equivalency arrangement, organic oats / organic oat
bran could now be purchased from the USA for use in this Swedish manufacturing facility d this
facility could become certified to make organic oat 8-glucan, however, this is not likely to occur
soon due to an undetermined demand for cat B-glucan in an organic form.

Should the use of oat B-glucan be successful in “Organic” foods (as a conventional ingredient

authorized on the National List), sources of oat 3-glucan would likely be developed from organic
oats originating in the USA and/or the Nordic region.
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ments Relative to Simi gtition » C ran Concentrate

in 2007, GTC Nutrition submitted a petition to request the addition of oat bran concentrate to the
National List (OatVantage“" listed as example, the petitioned substance was a concentrate of oat

-glucan). A copy of the petition (without appendices) is included as Appendix 7 along with the
NOSB Committee Recommendation dated May 2008.

In the petition, the justification statement provided little information about the nutritional benefits of
the oat B glucan and it did not elaborate on the reason there was no organic equivalent product
available. This is the GTC Nutrition justification statement:

OatVantage Petition justification statement: The product falls under the category §205.606
Agricultural (nonorganic) nonsynthetic substances allowed in or on processed products
labelled as "organic" or "made with organic (specified ingredients).” There are currently no
organic equivalents of the product available. The product is not synthetic, it is a naturally
occurring oat bran source produced from whole oats. Therefore OatVantage™ should be
included on the National List, as it provides a valuable source of beta-glucan.
QatVantage™ is easily incorporated into a wide range of foods, snacks, beverages and
dietetic foods and leads to interesting documented health benefits at low inclusion levels.

The | )SB committee reviewed the petition and rejected oat bran concentrate for inclusion on the
National list 205.606 for the following reason:

The petition did not provide information demonstrating that this material cannot be
obtained organically in the appropriate form, quantity, or quality.

Seven years have passed since the original similar petition was submitted. During the time since
the petition was filed and rejected, no organic oat bran concentrate / oat f-glucan has been made
available on the market. The organic industry has not had the advantage of using this
physiologically functional component known to have significant health advantages over the last
seven years. It is likely that physiologically functional substances such as oat B-glucan will not be
manufactured in an organic form until it can be demonstrated that the Organic industry is
interested in developing processed products that contain concentrates/isolates of known health
advantage. Adding an ingredient like oat f-glucan fo the National List encourages the
development of organic alternatives.

In the 2007 petition, the processing information for OatVantage™ was part of the confidential
business information. A review of patents granted to Nurture, the manufacturer of OatVantage™,
indicates that this product is pH adjusted with chemicals such as sodium carbonate and
hydrochloric acid. Therefore, this specific product is not included in this petition.

is petitioner has provided additional information beyond that submitted in 2007 in order to
elucidate the nutritional value of oat B-glucan to the organic market and consumer. In addition,
the petitioner has explained the reasons the organic industry could benefit from a concentrated
form of oat B-glucan. If use of this component is allowed for companies manufacturing “Organic”
products, it wouid prompt the development of an organic oat B-glucan.

13
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3. Confidential " usiness Information Statement
The manufacturing process for PromQat® QOat Beta Glucan (Appendix 2) is confidential business

information. Two versions of the petitions have been provided, one containing Confidential Business
Information {CBI) and one with CBI Deieted.
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ices
Appendix 1:
Appendix 2:

Appendix 3:

Appendix 4:

Appen x5:
Appen x6:

Appen T:

Appendix 8:

Appendix 9:

Product Information for Oat Beta-Gilucan Products
Stepwise Process for . tanufacture of PromQat® Oat Beta Glucan

GRAS Determination of Oat Beta-Glucan for Use in Food
Submitted by: Tate & Lyle, September 5, 2014

Tate & Lyle Oat Ingredients
Launches in the Market with PromQat® Qat Beta Glucan

Material Safety Data Sheet (MSDS) for PromQOat® Oat Beta-Glucan
USDA NHANES Nutrient Intakes from Food, 2009 — 2010.

21 CFR 101.81 Health claims: Soluble fiber from certain foods and risk of
coronary heart disease (CHD)

Beta-Glucan: Health Benefits and Product Applications (Tate & Lyle)

Oat Bran Concentrate Petition for Inclusion on the
National List of Allowed Substances

NOSB Committee Recommendation: Oat Bran Concentrate, ..lay 2008

15



























CBI Deleted Copy
Petition to Add to the National List 7 CFR 205.606: Oat Beta-Fiber

APPENDIX

Appendix 2: Stepwise Process for Manufacture of PromQOat® Oat Beta Glucan
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Appendix 3: GRAS Determination of Qat Beta Glucan for Use in Food
Submitted by: Tate & Lyle, September 5, 2014



GRAS Determination of Oat Beta-Glucan for Use in Food

SUBMITTEDBY:

Tate & Lyle
5450 Prairie Stone Parkway
Hofiman Estates, IL. 60192

SUBMITTED TO:

U.S. Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Food Additive Safety
HFS-200
5100 Paint Branch Parkway
College Park MDD 20740-3835

CONTACT FOR TECHNICAL OR OTHER INFORMATION

Donald F. Schmitt, MPH
ToxStrategies, Inc.
739 Thomapple Drive
Naperville, IL. 60540

September 5, 2014

TATE & LYLE CONFIDENTIAL
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MATERIAL SAFETY DATA SHEET (MSDS): PromQOat™ BETA GLUCAN

1. IDENTIFICATION OF THE SUBSTANCE AND COMPANY

Product identity / name PromQat™ Beta Glucan
Product use Food, baverage and nutritional supplements ingredient
Product make-up QOat kernel extract: Beta glucan solubie fibres and

amvylodextrins from oat bran

Company Tate & Lyle Oat Ingredients
Alvasvagen 1
SE 610 20 Kimstad
Sweden

Tel no +48 11 25 36 30

Email cat.info@tateandlyle.com

2. COMPOSITION / INFORMATION ON INGREDIENTS

PromQat™ Beta Glucan is a fraction of milled whole cat grain, denved from the bran, which is
gently processed using enzymes and physical separation in down-stream processing, and is
particularly rich in the soluble fibre component, beta glucan. The product also contains
dextrins (amylodextrins} and gluco-oligosaccharides. Insoluble fibre, proteins and oils present
in the original oat bran fraction are removed from the product by centrifugation. PromQOat™
Beta Glucan is supplied as a powder.

3. PHYSICAL AND CHEMICAL DATA

PromQOat™ Beta Glucan is derived from milled whole oat grains.

Dietary Fibre (Soluble (-glucan) 33-36%
Total Dietary Fibre 36-38%
Carbohydrate (oat maltodextring) 54-57%
Protein <4.5%
Mineral ash 1-3%
Fat 0.5-1%

Supplied with a typical moisture content of 4-6%
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MATERIAL SAFETY DATA SHEET (MSDS): PromOat™ BETA GLUCAN

6. FIRE-FIGHTING MEASURES

The product is in the form of a powder and may be flammable at high temperatures.
SMALL FIRE: Use DRY chemical powder.

LARGE FIRE: Use water spray, fog or foam. Do not use water jet. Combustion of any dry
residues releases CO2

7. ACCIDENTAL RELEASE MEASURES

SPILLAGE: Sweep up. Avoid formation of dust cloud.

WASTE DISPOSAL: Dispose of in accordance with national and regional regulations.
PromOat™ Beta Glucan is entirely biodegradable.

Use appropriate tools to put the spilled solid in a convenient waste disposal container. Finish
cleaning by spreading water on the contaminated surface and dispose of according to local
and regionai authority requirements.

8. HANDLING AND STORAGE

STORAGE: Store in cool dry place away from heat and oxidizing agents.
No other special precautions needed.

USAGE PRECAUTIONS: Avoid spillage and direct skin and eye contact. Safety goggles
should be worn when dealing with large volumes. No particular hand protection is required.

STORAGE CLASS; Unspecified storage

s









CBI Deleted Copy
Petition to Add to the National List 7 CFR 205.606: Oat Beta-Fiber

APPENDIX

Appendix §: USDA NHANES Nutrient Intakes from Food, 2009 — 2010.
Data Source:

What We Eat in America, NHANES 2009 - 2010, page 1 (fiber data highlighted by author)
http:/fwww. ars.usda.gov/SP2UserFiles/Place/80400530/pdf/l0S10/Table 1 NIN GEN 08 pdf










CBI Deleted Copy
Petition to Add to the National List 7 CFR 205.606: QOat Beta-Fiber

APPENDIX

Appendix 7: 21 CFR 101.81 Health claims: Soluble fiber from certain foods and risk of coronary
heart disease (CHD}



CFR - Code of Federal Regulations Title 21 Page 1 of 5

FDA Home* Medical Devices® Databases”

CFR . Code gf Federai Regulations Title 21
New Segarch Help” | More About 21CFR &
af Federasi Begilations|

T

iy Wolume 2

d a5 ool Aprilo 1,
FICERIOL.EL)

TITLE 21--TQ00 ANL CROGE
FTER J—-=-0000 AND DRUG ADMIN STRRTION
BTMENT S HEALTH Al HUMABRN SERVICES
PR TR COIL&DI\‘IP?TOI«

PART 101 -~ FOOD LABELING”

Subpart E--Speooifye Requirements L£or Health Claims

SLLBY Health claims: Solukle Fibey from cervdin fooss and vcisk of coronary n@art

Pasame (OHDY L

i) Relarionship barween diers chat arve Jow in Sarurate i
goluble Fibsr from certain © D rihe rigk of KD,

A
dizzaces f the heart DY system. Coronsry
most conman ard sericues foeme of car ar diseass
mustle angd sunporiting Ricod vessels, Hi gf rlood toral

lipoprotain (LOL)-cholesterol levels azre asscoiated with incresased risk

corovnary heartt disease, High THD rates woour among peopls with nhlgh toral erol levels
of 4% milligrans per deciliter {(ma/dly (6,21 fmwol/L)r or above and LOl-cholesteral lavels

of T80 myfdl 14013 wnol /Ly or above, Sorderline hgn visk total ohhle¢reroa lav

from

Lg range
D33 omepdel. (5L 1Y to €18 pmmol /L oand 130 to Da2% mgddi 13036 ro A1 mmULXL} ok

LUL-cholesterol, The scigntific evidencs egstablishes that diets hign 1o gaturated fat and
chojssterol are aszsocisted with increased lfevels of biood total- and LOL-choleszerael andg,

thila, ot CHD.

fnoinareazed

2 dncidence of CHD tend to have relavively low Plood total

esterol leveiz. These populstions also Tand o have distary patterns
that are rot oniy low 1n total fai, espeacially sarurated fan and cholestersl, but ave also
relatively Digh i fibker-containing fraults, vegetables, and grain products, such s whcle
cat produehts.

agterol and ¢l-/

(F) Aeientirfie snce demponsloates thar diecs low in saturated fat and cholescercl may
the zial of CHD. Other evidenne denmonscral Litat the ndil of soluble faiber from

Feyise
Ow riak ol QD

4 dret thal is low 21 saturated fa: and choisasiercl may alse help o reduce

i Signeficanoe of bthe relationshlp between dialbs thar zre low I Lnrdated fat oand
chodesterod and that 1no0l seivhie riber [romn o@rtain Foeds an. Ligk i CHD.
Ps s ma . paml.c health @rn in Lhe United States, It acoounls e dearhs

worher disease oo group of diseases. Larly management of riss .
pelbiio hiealth gosl thal can asszat in reducang risk of CHGL High
chotesterol are meior mod-fiable risk factors in the rdevelopnent

THD 35 & maar
aral and LOL-

iz1 Intakes of satura:

ereegd socommendoed levels 1 the diovs marny pecp L Lhie
Urnitegd RBfates. Sne 2F © maior public hoealth resommendatlions relative to CHD rizk 1s bo

csume less than LG gercent of calories from saturaved fatv and an average of 30 percent or
legss of toral calories from all Eat. B wcied darly cholestersl infaces are 2035
moliagrams mg) or loss per day, Sczontirjc ovidenge doemcnsiratos thae s lew din
saturaccd fat ernd choloatercl are azsorlarved with lower flood total- and LDL-cholesterol
Levels. Scoluklc fiber from cerstain foods, whon inciuded o o3 low saturated at andg
cholegterol dzeat, a2lso helns to lower blood total- and LDL-cholestorcl Lavels,

L

shall e met. The label and

[l Peguiremsnts, (1)
[ all be consisvent with the previsions of 101017

VALl reguiremsnts set forth in 202
=110y of foods containing psyliium husk

squirenents -~ {i;Nature of the Siaim. A hegalth claim Aassociating dists that ave
i fat and <hoaléstercl and that inzlude solubple fiber from cegvain foods with

mhiml:file://C:\Users\mkopral\AppData\Local\MicrosoftiWindows\Femporary Intermet Fil... 2/19/2015



CFR - Code of Federal Regulations Title 21 Page 2 of 5

ey e nage on the lapel or labeling ol g tood Jessribed in

redipged rish of hearth
; Sesyion, provided than:

paragraph (o) (2

i

that diets that are low In s2lurveted L3t and cholesterel and that
from certaln foods "may™ o "migho" reduse rizk of heari disease,

dizease, tho claim uses the following terms: "heavt dissase" or

. fving the substance, the claim uses the term "soluble fibar® gualified by the
2ligibkle gource of soluble fiber {provided in paragraph (¢l 2|
sretion. Additionally, the claim may ase the namo of the focod preduct that contains the
@riaazle sonros 0f sciutle Ziber;

FURE I Y T
"chilestersl®

13 the Fat component, the Zlaim uses Tnoe C2Ins "saturate

lasw

The wlsim does non attribure any degree of yish reduction for © Lo
Lo omaturated fat and cholesrarci and that include soluble fiber from the
cavagranh fol (2 of this section) ang

Fodrces T

e ooraim doeg not lmply that congumption of dists that dve low in saturateds A
terel and that include solunle Fiber from the elzgiblie “ood souraes fr paragraph o)
of this section s the only recognired me«sns of achieving a reduaced risk of CHD.

]y}

im w1fl Lhe daiiy distary zatake of the sl Lhat
to reduce thvw rosk oof oorosdry heart gis and lbe [ ; nodte gerving of

ry intake levels
hawve Dean

males Lo Lhe specllied darly dietary Lﬂt&ke level. Laily
Liber souraes listedd I garagraph (20 (2) 14 af this
assaczated with re =

soed roish corcnary hearl dis

e oalresl

P T g o or more per o day
Ginal 1om of whole oa

~gluacan sciuble fipee feem eliber whole cals or harley, or

120 7 g o or more per day of soleble fiber from psylliium seed hustk,
of

fziyMacurs oFf the substance--Eligible sources solubic Fiber., (A} Beta iogliucan
2olubic fiber from bhe whole oan and barley zources liztod belew, [botal- . tizle
filber w'll be determinsd by wmerhod Mo, 292,38 from the "Qfficlal Methoda of hnalysis of the
C PIONAL," i6th ed. {19%%), which is incorporatad by re rence in adscordance with
SOoULB.CL 5521ar and 1 CFR part 31, Coples may be obtainesd from the AQAC ANTERSATIONAL, 481
dorrh bFredevick Ave., suive S8, Gaithershbuorg, MD 20577, or may ke examined at the Contew
for Food Safety and Applied Hutriticown's Library, S1D0 Paint Branch Pkwy., folleqge Park, MC
G740, or at the Hational rraves ana decords Adminzstration (RARAY . Pon MATION o Thie
duvailakilaty of this mat 3 call ZUZ-341-6U30, cor go

rothrto: SSwek, archives, gov xrederéi_:egisterxcocelc¢wr.deral_reguiat;on:j'

Il voar bran. Oat bran s produced by grindlng Tiean oat greats or relled ocats and

tong the resuiting oat flour by suitable meoans 1nto frasrions sach that the oat pran

13 noet mere than 50 psroent of the origonil starting matérial and yrov1je° &t l=ast
ent jdry we:rght basis (dwb)} [bctal-glucan sclubie fiker and a2 toral dierary fiber
of 1& percent {dwki, and such that at least one-third 5P the total dierary Ziber is
fiper:;

CRorRslied paty,

amo 00 peroent dehuld laed,
Lo least 4 perooent

led gats, s6 Known as catmeal, produased f
cat groats oy steaming, ocutiing, rvobiing, and flabing, and provides .
ot hetaleglucan soiuible fiber sng oa fotal dietary fiber content of ar least [0

am 100 peroent dehuliad, olean cat grogts
<1 gat bran o tre final
1le fioer and a total

(3 R0 le cat rloor. Bhole aat flour iz produceds
Ly stzamirg and grinding, suct fhal thave 18 no sign
produet, and provides at feast 1 pe ne fdwbl of ez
dietary [iber content of at least L0 perosns cdwig .

f dateam, The soluble {raction of alpha-anylase bhydrolyzea oar boan oy whole cas @lown,
wlnG Faowe ad calbrlm. Sabrim iz prod A otrom either gan bran as i aphr (ol 12y
fRip Al v wf Lhis seclign or whole oat flour as defined in pdf}qinp PhiLytRILE b ol

Ehis mection by solubilization of the grarch 1o the sfarling ta-amybase
hydroiysis oroocess, and rthen oémo by cenirl fugalion of L

high portion of proteln, loipid, inscauble dietacy
components ol the star.ing maelerial. Tarrs

! e larn that o oaor

i

congieting of

et u‘\-]

[ v A T Y ST S LA 48T Ly mnteria,

Sonbenrl de

SWacie grain barley and dry milled barley cd and hull-less whele graln Darley
a ‘hetal-glucan seiuple fibor content of at 4 porcent (dwix) o and a4 toetal dietary

mhtm):file://C:\Users\mkopral\AppData\Local\Microsoft\ Windows\Temporary Internet Fil...  2/19/2015



CFR - Code of Federal Regulations Title 21

content ofoal least 18 geraenl {dwbl. Dry miiled barley orain prodgucts in
barley tlakes, parley grivs, osarl barley, bariey flour, bayley meal, and
weal Lhan are orodeced from clean, sound debulle v hill-le arley ar
dry miiling lLechrigues, which may inclade stesdming cr tempering, and Lhag
2t least 4 percent {dwb! o of [Detal-gluoen seildable [iber and at leas:
raotal disLazy fiber, eaae
Jiuan uope lLuF'

et

standa

total

5.5 parcent {dwhr aud mintosrm filber o

zrley, aud barley L[lour are as derfined in L
0 Approved Methoeds ol the Aamerican Essociatlioen of C
and 2, whia incornerated by refarence in acoordda
51, Comies may be abrained from the Emericsn &
. Enob Fd., St. Faul, HMinnessta, 55121, ar mray
rond Safeby avd Applied Muorition Libracy, 5130 Pe

ceal Chemir
e with 5
oglation of Ca

e examined atc

At the Matlonal Arohives and Records Adwinistration (NMARZ) . For ini
avaslabilaty ol Chis material av YARA, call 262-711-9334, or go
tordp S Awev. archives. govslederal_register oo
eal {s wnhsi
auem, and ende
SELATAT

fedaral regulation
subjected e ANy Pro

ted, yround bariey gra:n

wWall-enrichan

sarley weal 1g an endos .
oLy abln ool LTI 200

errar
ancl &l
sura of wh
HOCLLon, with o
oxtract s ooontalns warnly partially hydr

o, solukblo, “arti&lly fyvdrolyoed Det
material by coeptrifugation, and after removal ol ©
hydrglyzed Deta-gluoaan scluble fiber is separated from thoe orner soluble o
precipitation with ethanoi. The preduct iz then dried, milied and saifve

Burley betafibery i2 che cthansl] preciplrated

fgrain harloy, Dall

—ase hiydr
n barlcey Lovr, EV-s !
e and alpha-am

Al
Tines in

paragraph i
FAZYImE pEEparation, Lo prod
olyced peta-gluacan and substant
a-

a clcoar

Lude bar

BRSO

B peroent  jdwino
ey hran and sieves barley meal for whion the minimum [beta) -
3 IGTih e
Lehualied kazley, huli-less barley, barley bran, barley flakes, barley
< Barley Siossary (RACC Nmrb*' 55~

srmation onoL

Page 3 of 5

E LY
contalin
of

for

nt. Branch Phwy., Cullege Pari, ML 20750,

Fles

fractian of
is produced by
mE This

ACUEDUS

Lydroly-ced
-giucan la sepavazed from tho insgsluble
& insoluble matertal, the partial‘y

fiber

shall have a bera-glucan soiuble fiber content of au least 70 porcent on & 4Gry weight basis.

B :oPayilium huek trem the dried seed coat (epidermrst of the seed offlanrags (P
ovita, aAnown a3 blond paviliug <v Indian psylliwe, &, indica, orP. payliium. To qualify for
rx claim, psvilium secd husk, slso known as psyllium husk, shall have a purity of no less
trer 4% percent, =uch that 1t confaling ? percent oy less protein, 4.5 percent or less of

ghe wrtrans sug matcer, and 0.3 perocent oz
the combined extrancous martey exceod 3.9 porcent, as detex
) omethods descriteed in USE's *The Hatio
wintzh iz snecrporated Ly reference in an
Copies may be cbtained from the U500 Ph
Bockwille, MD 24832, or may be sramiped at the
Mutrition's Library, 5104 Paint krapoh Phwy., O

3l Tormulazy, oGSy 23, MEFOL®, p.o 1341,
sance wioth O T.300.0 S52iay and 1 CFR
acopeial Convention, In
ntar

~

for bood Bafety andd sppls
Miv 2074

tess of heavy extransous macter, Lut in

Do, TZELD Twinbroo

N CAaS:

ined by V.5, Pharmacopeils

1930,
bt AR U
LA

Hational

Arohlves and mecords Administration AL For anothe avallab:ligy of this
material at MARA, call 20I2-741-6030, 2r go

oAt i W, archives, gov.S federal registerSosde of federal pregulations/ibr locations homl
A will detzrmine The 15 Prowvice payllium husk by

Analycical o
Frw L
Liorimcontaining Cereal Froduors, oy
995. witich is ino :
TLpLes may nlh
i, Geithersharg, KD 20877, or may
ar<i Appliled Nutritien's Laibrazy, 100 Paint
Mariongl Archives and BEoerords
ial at HNARA, 2all Z02-
of redera! regulatiznsibr

ucina 3z modifisatiorn of ths
e ol lukle
.uolo and Gi1etary
AQAL Internscic PRS- ¢ D
Srdance With & oULs.o. 5B ia)
IMUERNATLNAL, 481 orth Fred
ined at the Jentey
L College fark, HMD 20730 or
For rnformation on the avallability of
terhnbpr s Swwwlarchives, gov/rederal registerdoode

dasgviie

_L.'3]

F

o

International
Tleterminaticn
rnal of

Branch

wminisTtration HARARY
Lo, o
s htmi g

go-

[ Vg ture of the Ffood eligibie bto bear rhe Oiaid 1@ food produ alt o ireiade:
P Gne or nore ol ths bacley foods from paragraphs (b iDhwex b (F 0, 20,
;o oand {5 of this sec the whale aoal op barl focas shall contain an laas

i |
075 gram {gi of =niuikle fiber cer referende amounll CUsLo
prochaety or

12 The toon gontainang the odat
ey beralimer [rom pavagraph
g of I a-glucan goluble [ibe
il ox

Erom pasagoaphe fol 10} PiR g 1 ol thde secy
Piisi{ar i ¢+ mr this secvion shall cuncaln
T PENTE aMount. ous

comarily consumed

mhtml:file://CAUsersunkopral\AppDatatLocal\MicrosoftyWindows\Temporary Internet Fil...

dly consunsed of the food

2/19/2015



CFR - Code of Federal Regulations Titie 21

3 Pavllium husk that somplles with paraaraph
Zlium food shalill contain ar least 1.7 g of
conzsumed of the food produoso;

P2yl By of this section, end
uple fiber per reference amcunt cos

e amount of scluble fiber
[T
i’

e food shall wesr the nutrrsnt oonten
o ohalesteral" foody and

(0 Tre food gshall mesrn the nutrient content reguirement in 181,620 10

n the nuzvitien label, oonzisten

recgulrement in 101.62 for a “iow saturated

For oa "low

Page 4 of 5

el
stomarily

fat"

focd, unless the food exceesds trie reguirement due To fat sontent derived from whole oat

aodraes llstes o paragranh (op (PPN (RY of this secTion,

informafion, {1) The oclazm may sk
facters and may idertify one

re ls gener:

tal ard LDLeoholesrs aral; mady w
rd pnyvsica. _nacilvisy, The olaim may aiso provi
tiwe benerits b exercise and managewn
diseane

By Deeme
ight )y high

intake of
Tiber Lroom

The olalm may state thavt Lhe relalions
rupated Fat and cholescerol and thar inoluag
suraph {er{Zifioy of

intermediate Linl of Yhlood o

ad riax of hearl
wral- and LLDEL-

from s sesiion

lesterol" or

may inclode informarion from paragrachs 1al and il
relatronship bat. dizts

t : Al are 1ow it o2
de soluble fiker from certain foods and coronary
o

[EY4te)

S Gd

e of the reelationship;

claim may spocify thoe name O0F the eligikie zolubic

I L o savarated fan an cral that
1S Lons1sTent wWith "Mutritson and ro

Depaviment of Ay Ture (USDAY and
Felnfnens Frinteing Offlog 1GROr;

=T

cidim omay stsLe thaty o di
fibwr from whele oars oz
Gordelines AWl Lans,

and Auman Servooocs (UDHRSG,

Hil may state that individuals with elsvated bisod total- and LDL-chs

janz for medics. advioe and Treartment. ¥f

and Lhl-ocholeszerol levels, then the olaim shall sta<e thar
dudis with high biood cholasterel should consalt cheir phy
aral treatment;

{71 The

alm may inciuae Informstion on ohe pumbes of peeple in the United TR

Mesrt Wlssase. The zources of H jore sh e jdentifien, and it s L e
inforration from the Hational Center for Health & t1og, the Metional Tnwtitutes
Heat ity or "MNarnsition snd Your Health: Dietary Suidelines for Americans,™ USDLA andg
GO,
I heal! ing model hDeal:l ,Jalmg i Toin food babeln
robe the diets Lhal & 'urat&d fal and slastera

el risk o of hearl di

snds mnad redu

snalude 503 eraln f BaSe

bl Bolubkles fiber From foods such oas |nams of aclable Fiber source f
: desired, che name ol feod producl], as pacl of
eutaernl, may reduc lne @i heart dises

Al suppl ok the fgrams cluble Tiber specified
b this b&LELOHE a0, ik Diper from !pale Vi luble fibec sourd
VALY ol Lhas secllion| necessary per aay to have this e«ffect.

of
Laragraph (o

Dielbs low in saturated fat and cholesterol that includs [ grams of scoluble
waclified in persgraph (o i2yii: iG] of oh cionl ¢f solable fibor por day fros
solubic Liber source from paraaragh {2 L this sent and,
the foord procicen] may reads the risk o sooo0ne serving

gramg of

et

Jari. 27,

J Y Y G

Ak afend

;o LB0Ly 8T oW BLIRL, Qoo b, Z00%;

41,
suly 1%, PROTRLGD, Leo, JO0Esy T3OFR Ba4T, y 73
%)

leare

iansg for nediosd

2ired, thc
[name of food

2il%, Fab,

wnl. Gl bodly weight L heip lcuer Lhe ILﬁk oi DT

in

e s

rarthent of

INTR

nigh

advioe

who have
v rent
[y

3%

ng Lo
31

and

nae ol
(211G

fram BArag e Lo 2

fikuzt
friame of
Lt e

D200

£h

Links on this page:

mhtml:file://C:\Users\mkopral\AppData\Local\Microsoft: Windows\Temporary Internet Fil...

2/19/2015






CBI Deleted Copy
Petition to Add to the National List 7 CFR 205.606; Oat Beta-Fiber

APPENDIX

Appendix 8: Beta-Glucan: Health Benefits and Product Applications (Tate & Lyle)



























CBI Deleted Copy
Petition to Add to the National List 7 CFR 205.606: Oat Beta-Fiber
APPENDIX

Appendix 9A:

Qat Bran Concentrate Petition for Inclusion on the National List of Allowed Substances
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JILDING NUTRITION SOLUTIONS FOR LIFE.

Petition for Inclusion on
the .Jational List of
Allowed Substances

OatVantage™
Oat Bran Concentrate
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CTCNITRITION

BUILDING NUTRITION SOLUTIONS FOR LIFE.
October 10, 2007

Program Manager, USDA/AMS/TM/NOP
Room 4008-S0., Ag S1op (0268

1400 Independence Ave., SW.
Washinglon, DC 20250

Phone: 202-720-3532

Fax: 202-205-TH08

Dear Program Munager:

Please lind enclosed duplicate copies of GTC Nutrition™s petition to have OatVantage ™.
vt bran concentrute included on the Nutional List of Allowed Substances in Organic
Produciion. It you have any questions or reed additional information please contact me
directly.

Sincerely.

o

Luke R. Kaznrierski

Quaiity Assurance and Regulatory Allairs Specialist
GTC Nutsision

Phone: 303-216-2489

E-mail: lkazmierski@ gtcnhutrition.com

60 Corporate Creche « Sunle H o Galden, CO ROHOT o SD0-522.-4682 & www genutniboa.com
A bunittesy waee of Corn Frosducty Inteenational, fne
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Appendix 9B
NOSB Committee Recommendation: Oat Bran Concentrate, May 2008
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