






















































































































derived P-glucan (excluding infant formula and meat and poultry) as current barley- and 
oat-derived 13-glucan products as described in GRN 207, 344, and 437 (FDA, 2006; FDA, 
2011; FDA, 2013 ). Cargill, in GRAS Notification 344, estimated the combined average 
intake of barley betafiber by consumers from all uses of barley betafiber (i.e., general 
food use and meat and poultry) would be 12.4 g/person/day (8.7 g p-glucan/person/day). 
The 90111 percentile intake was estimated to be 23.5 g/person/day (16.5g13-
glucan/person/day). Cargill stated that barley betafiber would be added to food at levels 
of 4.3 g/serving, resulting in approximately 3 g of 13- glucan/serving. Given the lower 
level of P-glucan (approximately 35%) in Tate & Lyle's PromOat® product, the estimated 
intake of j3-glucan from the proposed uses of Tate & Lyle's product will be lower by 
approximately 50% (i.e., 4.35 and 8.25 g 13-glucan/person/day for the mean and 901

h 

percentile, respectively). While Tate & Lyle's PromOat® product could be added at a 
higher per serving level, the use of oat p-glucan in this manner is considered to be self­
limiting for technological reasons such as product texture and/or flavor profile. ln 
addition, since use in infant formula, medical foods, and meat and poultry are not being 
considered as part of this GRAS Notification, the resulting estimated intake will be less 
than the current GRAS oat- and barley-derived 13 glucan products that were the subject of 
GRN Nos. 207, 344, and 437. In summary, the proposed uses of PromOat® will not 
result in an increase in the overall consumption of but simply provide an 
alternative source of p-glucan for use in food. 

Numerous studies have been conducted and published in support of the evaluation of the 
safety of barley P-glucan, including in vitro and in vivo animal studies as well as clinical 
studies in humans. While there is a lack of published preclinical safety studies on oat 13-
glucan, products containing oat P-glucan concentrates have been employed in numerous 
clinical trials. Other than mild, transient gastrointestinal (GI) effects such as flatulence 
and abdominal discomfort, no significant adverse effects were noted. It should be noted 
that these GI effects commonly occur following a shift from a low- to high-fiber diet. 
Evaluation of the possible effects of oats, cereal fiber and/or 13-glucan on mineral 
absorption and allergenicity have also been considered by U.S. FDA and EFSA and 
found not to present a significant safety concern as consumed as part of the normal diet. 

C. General Recognition of the Safety of Oat-Beta-Glucan 

The intended use of oat P-glucan has been determined to be safe through scientific 
procedures as set forth in 21 CFR§l 70.3(b), thus satisfying the so-called " technical" 
element of the GRAS determination. 

The oat p-glucan that is the subject of this notification (Prom Oat® Beta Glucan) is 
produced from the starting material oat bran. The oat p-glucan product is manufactured 
consistent with current Good Manufacturing Practice ( cGMP) for food (21 CFR Part 
110). The raw materials used in the manufacturing process are food grade and/or 
approved for use as processing aids in food. No chemical processing aids are employed 
in the manufacturing process. The oat P-glucan product containing approximately 35% 
P-glucan has been characterized and meets the food grade specifications found in Table 1. 
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There is common knowledge of a long history of human consumption of oats. Oats have 
been cultivated around the world for more than 2000 years. The U.S., Germany, Russia, 
Canada, France, Finland, Poland, and Australia are the largest producers of oats (Garuda, 
2012). Numerous food products containing oats are currently marketed in the U.S. and 
around world. Oat fiber has become a desirable ingredient for addition to a variety of 
food products as a source of dietary fiber. 

Epidemiological studies and clinical trials have consistently revealed that fiber-rich diets 
are associated with significant reductions in cardiovascular disease risk. While there is no 
established dietary reference value (DRV) for soluble fiber, the amount of soluble fiber in 
a typical mixed diet is one-fourth to one-third of the total dietary fiber intake (ADA, 
2002; FDA, 2102). The intended uses of Prom Oat® (oat-derived p-glucan) will provide 
an alternative to other dietary sources of P-glucan as part of the total dietary fiber intakes 
among the U.S. population. 

Oat P-glucan is found in the cell walls of oat kernels. Besides oats, p-glucan is consumed 
from other cereals and edible plants such as barley, rye, and wheat. Oat-derived P-glucan 
concentrates (e.g., Oatrim with a~ glucan content of up to 10% and OatVantage™ with 
54% p-glucan) are marketed in the United States and have GRAS status (FDA, 2011; 
FDA, 2012). 

To date, FDA has reviewed two GRAS Notifications of p-glucan from barley (FDA, 
2006; FDA, 2011) and one from oats (FDA, 2013). Extensive published information and 
data on P-glucan were submitted. All of the GRAS notifications received "no questions" 
letters from the FDA. Tate & Lyle considers the information and study data described in 
these cited notifications as directly applicable to this notification. Furthermore, P-glucan 
derived from oats or barley contains polysaccharides of unbranched, linear, mixed­
linkage (1-3), (1-4)-P-D-glucan, and from a physiological perspective there is virtually no 
difference. Thus, from a safety perspective, the available studies of barley p-glucan and 
the studies described in GRNs 207, 344, and 437 are applicable to the safety assessment 
of oat p-glucan. No recent studies raising any new safety concerns have appeared in the 
published literature subsequent to these evaluations, particularly the most recent GRAS 
notice ORN 437. 

Given that oat P-glucan meets the proposed specifications for the use of P-glucan as a 
food ingredient for human consumption, the safe use of oat p-glucan is justified by 
scientific procedures. In addition, the publicly available scientific literature is sufficient 
to suppo1t the safety and GRAS status of the proposed oat p-glucan product. 

Numerous studies have been conducted and published in support of the evaluation of the 
safety of p-glucan, including in vitro and in vivo animal studies as well as clinical studies 
in humans and are described herein. Therefore, since this safety evaluation was based 
on generally available and widely accepted data and infom1ation, it also satisfies the 
so-called "common knowledge" element of a GRAS determination. 
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Determination of the safety and GRAS status of oat p-glucan that is the subject of 
this self-determination has been made through the deliberations of an Expert Panel 
convened by Tate & Lyle and comprised of Michael Carakostas, DVM, Ph.D., Carol A. 
Knight, Ph.D., and Stanley M. Tarka, Jr., Ph.D. These individuals are qualified by 
scientific training and experience to evaluate the safety of substances intended to be 
added to foods. They have critically reviewed and evaluated the publ icly available 
information summarized in this document and have individually and collectively 
concluded that oat-derived P-glucan, produced consistent with Good Manufacturing 
Practice and meeting the specifications described herein, is safe under its intended 
conditions of use. The Panel further unanimously concludes that these uses of oat P­
glucan are GRAS based on scientific procedures, and that other experts qualified to 
assess the safety of foods and food additives would concur with these conclusions. 
The Panel 's GRAS opinion is included as Exhibit 1 to this document. 

It is also Tate & Lyle's opinion that other qualified scientists reviewing the same publicly 
available toxicological and safety information would reach the same conclusion. Tate & 
Lyle has concluded that oat P-glucan is GRAS under the intended conditions of use on 
the basis of scientific procedures; and therefore, it is excluded from the definition of a 
food additive and may be marketed and sold for its intended purpose in the U.S. without 
the promulgation of a food additive regulation under Title 21 of the CFR. 

Tate & Lyle is not aware of any information that would be inconsistent with a finding 
that the proposed use of oat p-glucan in food for human consumption meeting appropriate 
specifications and used according to Good Manufacturing Practice, is GRAS. Recent 
reviews of the scientific literature revealed no potential adverse health concerns. 
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Appendix A. Certificates of Analysis - Characterization 

TATE ~~~ LYLE 

CERTIFICATE OF ANALYSIS 

Product: 100 015 PromOat Betaglucan 

Batch no: 

Prod. Date: 

Best before: 

Chemic.al analYsis 
Average value 
Beta Glucan 
Dry matter 

Bacte1iolo~iral analvsis 

Total plate count 
Enterobacteri.aceae 
Staff. Aureus 
Yeast 
Moulds 
Sa.lmone lla 
E-coli 

Tate&Lyle Sweden AB 
03-09-2014 

-. .. .. ,, 

1326 

2-t-06-2013 

23-06-2015 

34 
94,7 

<500 
<10 
<20 
<60 
<80 
Negf25g. 
Negative 

. ) .. ; ~ t' ( ( f / -

' ;.. / 

/>'{ I // f .. -f -- ~ -v ~, 

Ingbritt Johan.~son 
Quality Manager 
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TATE ~~~ LYLE 

CERTIFICATE OF ANALYSIS 

Product: 100 015 PromOat Betaglucau 

Barch uo: 

Prod. Date: 

Best before: 

Chemical analYc;is 
Average value 
Beta Glucau 
Dry matter 

Bacretiolo~cal analvc;is 

Total plate count 
Enterobacteriaceae 
Staff. Aureus 
Yeast 
Moulds 
Salmonella 
E-<:oli 

Tare&Lyle Sweden AB 
03-09-20U 

-, - . 

30-10-201.t 

29-10-2015 

35 
94.3 

<600 
<10 
<20 
•:.'20 
<80 
~eg/2Sg. 
~egative 

, / ~ ,.\\o- L {tt/ 1 , . ~rli 't ' )J ·:.~ ·-.... 
.) 

lngbri It Johansson 
Quality Manager 
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TATE ~~~ LYLE 

CERTIFICATE OF ANALYSIS 

Product: 100 015 PromOat Betaglucan 

Barch no: 

P rod. Date: 

Best before: 

Chemic a I analYsis 
Average value 
Beta Gh1can 
Dry matter 

Bac-re1iolo~iral anah·sis 

Total plate count 
Etuerobacteriaceae 
Staff. A.Ufeus 
Yeast 
Moulds 
Salmonella 
E~oli 

Tare&Lyll' Swed.en AB 
03-09-201-l 

-

Ull 

11-03-2014 

10-03-2016 

Result 

34 
94 

<100 
<10 
<20 
<20 
<.20 
~eg/25g. 
~egative 

' j • , I (. _ .( f / I >' { 1 / .{ <· 1 "hrG~·"'-. 
J I 

Ingbritt Johansson 
Quality Man.ager 
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~:: eurofins 

Tote&Lyle Sweden AB 
lngl>ntt Joh::insson 
Alvasvagen 1 
610 ~O KIMSTAD 

Rapp<lfl ut!3rd3d :w .. ;,H D '1 C' 

aekr€dterat bbor.itonum > W W ; 
C"> \.!J % 

Rep<in 1SSLJed by 1'-+F. Ill T "-.;:" 
Accr9d~..:I Lo)bor;itory 

Eut ofins Food & Agro Testing Sweden AB 
9oJC887 
SjOhagSij. 3 
SE-531 lQ L.akOping 
www.eurofins.se 

TII: ~ 10400&310 

AR-14-LW-018537-01 

111111 1r 1~111111m 111111110 
EUSELl-000647 47 
Cbenl oode:. LWQ{!() I 581 

ANALYTICAL REPORT 
S~cod•- 52S.2014-04280095 

Clien1S~: PromOJil 1411 
Re<:e.....O: 2014-0-4·28 
R~fin!Shed 2014..05..0C 
Stan ot :vialys~ 2014-04-28 

~ Rew lt: MRL Unit Unc:E<t, Method L3b 

LWOOV Fat~ SoxtK O.ll gllOOg %30% EU SEU 

SL4 12 Sod11Jm {N3) 2SO n>Q'lQ ±25'4 NMKl No 131110111 EUSELl2 
mod 

SL40IJ Ca~ CC.-.) 91 ~ :: 10% NMKL No 13CI 11101 EU'..>ELC 
mod 

SL411 Magne~m 1Mg) 370 mol\Q :: 10"4 NMKL No 13111901 EIJSEJ..J2 
mod 

SL413 iron {Fe) < 2.0 n>Q'lQ ±30'4 NMKL No 13111001 EUSELt2 
mod 

SL410 Pocassium \K) 74.00 mol\g ± 15"4 NMKL No 13111901 EU"...EU2 
mod 

SL40~ Phosphorus fP) 2800 mol\Q ± 10% NMKL No 13Q 1991 EU"..ELl2 
moo 

Sl.415 Z...OtZn) 1.5 mo~ ::20"4 NMKL No 130 1001 EIF.,EU! 
mod 

SL405 Aluminium \Al) < 5.0 mo"'-9 ± 31)% NMKLNo 1011998 El.F.£UZ 
moo 

SL403 Lead (Pb) < 0.020 1T9'ig :t20-.~ NMKLNo 101 1998 Etr...flf.! 
mod 

SL40<4 Cadnwm (Co) < 0.010 rT-!>'kg ±20~• NMKLNo101 l ii98 l!USl!Lr.! 
mod 

SL402 ArsMic (As) <0.050 1T19'kg : 35'4 NMKl.No 1&1 1098 EIJS£.Ll2 
mod 

SL~ Macury (Hg) " 0.020 mo'lO :t30% EN 1c2n 201Z EVSELl2 

JJ<Y.>a A..'latox1n B 1 <0.1 µglkg internal medlod o~ fl/HAl\EJ 
on EN 14123 

JJ006 Afbtoxtn 62 <0.1 µ!>'kg internal m~1hod b35E<I EVHAl\4:3 
on EN H123 

JJC05 Allato1dn G 1 <0.1 111>'kg internal mediod b3s.od EUHlll\t:J 
on EN H123 

.)JOO& Afbtoxin G2 <0.1 lll>'kG tntetrul melhod oaseo fVHAl~J 

on EN 14123 

LWO:!O OdlratOtM 0.1.4 119''11 ~ 30%. NIAKl 143 EV SEU 

LW03Z Deo•yniv3lenol (Vomito• n t Sii µglkg :t25~ In houw method (2101 EUSELJ 

?yrreq diyC!!titon~ 
• · (llot p:irt or the 31Xff<l,t1Con1 

l>t<lem1fng l30or3IOr)' r no1tm9 ._. ~ auE.a f- l'OCO & • 1l<MP"9I 

nw '""'°"' Ma) noo 00! repttl<1.Ct<I t>~ 1n l\JI.-..- a 'M'.::tn aiipro,31 of 111t 1aocac<ry. 1l'le - ~• on7 :o ne ~ ~r-. 
P3~ 1 of2 
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. "• 
~:- eurof ins AR-14-LW-018537-01 

I lllHIHllUll I llm 111111110 
EUSELl-00064747 

LWOlX HT-2 Tox6> <10 µg.'kg i:Ml% In house method (21 Ol 

LW03Y T-2 Toxin <10 µg/kg ±~% In house m•thod (210/ 

LW0'41 aaraltnon• (ZON) <10 µg/kg ± 35~~ In house m.U.Od (210/ 

MJ011 S tarch Jnd !>"113' 42 l)i100g lnt•mal ,,.;lhoo 

SLBO~ Sulpl\\lr total (SJ 1600 ~'lg :t20% NMKL No 161 1908 
moo 

LP 130. No p;;stic.ce tesidu~ dttw.d (SLV K1-'4-m:l1C I). 

Per-Olo~ S6dergren. ::s M 

This 1est repon has been create-d electronically and has been verifiec and authorised. 

Test WU ~rform.d by 

EUHAVlf:J 
EUNOTR2 
EUSELf 
EUSEU2 

Sl'!Nl9< O.Wlpt!On: 

Eurofm WEJ Conu minJnts GmbH (HJo111bu19) 
Euroms Food & 1'qo T•s.nng No:wJy AS tSkarisen), Trondht .m 
Eurofm Fooo & 1'qo T~s.ung S~nA8 lldkaping 
Eutc>Ms ~nm.en! ~n. udkop111g 

• :ot«>lp.Jrt0!~ 3"..cr~::.a0'11 

=>tl!Omllllg U llOl'3tOI)' (, nolNl\g t!U la ':Jte<J' Eurof;M f()O(! ' ~ (LtCllO~ 

Tl>t rKU.il "''1'f no: te reprocuoea Botpl In !\JI, "'"'°"' 3 111m:en ~JI !lfll'io IJl:X>ra:cry The rKUlt• ,..;Jot on ) w r>e 531'1\pje anJlyWd. 
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~~~ e u rof i ns 

Tate&Lyle Sweden AB 
lngbritt Johansson 
Alvasvagen 1 
6 10 20 KIMSTAD 

Rappo11 utfardad av 
ackled1terat laboratorium 

Rcpo11 issued by 
Accredited Laboratory 1 .. 1 

!'>• • ti • • .. •• 

Euro flns Food & Agro THting Sweden AB 
Box 887 
S,Ohagsg. 3 
SE-53119 loOkopuig 
wW\v.ourofins.se 

Tit, " 46 10 490 8310 

AR-13-LW-028445-01 

1 1111 ~11 m!U1lllltlllllll lll1llmFlllll'lll ID 
EUSELl-00046392 
Client code·: LW9901581 

ANALYTICAL REPORT 
Sample code · 525-2013·07170U8 

Chen\ Sample Soluble Oat Fibre Batch. 1326 

Received 2013-07-17 

Repo11 finished 2013·07-30 
Start of analysis 2013-07-22 

Analysis Result: MRL Unit Un cert. Method Lab 

LWOOV Fat acc. SolClec 0.42 g/100 g : 30% EUSEV 

Sl41 2 Sodium (Na) 280 m~lkg t25% NMKL No 139 1991 EUSEl/2 
mod 

SL408 Calcium (Ca) 83 mgikg t 10% NMKL No 139 1991 EUSEL!? 
mod 

Sl4 11 Magnesium (Mg) 380 mglkg .t10% NMKL No 139 1991 EUSELJ2 
mod 

SLA13 lrori (Fe) 3.2 mglkg t 30% NMKL No 139 1991 IWSF.L/2 
mod 

SL409 PhosphOlUS (P) 31 00 mgJl<g t 10•4 NMKL No 139 1991 EVSELl2 
mod 

SL405 Aluminium (Al) <5.0 mg/Kg t 30% NMKL No 161 1998 EVSE!.12 
mod 

Sl.403 Lea<! (Pb) <0.020 mg/kg >;20% NMKL No 161 1998 eVSEl/2 
mod 

Sl404 Cadmium (Cd) <0.010 mglkg :t 20% NMKL No 161 1998 EUSEL12 
mod 

SI 402 Arsenic (As) <0.050 rng/kg 'J; :i5% NMKL No 161 1998 EUSEU2 
mod 

SL39'3 Mercury (Hg) < 0.020 mg/kg % 30% EN 16277'2012 EUSEU2 

JJOOO Aftatox1n 8 1 <0.1 IJOll<9 internal methoo based EUltAWE3 
on EN 14123 

JJ006 A ftatoxin Fl2 <0.1 µglkg Internal method based EUHAV\£3 
on EN 14123 

JJ006 AllatonnG1 <0.1 µg/kg inlemal method based E'VHAWE3 
on EN H 123 

JJ006 A flatoxin G2 <0.1 µ911<9 intornal method based EUHAWE3 
on EN 141 23 

LW020 Ochfatoxin <0.10 µg/kg :t30% NMKL H3 EU SEU 

LW03Z Oeoxynivalenol (Vormtoxin l 200 µglkg '25% In Muse method (210) EUSF.1.1 

LW03X HT·2 Toxin <10 µg/k g ! 30'4 In house rnethod (210) EUSELI 

LV./03Y f-2 roxin <10 JJflll<g : 30'.4 In house melhod (21 OJ EVSEU 

LW0~1 Zearalenono (ZON) <10 IJglkg % 25% In houee method (210) EUSELI 

Uocert Moasuroment uncertainty 

Symbol CMCt'IRtiCf\_ 
• (Not patt of the accre d1UAK>n) 

Portorming laboroloiy 11 nothing efao 11 a1atcd Eurotins Food & Agro (t 'dkopin~J 
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• eurofins .. ~ AR-13-LW-028445-01 ... 
I llJUllll!lflDBllflllmllD'rnll ll 
EUSEU-00046392 

Ll''130 l)mot11ylanu11a$1dphololui..1ide o.ou n\~/kg SW K 1 -f~-m016,1 
(OMSTJ 

l.P130 01pheoylamine 0.01' 0,05 mg/kg SlV K1·14·m016,1 

MJ011 S1arch ane1 sugar / g/1009 AOAC 99612 

SLB89 Sutp~'" tolal tS) 1'00 mgll.g t 20°~ NMKL No 161 1990 
moo 

LP1~i0 N1> 1l ttu1r pe.st1dde r~s1ouea detectco iSLV Kt~f ... rn0 16.1), 

Samplo conctuslon: 

Pesticide residues have a measurement uncertainty al an interval of 3o-60%. 

Ulrica Svensson. ASM 

This test report has been created electrorncally and has been verified and authonsed. 

Test wts ptrformod by 

l',UHAWE3 

EUNOTR2 
EUSEU 
EUSl:Ll2 

~01!1m 

f:urulin& Wt.J Contan11n~r'll$ GmbH (H~•rtblJfC) 
Eorotlns FoOd & 119ro Testing No.w•yAS (S<ansen) lrond""1m 

Euroions fOOd & 119ro Tesung Sweden AS. l.Jdkop;rig 
f-urofins t..nvw-onmcn1 Sweden. l tdkop.ng 

" (P..OI P')1 d UM! ilCC:f8d4•~' 

Pcdcnn~ teboraloty ii nct!'ltog ~w ~ M•~ EutoC"ins f'OOd t Agro (t..td.koo-ngl 

TN: retl.Att nwy noc oc r~ e&tePI t1 ll.'I ~ • wc'(1~C'\fall o( W. l&t>OrltOty ~ rft.l.AlS , ...,,,. Cl'ly to lhe swr.:plc •nlllyted 
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.:·-. e u rofi ns 

Ta!<~XI yfe 8w1;<l('n AB 
lngbntt Jcnn:1sson 
i\Jv,'lsv.'igon 1 
6 10 20 KIMSll\U 

Uaupor. ..:t'OrQ:>; ;:r1 
~lo.n.rt:i•"flMf Al)\)l~~JI l..fl' 

R\;a-.;·t i·.:_"'"' :,f 
A.::: 1•;,ltc..-;:I d!X .. ttl.,t-, 

curollns Food & Agro To~ting Swcllc11 AB 
r,c,. nv 
!ipl"'-:.a•s :t 
SE 53' 19 ...<lk~.1:n;; 
WVN1 toeu•<.4K1'.~ 

AR-1 3-LW-047866-01 

11111111 m I Bll'm l~ ll llUR lf ll ll 
EUSELl-00054839 
C: 1.,rt cooe l.'/·19~1 '>&1 

ANALYTICAL REPORT .----------------------------------------------.... ·--
$ .1.."Tl:_l-t- ¢00C· )26-2-0 13-120)0224 

~~~ 53...,:JC: 5¢1J:~ a 0..il ' l(,·, •• O...:.trJ. \:.YW-1 
'<V.:.i:N .. "'1 ?!°•"31?M 
·{ope...! t l :.to..:. 7v··~..01·t:I 

St:uf ot ~nl'\ly.~ .. , ~01 ~ ·:.: 1..).1 

A.n.a..)'111'1 R~tl IARt .Jrtl 1....r•c;;"'-rL Meth:xl l A:> 

.,.l/'J.jl/ I .~t <,t.~; ~i/1).I• :. 0.7i ~;: 1o:q,1 , 1 11':~ I ),•;, ,, ; 

Si..41: 5 :xJ:LU1 :NHj 21 m:t.JJ'IOO 9 'f ~!-~. NMK! N·J · 39 ·,m,,1 1 • ::s1 ,,~· 

nc~ 

S:.t.t45 c.::k.'~11r :c.~: 8 () l(~1i10C\11 . 'If", (',flll(t t~. "3'1 - 9~1 t-?..';:,.r' I/ 
f";lt.10 

:-.lA"'"l Man'"•Hll .. fl\ ~Mt) : 30 0'•11 100 •1 .!. ' O".-;, Nf.lKL N.1 '..)~ ~ll!i 1 r:.:.-·1-·•.1. 
r·._,t: 

3l_.:r ~ l'Or I'·<) 0.20 n-~1U0 9 t ~IU'~ l'iMK: N.> ·:;v ·~fl 2J~C-:_11 

lfl(..'C 

f'J 4 1f Pw;;!i.si"P' (K.1 700 mr111n1:. q ' • t;1io/,. f':r·/Kt N\' •:i•.» " V~ I L~~•£.!.J :.: 
~"111; : 

Sl~-!1 P·Ci~::l'~J\1 "• l:.a : 300 ll'\JllllC1•1 ·o .... Nk'KL fM ~:\9 ~s~t c v"St!u 
m:r.c 

i>L.«b Ln')(; ~Zr; 0.22 m111 1fl0g • ;o~. NMKl. N\, ·~9 19fi I r:UU .. 'tU 
rno:: 

=-~ .:c~ ,\ .. 1m11b.1" '" l <5.0 'n;-1\; , JV!'. N~'KUlo 'l" ":!,!;r. Cu'£L!1.~ 

M"'1 

!l1 ,;c~~ I •a~ (P~·, < 0.020 ' llf;t" .... ; % /fJ~'" Nl\{)(I NII '1' " · ~n:s 1 v~:1.iA1 

r 1\J;.! 

~L* C.:.c·o 1J'"U C(AJ~ < 0.010 •1i;;,~ , ,.,.,. Nto.!K~ Nu ~r. "$1~8 EVSE.:...1..: 

"""' 
::Ol•J;! /\.fSCf' lo! tl\U I < o.oso 'ro(',-<~ .!:•., ..... NMKlN<>"~ ' W llti ,,::;c:.1~ 

r: )()i; 

:;1:1% Mit~rc, 1') (l l\ll < 0.010 llt,.11',j ' :w11. t-r-: rn2n·i,112 t ... :su.1 .. 

JJO')t) A~•:i:>• n UI <0. 1 flJ'lO m:«rr.;.I r Mlu.d l.l;•~tt-1 1 r•1ti1Jl\fe..i 

;)1• ~N 1·11~3 

JJ()i)<) A·l.rri.i:i11 B2 <0.1 jl');k f) tt'l:(lfr1):1 (Yt(.>flu.,;,l v~:,fhf t :~1"-i'•, 1 

on ~N-1~1?3 

J .. •J>JO J\"ta:ox I t; l .;,Q.1 n•~ ·~"""'I r•AhCAI bd"":j .... Uf"'">l'I'-. 
:'l.f !=Ji ,.:1:,!) 

J,(),)C "'~~~t».Ja (~; <O 1 ~ 19:t.9 i'"l~Nr:tl r «c1h:"a.1 h.!\ .. ,tH1 c:J.hi/\W i .. • 

:;I (tl 14123 

U ":U20 <Xn.·~IC>h <0.10 l"l k11 .: ::c-c. lll.!KL .:~ ...... ,,. 
l\\'l:'U f'lerC'.(/n(v._).JP:: t :J :~~f)1l .. 1t; I" I g2 1•J· k~ :. ;l:; t; l 1! 1·~u~ nrth ... -x: ~ro, ;.; .. -..,,, 

$·1 ' "'"·~~ 
• .; '\k.~ ,, 111 1;;1 ttt•r~i;>~~~,,.1: 1 1 1 • 

f't""!\ifUll ' I(! &,.tl),Vfl,l,')Y\o 1t t'•'\J il' ;~ ~'I~ ~ ' l •l .... ! J uf;fl h h',> I /. !.,_.h} ' "l\~"of,. , . 
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Appendix B. Technical Product/Data Sheets 
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PromOat'" 
TECHNICAL DATA SHEET: PromOatn.i BETA GLUCAN 

Description: PromOat ... Beta Glucan is a natural soluble dietary fibre ingredient from 
oat grain. rich in {1 -3, ·1-4} beta glucan 

Appearance : Fine, cream coloured powder 

Origin: 100% Swedish oat grain which is non-GMO 
Avena sativa. SW Kerstin variety 

1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND 
COMPANY/UNDERTAKING 

Product identity I name 

Product use 

Product make-up 

Company 

PromO.ltTM Beta Gluc~m 

Food ingredient I food preparations 

Oat kernel extract: Beta glucan soluble fibres and 
arnylodextrins from oat bran 

Tate & Lyle Oat Ingredients 
Alvasvagen 1 
SE 610 20 K1mstad 
Sweden 

Te l no + 46 11 25 36 30 

Email oat.info@tateandlyle.com 

2. COMPOSITION / INFORMATION ON INGREDIENTS 

PromOat™ Beta Glucan is a fraction of mflled whole oat grain, derived from the bran, which is 
gently processed using an alpha-amylase enzyme and physical separation in down-stream 
processing, and is particularly rich in the soluble fibre component, beta glucan. The product 
a lso contains dextnns (amylodextrins) and gluco-oligosaccharides from the oat grain. 
Insoluble fibre, proteins and oils present in the original oat bran fraction are removed from the 
product by centrifugation. PromOatn. Beta Glucan is supplied as a drum dried powder. 

11 ' • :-.· ~ '~~ 1 • ~· '· _ - · ." oa! ITTfo@tateandMe.com 112 
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TECHNICAL DATA SHEET: PromOat1
M BETA GLUCAN 

3. PHYSICAL AND CHEMICAL DATA 

PromOat™ Beta Glucan is a fraction of oat bran. 

Dietary Fibre Soluble 11 glucan 
Total Dietary Fibre 
Carbohydrate (dextrin) 
Protein 
Mineral ash 
Fat 

Supplied With a typical moisture content of 4-6% 

Appearance: Fine, cream coloured powder 

Density (g/cm3): circa 0.25 

Water solubility: good to moderate 

l n 1.i.:. °" .l.J l u.i.:. \..,V I 'll' lLJ.i.:.1 '111.M.L 

33-36% 
36-38% 
54-57% 

<4.5% 
1-3% 

0.5-1% 

PromOat ·~ 

..JV 



TATE ~~~ LYLE 
Prom Oat 

Beta G!ucan 

PRODUCT DATA SHEET: PromOat® Beta Glucan 

Description: PromOat® Beta Glucan is a natural soluble dietary fibre ingredient from 
oat grain. rich in {1-3, 1-4} beta glucan 

Appearance: Fine, cream coloured powder 

Origin: 100% Swedish oat grain which is non-GMO 
Avena sativa, SW Kerstin variety 

Label declarat ion recommendation: oat beta glucan/ oat bran soluble fibre/ 
oat fibre/ oat soluble fibre 

Supply specification 
Beta glucan (on dry matter) 

Dry matter 

Value 
> 33% 
> 93% 

Typical 
34-36% 
94-95% 

Method 
AOAC method 995.16 

Nutrit ional Data (Values per 1009 PromOat11i. expressed on dry matter) 
Energy 31 5 kcal or 1319 kJ 
Fat 0.5 g 

of lo\tlich aaturates <O. i g 

Carbohydrate (oat maltodextrins) 56 g 
of wl'lch Sugars <0.5 9 

Fibre (oat beta glucan) 35 g 
Protein (N' 025) 4 g 
Salt <70mg 
SOdlum <25mg 

Microbiological data 
Total plate count 30° dulg 
Enterobactenaceae cfu/g 
S. aureus cfu/g 
Yeasts cfu/g 
Moulds dulg 
Salmonella 
E. coli cfu/g 

Value 
<1000 
<10 
<20 
<100 
<100 
negative I 25g 
negative 

Method 
NMKL Nr 86, 1999 

NMKL Nr 144, 2000 

NMKL Nr 66, 3 edt. 1999 modified 

IDF 94S: 1990 modified 

IDF 94S: 1990 modified 

NMKl nr 71, 5 edt. nioddied 
NMKL nr 125 3 edt. 1996 

PrornOat® Beta Glucan generates pH 6-7 when dissolved or mixed in water ("1%) 

Packaging: 15kg plastic lined paper sack. 
Bag labefling includes batch code, label declaration and best before date 

Pallets : Euro pallets which hold 24 x 15kg bags of PromOat® = 360kg in total 

Storage and handling: store 1n a clean, dry, well-ventilated warehouse at ambient 
temperature and humidity, away from odorous materials 

Best before: 24 months after production date 

"'~-.a ... :·· • ' ,, .. r .... ! "i · _,\ . , 

" " • 4 I. 111 



Appendix C. Stability Test Results 

Analysis Start R 3 mos. R 3 mos. v 3 mos. F 6 mos. R 6mos. V 6 mos. F 9 mos. R 9 mos. V 9 mos. F 

Peroxide number mekv/kg x x x x x x x x x x 

Free fatty acids g/ l OOg x x x x x x x x x x 

Protein content• g/lOOg 3.9 3.9 3.9 3.8 3.7 3.9 4 3.9 3.9 3.9 

Dry matter g/lOOg 9S.S 9S.3 96 9S.S 9S.5 96.3 95.6 94.8 95.8 9S.S 

Beta-glucan g/lOOg 34.3 34.6 35.3 34.7 34.3 3S 3S.7 33.6 34.7 33 

Mol. wt. milj.Dalton 2.3 2.2 2.1 2.1 2.2 2.1 2.1 2.1 2.2 1.9 

pH 10% solution 5.9 S.9 6 6 5.9 6. 1 6.1 5.9 6 6.1 

Aooearance OK OK OK OK OK OK OK OK OK OK 
Color OK OK OK OK OK OK OK OK OK OK 

Smell OK OK OK OK OK OK OK OK OK OK 

Taste OK OK OK OK OK OK OK OK OK OK 
Vol. wt. kg/I 0.56/0.59 0.56/0.59 0.5S/0.58 

Total count cfu/g 200 so 50 <SO 2SO <SO 100 <SO <SO <SO 
Total thermophilic count 

cfu/ g so <SO <50 <50 50 150 <SO <SO <SO <SO 

Enterobact. cfu/g <10 <10 <10 <10 <10 <10 <10 <10 <10 <10 

Bacillus.cereus cfu/g <20 <20 <SO <20 <20 <20 <20 <20 <20 <20 

Staph. aureus cfu/ g <20 <20 <SO <20 <20 <20 <20 <20 <20 <20 

Yeast cfu/g <20 <20 <20 <20 <20 <20 <20 <20 <20 <20 

Molds cfu/g <20 20 20 <20 <20 <20 <20 <20 <20 <20 

E. coli cfu/g x x x x x x x x x x 

* R - room t emperature; V - 40°C; F - freezer (0°C) 
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Analysis 12 mos. R 12 mos. v 12 mos. F 18 mos. R 18 mos. V 18 mos. F 

Peroxide number mekv/kg x x x x x x 

Free fatty acids g/lOOg x x x x x x 

Protein content• g/lOOg 3.9 3.9 3.9 

Dry matter g/lOOg 94.4 9S.3 9S.7 94.S 96.2 9S.S 

Beta-glucan g/lOOg 3S.l 3S.2 33.8 33.3 3S.3 34.2 

Mel. wt. milj.Dalton 

pH 10% solution S.9 6.1 6.1 

Appearance OK OK OK OK OK OK 
Color OK OK OK OK OK OK 

Smell OK OK OK OK NA OK 
Taste OK OK OK OK OK OK 
Vol. wt. kg/I O.S6/0.S8 0.56/0.57 O.S4/0.S9 O.S4/0.S6 0.SS/O.S8 0.S4/0.56 

Total count cfu/g <SO so <SO <SO <SO so 
Total thermophi lic count cfu/g so <SO <SO 100 <SO <SO 

Enterobact. cfu/g <10 <10 <10 <10 <10 <10 

Bacillus. cereus cfu/g <20 <20 <20 <20 <20 <20 

Staph. aureus cfu/ g <20 <20 <20 <20 <20 <20 

Yeast cfu/g <20 <20 <20 <20 <20 <20 

Moldsdu/g <20 <20 <20 <20 <20 <20 

E. coli cfu/g x x x x x x 

• R - room temperature; V - 40°C; F - freezer (0°) 

TA TE & LYLE CONFIDENTIAL 59 



Exhibit I. Report of the Expert Panel 
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CBI Deleted Copy 

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

APPENDIX 

Appendix 4 : Tate & Lyle Oat Ingredients 
Launches in the Market with PromOat® Oat Beta Glucan 
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Tate & Lyle Oat Ingredients 
Launches in the Market with Beta-Glucan 

I(!) PromOat 
Bota Glucon 



Migros - Yogurt 
Switzerland 

.:. 

With 1g of beta-glucan per portion (225g) 

100g containing 1 'up t~25g) c:ontelns 

Energy 41 Okj (98kcal) l i , kc-a l 

Protein 6g 1<1$ 

Carbohydrate 14g 3~ 

of wtuch sugars 7g Hi~ 
------
Fat 1.l g .'!.7i 

of wtuch saturates O • .!g o .~~ 
- - - - - .,.....,,..,... -

Fibre 3.Sg tli 

( of which oat beta-glue an - o.~g---~-~--- I ~ ] 

Sochum 

Cooking salt 

0.07g 

.. O.l g 

0.16i 

0.4 

TATE ~~ LYLE 2 



Blevita Hafer Honig: Spelled Cookies with Oatmeal and Honey Flavor 
Switzerland 
··································································· · ······· · ···· · ·· · · · ····· · ·· · ··· ·· ··············· · · ·· ··········· · ················ · ······ · · · ·· · ·······················································~···· 

With 1 g of beta-glucan per portion (36g) 

100g containing 1 Portion (36~) cohtelns 

Energy 1650ltj (392kcal) M,kcal 
--· 

Protein l3g 4.Si 
-- ··--

Carbohydrate 57g 21~ 

of which sugars 4.Sg 1.5i 

Fat 10g 3.Sa 

of which sarurares 1g -..o.5.t 

Fibre 11g c~ 

I of which oat beta-gluca n 2.Bg I ~ I 
Sooium a. sag o. ~ 1 i 

Cooking salt 1.3g o.se 

TATE ~~ LYLE 3 



Sponser Pro Mass Gainer - Dietary Supplement 
Switzerland 

AROMES/CONDITIONHEMENT 

Chocolat 
Vanilla 

Bolte de 1200 g 
Bolte de 1200 g, 2000 g 

VAl.EUR NUTRITIVE$ 

VALEUR NUTRITIVE PER 100 0 POUDRE 
enetQie kJ (kcal) 1680139fil 
omteine 30 (J 

glucides 61 Q 
dont 
- sucrose 17g 
-g.lucose 7.1 g 
- fructose OQ 
- lactose 0.40 
lipid es 3.0Q 
- dont acides gras satutes 2.Bg 
- dont t:riQlvcerides moven 1.5 0 

I .C L -- ·--- ... -
! - l'lnnl L • • • • •· •••••• , 7;; 

sodium 0.28g 
VITAMINES Ill.UR• 
E 4.0mo 33% 
c 21mo 3111% 
81 o.3rno 27% 
82 0.5mo :le% 
niacine S.3mo 33% 
B6 0.5mo 3!% 
acide folioue 67 uo 3111% 
812 0.8 uo 32% 

With 1 g of beta-glucan per portion (60g) bioline 17 un ~% 
1 acide oantothltniaue 2.0mo 33% 

SELS MINERAUX %.UR 
calclum 400mo 50% 
maon6slum 60mo 16% 

I phosohore 280mo 1110% 
chrome 3111 µg 85% 

ere a tine 2.!5 c 
'apportjournalier reoomma.nd6 

1 l'ORTION (IO Q) 
10071238) 

18 a 
37 g 

10 g 
Ill.Jg 

Og 
0.20 
1.6g 
1.7 g 
0.9o .. -
, Oh I 

o. i7 (l 
Ill.UR• 

2.111 ma 20% 
16mo 20% 

o.2mo 18% 
0.3mo 21% 
3.2 Mo 20'Mi 
0.3ma 21% 

1110 ua 20% 
0.5 Uri 20% 
10 llfl 20% 

1.2mo 20% 
%A.JR• 

240mo 30% 
36 "10 10"9 

168 ll1Q 2•% 
20 µg 50~ 

1.60 

T )·C .:'.4 TATE ~~·~ LYLE 4 



BetaBalance - Sachet Supplement 
UK 
With 1 g of beta-glucan per portion {6g) 

~ · 4 

lil PromOat 
Boto Glucon 

TATE 1~~ LYLE 5 



Hovis Hearty Oats - Bread 
UK 

With 1 g of beta-glucan per portion (2 slices - 889) 

Energy 

Fat 

of which saturates 

Carbohydrate 

- -
of which sugars 

.. 

Fibre 

Protein 
-

Salt 

Beta-glucan 

r.-»11 & 1.vte 21•.: 

Per slice (44g) 

460 kJ 109 kcal 

1.9g 

0.4g 

16.4g 

1.2g 

2.5g 

5.4g 
.. 

0.42g 

O.Sg 

Per portion 2 slices 
(889) 

920kJ 21 Bkcal 

3.8g 

O.Bg 

32.Bg 

2.4g 

5g 

10.Bg 

0.84g 

1g 

TATE .. ~ LYLE 6 



Migros, Farmer Croc - Cereal 
Switzerland 

6- 4 

•• ••• •e •••••• • IJIJ IJIJIJ•IJ • • • • ••• • • • •• • • •••• • • • • o o • o • • • • • o • • e o • IJ • o • • •• IJ IJ • • • o o • IJ • • o o • • • IJ IJIJ o • o o e • IJ ••• IJ• •• • • • • • • • •' • ••' '••• • • IJ IJIJIJ ••••I IJIJIJ • • •• IJ• • IJ IJIJ • IJ eelJeee IJe IJ IJ I e I •IJ IJ IJ • IJIJ ee IJ • IJ o e f •e I. IJ e" 

With 1 g of beta-glucan per portion (45g) 

100g comamlng 1 Portion (45g) contti lns 

Energy 1710kJ (460kcal) , S3kcal . - - ~ 

Protein Sg 3 .S~ 

Carbohydrate 65g 29i 

of which sugars 2<!g 11~ 
---· ·- - -

Fat 10g 4.5.a 

of which saturates 3.Sg , .sg 
-- - ---- - - --- - - ~ 

Fibre 12g Si 

I of which oar beta-glucan 2.Sg l f J 

Sodium 

Cooking salt 

0.18g 

o.sg 

o.os~ 

o .~ 

TATE ~~ LYLE 7 



Col Cuore, Galbusera - Biscuits 
Italy 

I tt •• * tt • '• t• tt tee• • t tt et 1 ee• ' ' 111 I II I II I I I ••• I •• ••• •• I o •• • • • • •• • • 'o ••I 

~o 
With 1 g of beta-glucan per portion (50g) 

UJ 

~ 
ColC11.o~ 

-LI.. Energy 

25 
Fat 

. -
of which saturates 

- '. 

Carbohydrate 

of which sugars 

IN(.;RfDlfNTI Fibre 

HIV".nt.n int~nral~ ,.-

Protein 
- --

Sodium 

le e 
Beta-glucan 

Per100g 

1872 kJ 447 kcal 

16.Sg 

2.Sg 

61.2g 

22.Sg 

10g 

-
8.3g 

0.49 

2g 

Per portion 8 biscuits 
(50g) 

936 kJ kcal 223 kcal 

8.3g 

1.3g 

30.6g 

11 .3g 

Sg 

4.2g 

0.2g 

1g 

TATE ~'~ LYLE s 



Marks & Spencer - Juice 
UK 

14 

With 0. 75g of beta-glucan per portion (300ml) 

Per 100ml Per portion (300ml) 

Energy 280 kJ 65kcal 840 kJ 195kcal 
- ·-

Fat 0.9g 2.7g 

of which saturates O.Sg 1.Sg 

·- ... - -

Carbohydrate 13.Sg 41.49 

·-
of which sugars 11.Sg 35.49 

·- - - . -· 

Fibre 0.7g 2.1g 

Protein 0.49 I 1.2g 

Sodium 0.01g 0.03g 

- --
Beta-glucan 0.25g 0.75g 

TATE J~ LYLE 9 



Vetta - Pasta 
Australia 
......................................... ......... ..... ' .. .... .. ........ .................. .. . eo o ' o e o • e •• o • • • o o o o o o o o oo o o o' • o o o o o o o o o o • o o o o o • o • o o o o o o • · •• • o o ee e e e e o e ••• o •• eo 'e • eee 0 e ' 0 o o ee ee •• '' te e e e • • t etee ee e I et et tt 

With 1 g of beta-glucan per portion (1 OOg) 

NUTRITION INFORMATION t 
SERVINGS PER PACKACE:3.75 SEIMNC SIZE: 100g 

PERY%~~ ~1~~ 
ENERGY 
PROl'EIN 

1 SOOkJ (359""" 

Fi\T - TOTAL 
-SATURATED 

DIETtWt' RBRE 

ll~ 
I.Si 
o.~ 
4.~ 

-SUGARS 3.fti 
SODIUM 25111 

17, 1500kJ ~59k<W) 
25\ 12.~ 
2, 1.~ 
1' o.~ 

15ft 4.~ 

tlt#CR~TON RELATES TO UNCOOKED ~STA 
•llfl DAILY INTAKES ARE BASED ON AN A~RACiE ADULT DIET OF 
8700kJ. '!OUR CWLY INTAKES MAY BE HIGHER OR I.ONER 
DEPENDNC ON YOUR ENERGY NEEDS. 

TATE I~~ LYLE 10 



Ostras - Bread 
Sweden 
•I I II II• I• I I I 1111 I I I I II Ill I I I I I II I I I I IO II I I II• I II I I I •I•"" I• I • IO•• IO • •••• ' I"• • ••••• O •• • IO O O • • • •" o O "I O f o o •I'• Io o o o Io o o o Io• o I• o o • o o o o • o • o o o o o o o I o o Io o Io o o o o o o o 1 o o Io o o Io o o • o o o 'o o o o o o 1 o Io o o o o o o o o 1Iof11ooooo1 t 1 t if o o 11 o o 1 o 1 1 o 1 o o o o o o o I 1 

Claimed to provide 1 g of beta-glucan per slice 

Per100g 

Energy 1020 kJ 240kcal 

Fat 1.5g 

::,-.=.-.~:-.= ·a -· ·1* .- 4 C .L of which saturates 0.2g 
I 

.... _ .. ,,.... __ 

· ~-­:;:"' ...... 1 ·v·~..-- I ~-=---- ~ .. lil -.....-,!:;.,.-::.=;... ~........, • ._;:;,..... · U. Carbohydrate 469 = ................. 
.......... -------............... ~ . ..... of which sugars 4g _ ......... -­,,......,.,_ ......... 

...... -~-:=-:ar:-r~::.-- I. - Fibre 5.5g 

... ==-' ·~ ---- ------ - · Protein 
1

• 9g 

Sodium 0.32g 

TATE ~~ LYLE 11 
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~PromOat™ 
MATERIAL SAFETY DATA SHEET (MSDS): PromOat™ BETA GLUCAN 

1. IDENTIFICATION OF THE SUBSTANCE AND COMPANY 

Product identity I name 

Product use 

Product make-up 

Company 

Tel no 

Email 

PromOat™ Beta Glucan 

Food, beverage and nutritional supplements ingredient 

Oat kernel extract: Beta glucan soluble fibres and 
amylodextrins from oat bran 

Tate & Lyle Oat Ingredients 
Alvasv~gen 1 
SE 610 20 Kimstad 
Sweden 

+ 46 11 25 36 30 

oat.info@tateandlyle.com 

2. COMPOSITION/ INFORMATION ON INGREDIENTS 

PromOatT"' Beta Glucan is a fraction of milled whole oat grain, derived 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. PromOat™ 
Beta Glucan is supplied as a powder. 

3. PHYSICAL AND CHEMICAL DAT A 

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

Dietary Fibre (Soluble B-glucan) 
Total Dietary Fibre 
Carbohydrate (oat maltodextrins) 
Protein 
Mineral ash 
Fat 

Supplied with a typical moisture content of 4-6% 

33-36% 
36-38% 
54-57% 

<4.5% 
1-3% 

0.5-1 % 

oat mfo@tateandlyle com 1/5 



~PromOat™ 
MATERIAL SAFETY DATA SHEET (MSDS): PromOat™ BETA GLUCAN 

Appearance: Fine, cream coloured powder 

Melting point: Not Applicable (decomposes before melting) 

Boiling point: Not applicable 

Vapour density: Not applicable 

Vapour pressure: Not applicable 

Density (g/cm3
) : circa 0.25 

Flash point: Not applicable 

Explosion limits: Avoid flames/sparks or equipment where sparks are generated 

Auto ignition temperature: Not given 

Water solubility: good 

4. HAZARDS IDENTIFICATION 

None identified 

5. FIRST-AID MEASURES 

INHALATION: 
If inhaled, remove to fresh air. If not breathing, give artificial respiration. If breathing is difficult, 
give oxygen. Get medical attention. 

INGESTION: 
PromOat™ beta glucan is designed for human consumption and is not known to cause any 
adverse effects. Do NOT induce vomiting unless directed to do so by medical personnel. 
Never give anything by mouth to an unconscious person. Loosen tight clothing such as a 
collar, t ie, or belt waistband. 

SKIN CONTACT 
Wash with soap and water. 

EYE CONTACT 
Wash with running water, holding eyelids open, or use an eye fountain. In the unlikely event 
of any d iscomfort, or continuing discomfort, seek medical attention. 

oat infQ@t@!M2]yle com 215 



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 C02 

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 regional 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 

Qa.!J.n!Q@tateandlyle com 3/5 



t!l PromOat ™ 

MATERIAL SAFETY DATA SHEET (MSDS): PromOat™ BETA GLUCAN 

9. EXPOSURE CONTROL I PERSONAL PROTECTION 

COMMENTS: No exposure limits noted for the ingredient 
Those very few people who have a specific allergy to oat grain should consult a doctor before 
working with PromOat™. 

PROTECTIVE EQUIPMENT: Good laboratory pract ice. 

RESPIRATORY EQUIPMENT 
None needed or recommended 

HAND PROTECTION 
Good GLP: Use waterproof protective gloves made from, eg pvc, polyethylene, neoprene 

EYE PROTECTION 
Good GLP: Use of approved safety glasses or goggles is recommended only when eye 
exposure is probable 

OTHER PROTECTION 
None needed 

HYGIENE MEASURES 
Always wash at the end of each working shift, before eating, smoking or using toilet facilities 

10. STABILITY AND REACTIVITY 

The product is stable under normal conditions of temperature and pressure. 
Combustible as PromOat™ is a carbohydrate-rich powder. 
Try to avoid formation of a PromOat™ Beta Glucan dust cloud. Regard as equivalent to 
starch in this respect. 

Avoid contact with extremely strong oxidizing agents. 

II I 1\o ' I o I I ! , 

oat 1ofo@tateanc:!lyle.com 4/5 



(!) PromOat TW 

MATERIAL SAFETY DATA SHEET (MSDS): PromOat™ BETA GLUCAN 

No dangerous reactions are known or reasonably foreseen. 

11. HEAL TH HAZARDS I TOXICOLOGY 

ACUTE EFFECTS: None 

CHRONIC EFFECTS: None 

TOXICITY DATA: None given 

No known toxicity. 
Not absorbed through the skin. 

Inhalation of excessive dust may transiently irritate the nose, throat and respiratory tract. Eye 
contact with dust may cause mild and transient irritation. Ingestion of quantities sufficient to 
produce any adverse effects whatsoever is not plausible in an industrial or manufacturing 
situation. 

Skin contact is not known to be hazardous. 

Oat bran soluble fibre and carbohydrates have no known carcinogenicity and are not 
classified as a reproductive toxin by any authoritative body or regulatory agency. 

! I I 1 1 J • • 

oat mfQ@tateandlyle.com 5/5 



CBI Deleted Copy 

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

APPENDIX 

Appendix 6: 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://www.ars.usda.gov/SP2UserFiles/Place/80400530/pdf/0910/Table 1 NIN GEN 09.pdf 



Table l. Nutrieot lntakt"S from Food: Mean AmounisConsurned per Individual ' . 
by Gender and Age. in 1hc United States, 2009-2010 

Mono- l'o ly-
Gender Sample Food Carbo- Total Dietary Total SaturJtcd unsaturated unsaturated 
and age size energy Protem hydrate sugars fiber fat fat fat fa1 

<~ears) kcal <SE) g <SE) t.t ISE\ ll (SEl J.( CSF.l 1' (SE) g <SF.l g CSF.l g CSE> 

Male5: 
2 . 5 . .. ... ...... 452 1553 (25 6) 55 7 ( 1.24) 216 (3.4) 111 ( 1.9) 12. I (0.25) 54.4 (t.74) 19.6 (0.76) 190 (0.61) 10 .8 (0.38) 
6. 11. ......... ... 588 1922 (32.6) 68.3 ( I 40) 259 (4.5} 126 (1.9) 13.6 (0.24) 70.3 tl.56) 24.7 (0.70) 24.8 (0.56) 14.S (0.4 1) 

12. 19 .......... 672 2539 (72 8) 95.2 (3. t4) 335 (I LO) 161 (5.1) 16.4 (0.70) 91.9 (3.25) 31.3 (1_17) 32.7 (US) 19.4 (G.65) 

20 . 29 ............ 450 262t: (794) 101.0 (3.75) 320 (9. 7) 146 (6.2) 17.2 (0.80) 930 (3.49) 30.7 ( I tO) 33 5 (1 .36) 20.3 (0 97) 
30. 39 ............. 455 2736 (44 9) 106.4 (3.4 7) 327 (7 6) 143 (6.7) 19 .7 (0.86) 97.6 (2.J3) 31 5 ( 1.10) 35.9 (0.83) 212 (0.57) 
40. 49 .............. 481 2730 (73.2) 107.9 (3.04) 320 (7.8 ) 141 (4.3) 20.3 (0.98) 103.1 (4.32) 342 (1.67) 37.9 (1.60) 21.5 (0.82) 

50 . 59 ..... ........ 470 2482 (55 3) 99.8 (3. t3) 279 (8.9) 122 (7 0) 18.9 (0.82) 96.6 (2 92) 32 3 ( 1.29) 34 6 (0.9&) 210 (0.66) 
60- 69 ........... 449 2206 (40.0) 89.3 (I 68) 254 (4.7) 108 (4 I) 18.2 (0.49) 84.5 (2.07) 27 2 (0.80) 31.0 (0.90) 18.6 (066) 
70 and over ..... 484 1907 (41.1) 74.4 (I 79) 232 (5. 1) 104 (3.8) 17. 1 (0.58) 72.4 (1.73) 23.0 10.64) 27.0 (0.69) 16. l (055) 

20and over ... 2789 25 12 (30.7) 989 (l.37) 296 (3.5) 131 (2.4) 18.7 (0.39) 93.3 (1.71) 30.6 (0.71) 34 .0 (0 S7) 20.2 (0.39) 

Females: 
2· 5 ............. 409 1520 (36.7) 55.6 (I 49) 206 (5 2) 108 (3.3} I 1.3 (0.4 1} 54.9 ( I 72) 20.6 (0.91) 18.8 (0.61) 10.5 (0 52) 
6 • I 1 .............. 566 1812 (24.5} 63.2 (1.35} 252 (4.9) 120 (2.5) 14.5 (0.46) 63.9 (0.97) 22. 1 (0.45) 22.5 (0.39) 13.5 (0.331 

12- 19 .............. 593 1821 (43.9) 64.0 (1.48) 242 (6.6) 1 17 (4 .4) 12.6 (0.35) 67.9 (1.72) 23 I (0.63) 23.6 (0.64) 15.2 (0.63) 

20. 29 .... ......... 524 194<; (S•I 7) 70. l (190) 250 (7.0) 120 (4 6) 13.6 (0.40) 70.8 (2 70) 236 (1.08} 25.0 (0.96) 15 7 (058) 
30. 39 .... .... 499 1831 (.3 1.5} 69.6 ( 1.68) 232 (34) 104 (3.2) 16.6 (0.63) 67.8 (l.95) 222 (0.61) 24.3 (0.74) 15. 1 (0 57) 
40 · 49 .............. 555 1794 (59.2) 69.0 (2.04) 228 (8.3) 105 (5.0) 15. 1 (0.70} 65.3 (2. 14} 21.2 (0.70) 22 .9 (0.73) 15.J (0.65) 

50· 59 ...... 429 175<; (38.4) 69.6 (I 99) 219 (5.6) 100 (3 4) 17.0 (0.57) 66.0 ( 1.84) 21.0 (0 78) 23.6 (0.69) 15 4 (0.46) 
60-69 ............ 453 1717 (35 .4) 66 8 (I 55) 209 (4 6) 96 (3.3) 15.6 (0.38) 66.7 (2.21) 2 1.9 (0.85) 23.8 (0.82) 15 I (0.6 1) 
70and over ...... 5 13 1535 (34 4) 60. 1 (I 51) (96 (4.1) 89 (22) 15.2 (0.39) 57.8 (1!12) 19.0 (0.48) 20.2 (0.55) 13.5 (0.38) 

20 and over... 2973 ins (IS.0) 68.0 (0.68) 224 (2. 1) 103 ( 1.0) 15.5 (0.21) . 66.0 (0.59) 2 16 (0.22) 23.4 (0.18) 15 I (0.22) 

Males and females: 
2 and over... 9042 20fll (1 2.9) 79.S (0.70) 259 ( 1.7) 119 ( I. I) 16.2 (0.20) 76.8 (0.75) 25.S (0.30) 27.5 (0.24) 16.8 (0.13) 

' 

OATA SOURCE: Who/ W~ E11t in Amer;~a. Nll.ANES 2Q09 .. 20l0. indi\.·iduab 2 ytarsc a.dover (u cludiog b.-.a.s« ~fed e:hildrtn). da_y I ditt.ary i.ntakt data. ~ni:hffl'I. Pagt I of9 



Sym l>ol Legend 

• Indicates an estimate that may be less Haristically reliable than estJmates that arc not flagsed. The rules for flagging estimated means are as follows: 

Footnot.s 

Mean: An estimated 1ncan 1s Oagged when based oo a sample size of less than 30 times the variance inOation factor (VIF), where ~1c VIF represents a broadly calculated average design 
effect. or when the rclauve standard error 1s greater than 30 percent The \/IF used in this table is 2.04 

' Sample weights designed for dietary analysis were u~ to allow eSllmates rcprcscmativc of the U. S population for the ycaB or collection. 

'Salt adjusur1ent "not appljed to What W~ cat in Ammca, NHANES 2009·2010 and all subsequc'llt surveys. Estimates of sodium intake include salt added 10 cooking and lbod pn:parat10n as 
assumed in the nutrient profiles for foods in FNDDS S 0. Detw ls available at. )!j.\ICW ars usda.goyLhalbbnrc/fsrg. 

1 Alcohol estimates arc shown only for 20 years and over age groups. Althou{lh the data arc colleeted for all individuals. estimates arc not presented due to "'treme vanab1hty w1dtor madequate 
samples~e. 

Abbrtviadons 
SE • standard error: RAE= retino l act1v1ty equivalents: DFE • dietary folatc eqrnvalents. SFA • saturated fatty acid: MFA = monounsaruratcd fatty acid: PFA = polyunsaturated fatty acid. 

/'iotes Applicable to All Tables in Series: What We Eat in Amuit·a. NHANES 2009-2010 
The statistics in this table arc estimated fioro Day l dic:lar)• recall interviews conducted in the What We E.a1 tn America. National Health and Nutrition Examrnauon Survey (NHAl'.1;:$) 2009-20 I 0. 
The 24-hour dielal)' recalls were conducted io·person. by ttamed interviewers, usmg the USDA S· step Automated Multiple-Pass Method. Food intakes were coded and nutnent values were 
determined using the USDA Food and N11tnent Database for Dictnry Studies ~.O www ars.usd!!.goy/ba/bhnr!i/fmi which is based on nunient values in the USDA Nauom~ Nutrient Data~ase for 
Standard Reference. Release 24 (Agricultural Research Service, Nutrient Data Laboratory. 2011 ). 

Intakes of nuoient.s and od1er dietary componet1ts arc based on the consumpl!OD or food w1d beverages. wcludmg water. and do not 1oclude mtake ITom suppleinents or roedicanons_ 

The table mcludes data from individwlls 2 years and over. Breast· fed children were excluded because breast mtlk was not quan111ied in dietruy recall mterv1ews 

Sugge51ed C itation 
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Help7 j More About 21CFR 8 

Se-c. lC>l.81 H1;:-alth claims : Soluble fiber from cenain fOO')S and ns~ 0f <:<.Honary n.;o;J1·t 
di:;eas~ (CHD) . 

la )Rela cionsh ip b.:>cc.;een diec.s chat ar.: lot> rn satura tc~cl fat ancl .::hole.s r erol tJn:J r hac incl ude 
solvl:>le fiber from cen:ain foods an.:! che risk c>f CHD . 11) Cardiovascular c.:sease means 
d::. s""ases of i::!:e heart ar.d circu:.atory system. Coronary h.:art d1$ease {CHD) is one of the 
~os t conroon and s~r1cus f o(ms of cardiovascular disease and refers co diseases of the heart 
musch' and supporting blood vessel s . Hig h blood total cholester<"Jl an.:! low density 
lLpoprotein 1LDLl-cholest~rol levels are associa ted with increased risk of developing 
coronary heart dise&se . High CHD rates occur among people wJth high total cholesterol levels 
":> f 240 nu 11 igrams per deciliter \mg/dL> !6 . 21 <mmol/Ll J or above an'\ l.DL- cholesi:erol levels 
<,f 100 1ng/df.. (4 . 13 mrnol/I,) or: above . Florderli11e hi.9h ris l' total cho.l..asterol t ev<;-1.s range 
f .r<im :::'.00 t<i 239 m9/dL (5 . 1.7 to 6 . l.8 mrno l /lol and 1 30 ti) 1~9 mg/ell. ( 3 . J6 •:o ' i . 1 1 mmo l /Ll of 
LDL-cholesterol. The scientific evidence establishes t hat d iets high i n saturace-d fat and 
cholesterol axe associaced with increased levels of blood total- and LDL- choleste rol and, 
thus , w!.th inc re-ased risf: of CHO . 

1~1 Populations wit h a l ow incjdence of CHD tend to have relatively low blood total 
cholestli::rol and L,fif .• -<:holester:(.)1 l evt!l s . These pr.)pul ation s also tend to t1ave diet at:y patterns 
that are noc. only low in total fat. especially sacucated f dt and c holesterol , but a re also 
r elat iv.ly high in fibeI-containing fruits, vegetables , and grain products , sucn as whole 
oat products . 

131 Scientific evidence demons Lrates t hat diets low in sac uraced fat and cholesterol may 
redc.ce t.he :::.isl. of CHD . Ot;rHH eviden(;e demons tra LE-s that c h.a adJi t :1on of :rnluble fiber -from 
cectdin Coeds to a diet thaL is low in sacuraLed !ac and choloi:!s tecoJ may also help co reduce 
t:t:oi:! risk of CHD . 

(r.·, i s1qn1tican..::2 or the 1"!:!1.; tionship l>er:ween d iet!': t;il.;iC an:.; 1.or.; in sat.u ra ted la t. -im.1 
cho.Zesuuol and that; in..::lude soluhlfi! ti1:1ei- fr.om c 2n: .. 1i1, foc•ds and t:h;? J..isk of' CHD . (11 CH O 
is ·'1 maJOC publ ic he,1lth concern iri Lhe Uni ted S tates . It accounLs .tor mor·e deachs r.h.ll1 any 
other disease or group of diseases . Early mani.gemenc. of ri.sk .factors ::'er Cllu is a major 
i:-ublic hcalch qoal t hat can assis t in reducing risk of Cr!D . High blood ::otal and l .:JL­
chol<?st.erol aroi:! 11\tljoi: modi [ i,;b l.e risk factors i n th~ development <>( C!ID . 

(2) Intaf'.·~ s o f satura:.ed f,H ·~ xce.;;rJ rccorrun•::ndcd lo::?vels in the diet s of many people in t.he 
Unu:cd .Sta tes. One v f th~: ma)or put:·lic hE<alth rccomrn<::ndatJ.ons re lative t o CHO risk is to 
..::o;:sumc less i::han 10 perc·~nt o f calor1e:s ~rem $c1lurated fat: and an average o( 30 p<:rcer1t o r 
less of t:otal calories from a: l fat . Rec0mm•.::-nded daily cholestero l ini::ak'?s nre 300 
mill19te1ms tffi•J) or less per day . Sc ientific evidence dr.:monst:ra t es that diets loi.1 in 
sacuraLod fat and cholesterol arc a ssociated w1c.h lower blood t otal- and LDL-cholestorol 
levels . Soluble fiber from cectain foods . when includ ed _n a l ow saturated rat and 
cholesterol diet , also helps to lowor blood total- and LDL-ctolcscerol !<;:vols . 

(c)Requii·emen t.s. (1) All requirem;;,nts .set for th in 101. 14 shal l be met . The label and 
labeling of foods c0ntain i ng ps yl l i um hus~ shall be consistent: with the provisions of 101.17 
( f ) . 

(2lSpec.ific r.:>quicemeni:s --(i)Nature of rhe .::laim. A health claim associat ing di;;:ts that are 
h>w in saturated fat and chol.:<si::er ol and tha t include soluble f iber from certain foods w1c.h 
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reduced risl: o f hear r: dise.:is~ may be in.:idc 0n t.l .e label or l<,beliny o( a food des~ribeJ in 
puragraph (C} !:'., 1i1i) :>f ::hi~ :>ect1or. , prov1d1::-d tha:: : 

(Al Th"1 ,~li.\im st<H.E-S t h at. diets t;.h,;t; <ir<;, low in s.H u r:<i t.HJ f;; t:. ,rnd cho l e s t..•H'Ol and that. 
i nc l ude solub l e fibe r 'from C<i:l:'. Lain f oods "rM y " CH' "rn.Lgr1 t. " reduc e t:t1e r i sk of hear t: dise.1s e . 

181 I n speci f y ing the disease , the claim uses the f ollowing terms : " hear t disease" or 
'' coronary h~a rt dise~se''; 

ICI In specifying the s ubs t ance , the clai m uses t he ter m "solubl e f 1b~r " quali fied b y che 
nam-s- o f the e l igibli:: source of s ol uble fi ber (prov i ded in pai: agraph (C) i.2) (ii ) i o f t hl.s 
secti·:>:"l. Add i tionally , t h•" claim ma y use the r1amc o f the food rroducc cha t contains tr1.;, 

e!Lg1bl-s- source of 3o:ucle f1be~ ; 

1L)) Ir, si.;.-::c1 f y .11:g the fac componerit , the : l a1m 1.1ses ch.;: cerms " sa::urac.::d =at " c.nd 
"ch·J l cstei.:cl "; 

IE) The clai m does not a tt r i~ute any aegree of risk reducc~on for CHD t o d1e cs t hat a re l ow 
in satuPated fat and cho l esterol and that incluae soluble fiber from the eligible food 
sour<::.,,s r rom p.a:-agraph {<::) (?.) (11) ot chis seen on ; and 

! f' i Tile c I.aim d oes not .i.mp.ly that cons umpti. o n of d i.<:-ts c: h a c ar:e l.ow i n sa t u r<1te d fa t -Jnd 
cho l e s t ero l a nd tha t i nclude s ol ub l e f1 ber f rom t he eligi b J e food sou rces f rom pa ra g raph (c) 
(2) ( i il ,,f t h i s section i.s tt1e o n l y re<:ogni:ed mea ns of achiev ing a r.educe d risk of CHO . 

!G! The c;;~aim spE:c1fies the daily dietary 1nt«Y.e of the so~uble f1b<'!r sour .~e ::hat is 
necessar'l t.o reduce r:ilE: r 1sl'. of coron<Jry he1H L diseas e isnd the contribution one se r.vi.nq of 
cha produ~t ma l:es to the speci Ci ed daily die t ary i n ta ke 11::-ve l . Da ily di etar y intake levels 
of s ol uble f ibe r sou r c es l isted i n paragraph (<::: ! ( 2 ) (ii ) of t h i s seGtion that have been 
associated wi th red~ced r1sk co r onary heart disease are : 

(] l 
., 

CJ oi· more per day of (bE:ta] -gluC<•n s olt•ble fiber ! rom either whc:le oaL~ o.i:: bar l ey, or -
,) ,; o:nbinat ion o' '· 1·Jhol e oats i) l1d barl~y . 

( .'..' ) 7 g or more per di.=t y o f soluble fi ber fr om psyllium setZ:d h u s r . . 

!:;.i)Nacur.: o f th<! subs tance -Eligible sc-urces of soluble f.ibec. (JI. I Beta ( (b<,ta) i gluc.:in 
soluble fiber from the wholo oat a nd barley sources listed below. [bocaJ - glucan s0lublo 
fiber will be d·:?termined by method No . 992 . 28 fcom che "Offi c i al Mor.hods o f An a lys is of t: he 
/\OAC IN'rE Hl'lt~'!' IOHAL ," 1 6t h e d . ( 1995 j , wh i 0:h is i nc0rp<:·u1 t~,d by referenc e i n ai::cordance wi th 
5 IJ. S . C . 5 52 (ai and 1 Cf'R pa r t ~' 1. Copies ma y be obta ine·:l f rom t he AO'AC W TEHNAT!OIU1L, 481 
N<:·r th Frede rick Ave ., s uite 500 , Gaithers burg , Mu 20877 , or ma y be examined at r::he Center 
for Food Safei:: y and !\pp lied M.ic:: i t i•:•n ' s Libr ary , 5100 Paint Br:anch Pkwy . , College Par!': , MD 
201 40 , or at t he Notl•:>na l t .rd:1 ve s anc: •{e ·~ords Adm1n1s t racio n (!-JAi~A) . For inf.<.1r:mation o n t he 
a vail abili cy of t h is mate l'ial a t Nl\k/1, ·::a ll 20.::-7 41-60 30 , o r go 
t i;, : h ttp : I lt»•~w . archi <,;es . gov/feder al_regi ste r /code o f _ federal_ regula t ions/ i br_lo.:a tions . !1 tm l 

(1 l Oat bran . Oat bran i s produced by grind ing <::lean oat: groat s or r olled oats and 
separating the resulting 0ac flour by sui table moans into f ra<::tions such that the oat bran 
fra .:: t 1on is not rnor.;, t ha n 50 p e rcen t of the original starti ng ma te r i al and provides at l e ast 
5 . 5 percen t (d r y weight basis !dwb J I [b c t a ] -glucan so l uble fibe r • nd a total di etary fi be r 
co ntent of 16 percen t (dwb) , and s uch thac at least one-thi r d of the toca l dietary fiber is 
S•:>luble fiber ; 

(.? )!'/,)Jled oats . Roll ed oats , also known as oatmc-a :i., p rodur;<:-d frc1m !OC> perc.;.nr: 1:Jehu.ll.ed, 
<::l ea 11 oa t g roa ts b y r:>t.eami rHJ , cutt llHJ , r ol.l Lng , a nd flu king , a nd p .r o v i des a t; l e ast '1 1·>1:ff<: r:-nt 
(dwb ) of [beta J-ghic:an soluble fi ber ano a to r.al di <:-ta ry fiber· C(>llt'i' n t o f at le<1st 10 
percert . 

(J )l'.'llole oat rl.our . Whole oat flour is p r oduceo from 100 pt:- r c ent d<>hulled, clean oat 9roacs 
t. y s te.;im i n 9 a nd gr i nd.i. ng , su•;h t hat tliet:e 1s no siqn j. fi r:ant. l.os s vf oat b.ra n in t r1e t i na l 
p roduct , and provi d e s at lease ~ p~rcent (dwb) ~ f [be r:aJ - g lucan sol u bl e fiber and a to t al 
dietary fiber content of at l•ast 10 perc•nt ldwbl . 

!4 )Oauun . '!'ht:- soh:ble fracLion of alpha - amylase riydrol~•zed Odt br.:1n or whole oa: :1,-iur , 
,,1$0 Y.no'.·rn as o.1 trlm . O.H.r.irn .l.:> produced from eithe r c;;H. bran as defim~d in p1:.ra gr,3 ph {<:) ( ~ ) 

(i i ) (A) ( 1 j of l:h is s ect ion (>!' 1-1ho l (~ <M t flou r r;s ct€, fi 11E:<J i n para .:JL'<q:.>h tc i (2) (i i..; (Ai ( 3 J o f 
this section b y solubili:aLion of the starch in Lhe star t ing ma t er.J.al with an alpha - amylase 
hydrolysis process , <rnd thE:n ce.mov,;).l by ~entrifuCJat.ion of the in:3,-il1Jble compon~nls 
consisting of a htgh µonion of p r o1.-:in , lipid , insoluble dietary (J.i:;er , ;,nd the najoru.y o[ 

thr,, flolV(.'r and ,;,)lvr cmr1ponc~nr.s of th<'! su, rc.J.nq md t eri.ll. o,,trjrn s h • .l l !lave <1 l:.,<;, t.a - glur;;,n 
so l t;b.l.<! C: ber ::01 &1.e r~L up l.<.' l 0 p0 .rcent. (d1·1b) ,,nd 11 \'> t:. l \~SI! r. han r.h .; 1 0 .1' thE:- st.;i.r·1. 1nq 111 .. u~ r: :i 11 l. 
(dwb) . 

15 ) r!hol~ qra in b.H ley and dry milled barley . Di::hul led and hull - loss wh-:ile g i:ai r: bcH ley 
with a '.b~ca] -glucan soluble fiber conc~nc of at l~ast 4 p0rc ent (dwbJ and a tota l diQtary 
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fiber content of al leasL 10 percenL (dwb) . Dry milldd barl~y qrain pcoducLs incl ude bJrley 
lnan, b.irley flakes, b,Hlf1y 9.rir.s , pearl barley, l);.n:ley flotir , barley moi:!al , and siev'?d 
b«Hl.ey mc!cll tha t are prod1JCed f.t: ()fll clean, sotrnd dt~hulled or h11l l - l ess barley qc<:. i n u s in9 
s i":and<t.r:d dry rrJ.J.l.ing l:e(:hnlque :>, 1o1hicli fficlY include steam.i.ng or Lemperi.ng, iHld Lhclt cont,1i11 
at lea st 4 pe:cent 1dwb) of [beta]-gluc<tn soluble fiber dnd <lt leas e 8 percent (dwbJ of 
tor:.al die t,1 ry fiber, e.~cept.. ba r:E-y brc.n and siev<?d barley meal fer whi~h the minimum I bet..<.) -
qlucar. S<"luole fiber cont..e11t i s 5 . 5 percent (dwb l and minimum toLal di'?Lary fib.;-r contenL is 
1$ ~ercent {dwb ) . Deh~lled barley, hull-less barley , barley bran, barley flakes , barley 
qri ts , paarl barley , and barley flour are 1lS defined in Lhe BcHley Glossary (1'-1i.CC Mer.hod 55-
99) , published in Appzoved Me t hods of the ~nerican Associa Lion of Cereal Choi:!miscs , 10th ed . 
12000 ) , pp . 1 and 2 , wh ich is inco rporated by reference l n accordd nce with S U. S . C. 552 \a) 
m1d 1 C PR p.lrt 5 1 . Copi.es fn<lY be obr.ainP.d from r:he Ameri •~an .t..ssociacion of Ce r eal Chern.1s L. s , 
Inc., 334 0 Pilot Knob Rd ., SL . Faul , Minnesota, 55121 , or may b& e x amined a t the Center for 
Food Safo::Ly a1~d .r..pplied Nut..ritioii Library, 5100 Paint Branch P~:wy ., cc,llege Pari:, rv:u 20740 , 
or: at the Mat~onal P..rchives .rnd Records Administration (M/i.ft.A1 . ::'er inforrM1.ion on i:he 
availabil.Lty of this material ,n MA?~r.. , call 20~-741-6030 , or go 
to : .'1 c tp : .' /W'.vlv . a n.~hi ves . qov/ iede.r:al_regis tee/code_ of_ feder,Jl_ i:egula t.iC'n :>I j hi:_ lo,-:;; t:l,rns . h t .. 111 l 
Barley meal is unsifted, qround barl~y qrain no~ subjecLed LO ~ny processing to s~parate the 
bran, 9wcm, a nd e ndOS[Jl.Hm . S leved l>arl'?y meal i s an endosperm G<', ll 1·1all-en r:iched f r:i' .. ~t.i<>n of 
q .r,>w•d b.:1.rley ;,;ep,'1riJted Crom rne,11 by sievJ.ng or C·y air cl1:1ssir'ica tion . 

( 6 ) Barler i.'ecaf.ib0r . Barley betafiber J.$ che c;tha:1ol pracipitated so!ubl-:: fraction .:·f 
cellu-~sQ and alpha - a•y-dse hydrolyz~d whole gra!n barley . Bailey belafiber is prod~ced by 
hydrolysis of whole gra1n bar:.ey flour, as defi?1ec J.n p<1ra9i:ai:•t: (.;:} \::11J.il <A l {5) o:: this 
secu.o!'I, with a cellulase arid .,:.pha-amylasc r:nzyme preparation , to produce a clear aqueous 
excra~l Lhat ~on tains mainly partially hydrolyzed beta-glucan and substanLially hydroly:ed 
search. The solub le , partially hydroly:ed beta - glu c a n is separa t-::d from tho insolu ble 
materia l by c~nt,Hugat ion, and afte r removal of t.he iriso l ubl~ ma te ria l , the! par tially 
hydrolyzed beta-glucan solublc fiber is separated from the oche r soluble compounds by 
precipitation with ethanol . The product is chen dried, milled and sifted. Barley b&tafiber 
s!1all have a beca-glt.1can solubl·~ fibE:r con tent of at least 70 pe .rcent on .;. dry wo::ight basis . 

\ B J (1 J Psy_liurn husk from the dri ed seed coat {epidermis) of the seed of Plancago IP. > 

ovata , known as blond psyllium or Indian psyll1um, P . indica , orP. psyll.ium . 7o qua:1fy for 
th is claim, p syllium seed husk , also known as psyll1um husk , shall have a purity of no less 
than ~5 percenr , such that it contains 3 percent or less protein , 4 . 5 percent or l ess of 
light E!;.:trane•:.us mat tE:r , and 0 . 5 perc•~n t r,.I" less of heavy ezt raneo 1Js matt•:i:: , but in no case 
may the combi ned extran&ous matte:: .;:Y.cei:orJ 4 . 9 p<:>rcent , as d0 t ermined by LI . S . Pharma•::opeia 
(lTSP) methods descr:b-::<:l J.n USP ' s "The ~Jar.ional E"ormulary ," US? 23 , !ff 18 , p . 1"341, (1 995), 
wh1·::h is l?K:orp0rat.::d by refei:ence in a•::coi·oance \-1:i:r. 5 ll . S . C . $S2!a l an·:l l CFR pan: ':;l. 

CopJ.es may be obtained from t~e U. S . Pharmaccpeial Convention, Inc ., 12€Ql Tw1nbrook Pkwy . , 
Rockville , MD '.!085'.! , or may be ·::zamined at the Coem:ez: for f ood Safet:y arid Appli~·:l 
Nutr1c1on ' s Library , 5100 Paint Branen Pkwy ., Col l ege Park , MD 207 4u , or ac cne National 
!1rchives and Records hdrninisc ra tion (!MR!\/ . ~·or 1nfr.0rmat.ion on the availability of this 
ma terial a t Nl\R!~ . call 202- 741-6030, or (JO 

t o : http : //wwiv. archi ves . go~·/ fede1·a1 regisr:er/.::ode .... .:i( .. t"ederal ..... a:gula tions/ iJn loca cions. hcml 

(2 ) FDA will de te:rmine che amoum: of soluble fiber t hat lS provided t•y psyllium husk by 
using a modifl'::atior. of the .l\ss·:·ciac.:..on .:>f Officia l 1\nalyci.::al ~hem1s:s 1 inc..::rnac ional 

1l\OAC 's ) meth·:>d f·n s.:•h:ble di.era!y fiber (9~ 1 . '13i describe:d by Lee er al ., " DE:terminat1on 
of ~:clublc and Insolubl-:: D1-:: cary E"1bE:t in Psyllium-.-:onta1n1ng Cereal ?reduces, " ~I~Hu;nal of 
che r10AC lnten;ar:ional, 78 (N·:· . 3i : 'l.:'.•l-7~9, 1995, whio::h is inc:crpora ted by ref-:rence in 
acc0i::dar.ce ~ii t h 5 U . s .".." . 55'..! (al and l Ci:'H part 51. Copies may b•? obtained from the NJAC 
lN'i'EHN/\'l'll\N:',L , 48 1 Morch f'i::ed-:: r ic:k Jwe., .!'Ul tr~ 500 , Gai. thersburg , MD '.:0877 , or may be 
e~amined at t he Center for Food Safe:ty and Applied Nucrit icn 's Lib rary , 5100 Paint Branch 
Pkwy ., Col leg·=: t'ad: , MD 207-10 oi: a t t h.: National Archives and Records Actmin1stration {NAP/\ ) . 
For inf•:0 rmacion on che availability of this rnat-;;rial at N/l.R/\ , call :o2-74 l-603<j , or go 
to : http : / / w:.•i.1 . a rdii ves. gov/federal_ register/code_ of_ tedtui!l_ regula t ians/ J hr_ loca t !O!ls. llrml 

(1.i.!IN.Jtur<:> of che fc.o.:>J eligib./ e ta beaL· tile c!aim. ill) The food protJur:t slrnll include : 

; 1 i One or more of t.he whole (.lat or bci cley foods from p.uagr<.1phs !cJ ('.'.:) (1i) (Al (1 ; , (2 ) , 
{3 ) , nnJ {5 I of this secLion , and the who le oat or barley foods shall conta in ar. l e a st 
0 . 75 gram (q) of soluble fiber per reJ.'erenc.~ ;,mounL customarily consumed of th(~ food 
product ; or 

<2 1 The food contairi_nq t he oatr:.m from paraq.rnph (Cl !2) (ii) IA) ( 4 ) oC Lllis sectio:-1 o.r lhe 
barley bt>tafl.ber from p...iragraph tel 1:1 (iii (Al (5 ; o : this secdon shall -~ontair. at least 
0 . 75 q of beta-glucan :;oluhle fiber per ~·efer:ence amounL cusLon.arily consumed of r.he tood 
rcoduct.; or 
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(3 l Psyllium husY. that complies with p.uagra.ph ic) (2) ( i il (8) o: t:h.i.s secnor1 , and the 
ps:{!. lium food s hal l c0ni:ain at. lease l . 7 g of !>Cluble fiber per reference amount cus toma rily 
consumed of the food pr0duct ; 

(Bi 'l'he amoun t of soluble fib.;,r sJ·,a ll be dec lared i n che nui:i:i t1on l ab.;;l , consistent 1~ich 
1 01.9(r.\ 16 ) Ii} (AJ . 

\Cl The f•:>od shall me;;;c the nui: n . .;:nt ·:vntent requi :ereent ir. 101.6~ :or a "low sa tura ted fat:" 
.;nd " .ow c;hol estero! " food ; -.rncj 

\ D} ·rhe food sha L.l. >neet. the n1.Jt.r ient <..:\:'ntent rt!:qtLi.rernen r.. in 101 . 6 ~~ (b ) (:(.) fo r ~" ''1 ov; fat If 
food, unless ch& food excee d s this r ~quiz ement du e co fat con ten t derived trom whole oac 
sou!·r;es Li sted '11 paragraph (Cl (2) (ii) ( f'.. ) of this s e c:-1011 . 

(di Optional information . (11 The clciim may s t .H. & tt11, r; the development of hean .. disease 
depends o n many fi.ICV:rs and ma ~; icJenL.i.fy one or more of tiH~ foll owi.ng risk fac t;ocs to.r heart. 
di&eds• dbout whi ch the re is qenecal Acient if ic agreemen t : A family hiscory 0( CHD; elevated 
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TATE r~~ LYLE 



l!l PromOat 
Beta Glucan 

• Research indicates that diets higher in fibre are associated with improved 
health and reduced nsk of certain diseases 

• Oat beta-glucan is a viscous, soluble fibre that can help maintain 
healthy blood cholesterol and blood glucose levels as well as support 
gastrointestinal health and assist in weight management 

• Despite the fact that many consumers say that they are making efforts 
to consume diets high in dietary fibre, current fibre intakes rematn below 
recommendat ions 

• Tate & Lyle's PromOat Beta Glucan is a great example of an ingredient 
that manufacturers can use In the development of new and innovative 
products that may promote health while helping to meet the populations 
dietary fibre needs 

I I 

Decades of research indicate that 
diets higher in fibre are associated with 
reduced risks for heart disease and 
diabetes· - as well as improvecl gut 
health and digestioni ; however, average 
intakes remain well below the currently 
recommended amounts' . With fibre 
intakes low across global populations. 
there 1s potential for !ong-tenn pubhc 
health 11nplicat1ons1 

•
3. 

Dietary fibres are nondigestible 
carbohydrates 1n the diet that. when 
consumed. pass through t11e small 
intestine into the large intestine where 
they may be partially or completely 
fermented by colonic m1crob1ota . 
There are several varieties of dietary 
fibre. and each type provides specific 
t1ealth benefits: thus, 1t is recommended 
that individuals consume fibre from 
rnulttple sources. Fibres can be soluble 
or insoluble in water as well as viscous 
or nonviscous. Viscous soluble fibres. 
1nclud1ng oat beta-glUC' n th 

only fibres that have been shown to 
lower cholesterol'. Research studies 
have demonstrated that increasing 
soluble fibre intake by 5-10 g/day can 
reduce LOL cholesterol by 5% 0 • For 
greater LDL cholesterol reductions, the 
Therapeutic Lifestyle Changes (fLC) 
diet recommends soluble fibre intakes 
up to 25 g/day-. Cons;denng that most 
individuals habitually consume less th<'ln 

25 grams of fibre per day in total 
methods to increase soluble fibre 
intake are needed. 

Tate & Lyle's PromOat Beta Glucan 1s 
a viscous soluble fibre made from 
non-genetically modified (non-GM) 
Swedish oats that can be added to 
foods and beverages to promote 
healthy cholesterol levels while 
1ncmas1ng dietarv filxe intake. Clinical 
studies t1ave dumonstmted additional 
health benefits associated with oat 
beta-glucan intake. such as 
ma1nta1ning health blood glucose 
levels, supporting gastrointestinC'll 
health. and assisting with weigt1t 
management. 

Figure 1 

Adul t fibre intakes by country6 ' 2 
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Most dietary fibre recomrnendat1on::; 
for adults call for intakes ranging 
from 25-38 g/day depending on 
country-spcc1fic guidelines· . The World 
Health Organi1ation (WHO) suggests 
worldwide recommendations of 
25 g/day . Figure 1 notes a wide range 
of fibre 1nlakes across various countries 
against tl1e recornmendcd range for 
consumption' · . In the United States 
tUS), for most age and gender groups. 
less than 5~o meet the clietClry 
recornrnendations for fibre· despite 
consistent messC1ging to tt1e public to 
increase dietary fibre intake. In the 
United Kingdom (UK). only 13% of 
women and 28% of men meet dieta1 y 
fibre recommendations'· . 

Data 1nd1ca1c !Mt consumers beheve 
ftbru 1s important to l1ea1t1·1 and !11at they 
recognize til e lack of fibre 1n their diets·" 
yet closing the fibre intake gap has not 
hce1 i easy. as many diets continue to 
lack adequate servi1 igs of fruits, 
vegetables. wl iole grains, and fibre­
lortified foods. Recent innovatrons arc 
rnakrng it easier for food manufacturers 
to fortify their products to help boost 
fibre content and close l11is intake gap. 
An abundance of researcl1 continues to 
demonstrate that fibres added to foods 
provide s11n1lar benefits as "intact" fibres 
inherent in whole foods. 
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Benefits 

Oat beta-glucan has been tested by a number of independent researchers 
to demonstrate its phys1olog1cal health beneffts. The following are some 
highlights of the research on the health benefits of oat beta-glucan: 
• Promotes heart heatth by lowenng blood cholesterol levels 
• Supports healthy blood glucose levels by el citing a lower glycaem1c 

rcsponse71 
• Well tolerated and may support a healthy gut by producing 

short-chain fatty acids • 
• May assist with weight manag ment through calone and fat reduction in 

foods and promotion of satiety 

While traditional sources of fibre like 
whole grains. fruits. and vegetables 
should be encouraged. fibres 
added to foods are also important 
contributors to dietary fibre intakes. 
Dietary fibres that are either eX1racted 
or synthesized nondigestible 
carbohydrates and have beneficial 
physiologic effects in humans are 
now available on the market; the US 
lnstrtute of Medicine refers to these as 
functional fibres . Fibres such as these 
are useful in developing products that 
I 1ave exceptional taste and appeal 
to the consumer while orfenng the 
san1e health benefits as fibres that 
arc intact and naturally 0 ~ 1 nrt;i 1n 
fruits, vegetables, and grains. Adding 
even small amounts of fibre to foods 
traditionally low in dietary fibre. 
resulting in amounts as low as 
2.5-5.0 g/serving, could help 
in<j1viduals meet their fibre 
requirements without exceeding 
calone needs . 

PromOat<!' Beta Glucan 1s an 
example of a versatilt: functional fibre 
ingredient produced by 
Tate & Lyle and currently used 
in foods and beverages in Nort11 
America, Europe, and Asia as a 
potential solution to ncrease fibre 
intake without sacrificing taste. 
texture. or enioyment. Total daily 
inte1kes of beta-glucan as low as 
3.0-4 .0 g/day l1ave been shown to 

promote t 1ealth through mainter iance 
of healthy blood cholesterol and 
blood glucose levels while helping 
to meet daily recommended fibre 
needs ' 

Beta-glucans from oats and 
barley arc polysaccharides of linear, 
mixed linkAge (1,3) (1,4)-beta-D­
glucans. PromOal Beta Glucan 
is concentrated betA-glucan 
derived from non-GM, Swed1sl1 
oats, produced by 8 cl1e~rrncal-froe. 

aqueous. enzymatic process. 
The finCll product is a fine, cream­
color ed µowder with a caloric 
value of 3.2 kcal/g of ingredient. 
PrornOat Beta Gh 1can is a source of 
35°:, oat soluble beta-glucan fibre by 
weigl1t and contains small amounts 
of carbohydrate and protein; fat 
content is negligible (Table 1). 

Oat beta-glucans from different 
sources can have a wide ran9c of 
molecl 1lar weights, C\S processing 
cond1t1ons affect the final product. 
PromOat Beta Glucan has a 
high molecular weight sirnila1 to 
native oat beta-glucan. Tile 
high molecular wcigl1t makes 
PromOat Beta Git rcan highly 
viscous. Many health benefits 
associRlccj with oat beta-glucan are 

Table 1 

Nutritional content of 
Prom0at4' Beta Glucan• 

PromOa~ Beta Glucan 

Energy- 315 kcal or 1319 kj 

Total fat O.Sg 

Saturated fat < 0.1 9 

Carbohydrate 56g 

Fibre 35g 
(beta-glucan)' 

Sugars <0.Sg 

Protein 4g 

Sodium < 25 mg 

• Values per 100 g on a dry weight basis. 
• Determined by calculation using 

2 kcallg for the soluble fibre portion. 
When using 4 kcal/g for the soluble 
fibre portion, the calculated calorie 
value is 385 kcal. 

• Typical range: 34-36 g; m inimum: 33 g . 

Rllributed to viscosity that increases 
with molecular weight ' • . 

PrornOat'' Beta Glucan l1as strong 
water-bind111g and emulsifying 
properties. It ti iickens and stabilizes 
cn"lulsions, creRling a smooth texture 
ancl creamy mouth feel in reduced­
fat products. Tl"lfs ingredient can 
also lengthen the shelf life of food 
products duo to unproved moisture 
management, and it is acKJ- ancl 
heat-stable. whicl1 allows for easy 
1ntograt1on into many food and 
beverage products. 
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11thy 

In 2012. the World Health 
Organization <WHO) reported that 
coronary heart disease (CHO) was 
the leading cause of mortality. 
resulting in 7.6 1 rnllion deaths 
worldwide2' . It is well estabhshed 
that reduang blood cholesterol 
reduces the nsk of CHO. and t11e 
US National Cholesterol Education 
Program (NCEPr estimates that 
each 1 % reduction 1n LDL cholesterol 
reduces the risk of heart disease 
by 1-2°0~ . Several clinical studies 
have demonstrated that increasing 
intake of viscous soluble fibres like 
beta-glucan can effectively reduce 
LOL and total ct1olesterol. l llree 
meta-analyses have summarized 
nearly 50 randomized controlled 
trials including 1,780 normo- and 
hypercholesterolaemic subjects 
completed between 1985 to 
2007' · ·-. Overall, the data suggest 
that 3 g/day of beta-glucan can 
lower LDL cholesterol by 3-5% and 
total cholesterol by 2-4°'o'f ·. -'-. This 
may result in a reduction in heart 
disease by 3-IO<}o, with the greatest 
reductions occurring in those with 
higher starting cholesterol levels''. 
Add1t1onally. the physicochern1cal 
properties of beta-glucans can 
impact the efficacy in lowering 
cholesterol. Oat beta-glucans with 
high molecular weight and solubility 
used at high concentrations are 
thougl1t to be more viscous 1n 
the small intestine. This increased 
viscosity rnay reduce reabsorptton of 
bile acids and increase the synthesis 
of new bile acids from cholesterol, 
thus reducing circulating LOL 
concentrations '. 

In weighing the totality of the 
evidence. the European Food S<'lfety 
Authority (EFSA) issued a positive 
opinion lor the ability of oat beta­
glucans to lower blood cholesterol 
ancl reduce the risk of cardiovascular 
disease . Several countries allow 
r1ealth claims or functional claims 
for bota-glucan and heart health/ 
cholesterol reduction. The claims 
are bi'lsed on a daily consumption of 
3 g bcta-glucan, wh1ct1 in most cases 
can be divided among three to four 
servings of foods. 

Even the most recent studies 
contirn 1e to support tho f1nd1ngs 
that oat beta-glucan may promote 
U1e rc'Cluction of blood cl 1olesterol. 
For example, Queenan et al. 
demonstratecl t1·1at 6 g/day or oat 
beta-glucan significantly reduced 
LDL cholesterol in those with 
elevated cholesterol comµared to 

Figure 2 

Reduction in LDL cholesterol 
following four weeks of oat 
beta-glucan consumption'9 
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Treatment groups with different letters 
are significantly different (P<0.05l 
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a control' ' . Further, Wolever et al. 
demonstrated that both oat 
beta-glucan dose and molecular 
weight <'Ire critical in cholesterol 
lowering· '°. In this study, 3 gidc:iy 01 

a high molecular w01ght and 
3 g/day and 4 g1day of a medium 
molecular weig~1t oat bota-glucan 
significantly reduced LDL cholesterol 
compared to a wheal fibre control 
(Figure 2)"'-'. PrornOat Beta Glucan is 
a higt1 molecular weigl 1l beta-gh 1can. 

r 
II 

Tl10 impact ol oat beta-glucan 011 
blood glucose and insuhn responses 
has also been studied extensively 
over the past few decades. In 2011. 
EFSA determined thal a cause 
and effect relationship has been 
established between the consumption 
of beta-glucr1ns (from both oat and 
barley sources) and a reducllon of 
postprandial glycaemic responses-· . 
Their conclusion was based off of 
six key chnical trials that consistently 
demonstrated ·an effect of oat ancJ 
b8rley beta-gtucans 111 decreasing 
postprandial glycaem1c responses. 
without disproportio11ately increasing 
postprandial insulinaemic responses. 
at doses of at least 4 g per 30 g 01 

available carbohydrates· · .' Further. 
EFSA determined that the mec~1anisrn 
by which beta-glucans lower blood 
glucose has been well established • . 
Beta-glucans increase the viscosity of 
the meal bolus. thereby reducing the 
1nteraclion between food and digestive 
e111yrnes in tile stomach, delaying 
gastnc emptying, and reducin9 
rlbsorpt1on of glucose-
Because viscosity plays a large 
role 111 reducing l)lood glucose and 
insulin responses. differences 1n 
phys1cochemical properties of bet8-
glucans. such as molecular weight. 
may impact the magnitude of 
t~1e effect. 



A recent review by Tosh concluded 
that the EFSA recommendation of 
including 4 g of beta-glucan per 
30 g available carbohydrate may 
be too restrictive--. A total of 34 
studies with 119 treatments including 
both oat and barley beta-glucan 
were 1ncludecl in this review. Thot5e 
studies were controlled, randomi7ed. 
blinded, crossover. or parallel in 
design and included infonnallon 
on available carbohydrate dose, 
beta-glucan dose. and postprandial 
blood glucose response. Data 
were con1bined for oat and barley 
products as average reductions 
in area under the curve (AUC) 
for glycaemic response were not 
significantly different. Tosh iound 
U1at glycaernic response was n iore 
strongly related to beta-glucan dose 
t11an the ratio of beta-glucan to 
available carbohydrate 1n processed 
foods. Including at least 4 g beta­
glucan per -30-80 g of available 
carbohydrate should significantly 
reduce postprandial glycaernic 
response- . 

Studies publishecJ after these reviews 
continue to provide evidence that 
beta-glucan can reduce postprandial 
glycaem1c response and that the 
physicochern1cal properlles of the 
bcta-glucan consumed may impact the 
1nagnitude of the results. For example. 
Kwong et al. demonstrated that at a 
dose of 4 g, a l1igh molecular weight. 
high viscosity beta-glucan was 
more effective at attenuating peak 
blood glucose nse t11an a low 
molecular weight, lowe1 viscosity 
beta-glucan . PromOat · Beta Glucan 1s 
a high molecular weight beta-glucan. 

PromOal' Beta Glucan may help 
support weight rr1anagement through 
enabling fat ancl calorie reduction 
in food formulations. Intake of beta­
glucan may <'llso promote satiety and/or 
reduced energy intake at a subsequent 
meal. For example. Beck et al. ' • 
observed that sub1ective sahety ratings 
significantly increased with an oat 
heta-glucan dose as low as 2.2 g anrl 
t11at appetite suppressant hormones 
cholecystoki11in (CCI<) and plasma 
peptide YY (PYY) were significantly 
increased 1n a dose-dependent manner 
when evaluating 0 g (control). 2.2 g, 
3.8 g, and 5.5 g of beta-glucan for part 
or all of the study population. Energy 
intake at a subsequent meal was also 
reduced 1n sub1ccts who consumed the 
highest dose of beta-glucan compared 
to the control. Allhougl1 these energy 
intake results did not reach statistical 
significance, t11e absolute difference was 
greater than 400 kJ (-95 kcal) in a single 
meal, which 1s clinically relevant as it 
could equate to a 0.4 kg (0.9 lb) weight 
loss monthly 1f maintained . 

.. Tl,(; TLC Step II d iet IS rocon111 l(l11(l by lilt; us NCEP .md 
ti ll' Amrrican Heart Assnr:1at1on 101 111tf1v1rtuals w1t11 elevnted 
l llooJ clioles!crol. Tl1P rl1 ·f 1~ re('fuct!U 1n b l salurntf!• I ial 
;incl cl 1oloslerol r.ornpare cl to <1 lyp1cal ww,;tern die'. . 

CIYonic studies provide a better 
1nd1cation of the long-terin effects 
of oat beta-glucan on sauety and 
weight management. In a randomi7od. 
controlled, parallel-group study of 
an oat-derived beta-glucan ext1act. 
th1rty-e1ght overweight men consun1ecf 
the TLC/Step II diet" for eight weel<s 
and breacj w1t1·1 6 g of beta-glucan 01 
a wl1olo wt1eal bread control '". T1·1e 
two breads were equivalent in eno1 gy. 
protein. fat. and carbohydrate. and 
energy intakes between the groups 
were similar overall. Both body weight 
and body mass index (BMI) were 
reduced by 7.5% in the oat beta-glucan 
group and 4.9% in the control group. 
resulting in a statistically significant 
difference between the two groups 
(Figure 3)· ~. 

While additional studies are needed, 
this emerging evidence suggests that 
oat bcta-glucan may support weight 
management efforts through 1ncreasecl 
satiety, cl1anges 1n satiety hormones. 
etnd reduced calone intake. 

Figure 3 

Reduction in body weight after 6 g/day 
oat beta-glucan for eight weeks20 
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r , , GI 1 _ tit ri 

Resists digestion and is 
fermented in the gut 
Oat beta-glucan contains a mixture of 
B (1-3) and 13 \1 -4) glucosidic linkages 
t11at reduce the digestibility of this 
ingred1ent:-""0 . Undigested beta­
glucan serves as a valuable substrate 
for fermentation by colonic bacteria. 
leading to the production of the shOli 
chain fatty acids (SCFA) propionate. 
butyrate. and acetate. In vitro studies 
demonstrate that significantly greate1 
production of butyrate occurs 
with fermentation of bota-glucan 
compared to inulin1·', FOS, psyllium. 
and corn arabinoxylan:'·'. Increasing 
butyrate is desirable as it is the rnain 
energy source for colonocytes and 
has demonstrated anti-inflammatory 
and ant1carcinogenic properties• - . 
Propionate productiori was also 
enhanced 1n these studies ~ , 
which may be beneficial due to 
links between this SCFA c n b 1tiety 
as well as inhibition of cholesterol 
synthesis-· -· . Fermentation of 

II 

oat beta-glucan has also been 
demonstrated in rats. Over a six week 
penod. faecal pH was reduced and 
SCFA concentrations were increased 
111 rats fed oat beta-glucan. Add1t1onally. 
ammonia levels. 13-glucurorndase 
activ11y, and azoreductase activity were 
reduced, suggesting tha1 consumption 
of oat beta-glucan 1 nay reduce tho 
concentration of toxic compounds in Ille 
colon" . Cornpnred to 1ncmy other fibres, 
the fermentation of oat bela-glucan 1s 
delayed, which may further promote 
colonic health by enh1mc1ng productton 
of beneficial SCFA 1n t11e distal colon 
where toxic compounds from protein 
digestion arc created and tt1e majority 
of colon cancer lesions are seen'~"' ' , 
tiowever. additional researct1 is necdec.l. 

Good digestive tolerance 
The n 1aion•y c tudics investigating 
the various health benefits of oat 
beta-glucan have been completed 
without reports of gastrointestinal 
disturbances. Oat beta-glucan is a well 
tolerated soluble fibre. 

· Labelhnq ,mcJ cla1nis rnnv vc:1rv tiv cu1111trv. Custu111ers me a(jv1setl 10 c;u11~ull 111e1r uwn 
1e<)t1la'. •J!'\' experts to (lel cr11 11!1P ftPPI Ol) fld: P, lctl/ P,lhng il1ict r;l<1tt11S l0r lllt ·lf produc;1:-;. 
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PrornOat Beta Glucan can be used 1n 
a wide vanety of foods and bevera9es 
includin~ cereals. baked ~Joo<.Js. 
soups, sauces. salad dressin~JS, dips. 
s1 noot11ies, fruit juices, ancl sports 
dnnks. lls conlnbution to t11e product's 
overall fibre would be included 111 the 
fibre listing on the nutrition inf on nation 
pa1101 for food. Depending upon 
tile roc1pc. usage level, and local 
regulations, products conta1n1ng 
PromOat Beta Glucan rnay tJe 
labelled as gluten-free-. 

Current fibre intakes are very low 
among US adults, at about one-half of 
t11e US daily fibre recommendation of 
25-38 g/day for women and men · . 
In other nations . average fibre intakes 
also fall well below recornrnendcd 
intakes. Diets high in fibre have been 
associated with lower risk of heart 
disease and improved blood glucose 
control while also supporting digestive 
Malth and laxallon and a1d1ng in wo1gl it 
m<1migemenr' ·· ~· . 

Consl 1mption of foods and beverages 
made w1t11 PromOat Beta Gl11can 
car i help close the fibre intake gcip 
dnd may help to reduce calone and fat 
1nlake. PromOat Beta Gluc<"n 1s well 
tolerated. and research suggests 
lll<.11 11 supports healthy cholesterol <lnd 
blood nlucose levels, may promote 
9astro1ntestinal health, ancl rnay 
help consumers maintain a hc81thy 
body weight. 



Innovating to Meet Nutrition, Health, 
and Wellness Needs Every Day 

Despite the fact t11at many consumers 
say tt1at tt1ey are making efforts to 
consume diets high in dietary fibre and 
t11at they review labels for dietary fibre 
content when purchasing products. 
current fibre intakes remain low 1-. This 
has long-term unplications for public 
health related to nsk of coronary heart 
disease. stroke. hypertension, certain 
gastrointestinal disorders. obesity. 
and the continuum of metabolic 
dysfunctions including prediabetes 
and type 2 diabetes . According 
to a 2014 food and healt11 survey of 
US consumers by the International 
Food lnfonnation Council. 53% of 
inciividuals stated that they are trying 
to consume more dietary fibre' " 
Nutrition professionals can help to 
move consumers toward the goal of 
increasing fibre intake with education 
on benefits and sources of dietary 
fibre as consumers desire to make 
dietary changes. 

Wl'1tle individuals should increase tl1cir 
consumption of dietary fibre Iron l 
sources such as beans and peas. 
other vegetables. fruits, and wllole 
grains·, t110 incorporation of nrlrled 
fibre like PromOat" Beta Gluca11 into 
foods as pM of a well-balanced 
diet can help individuals n-reet their 
recommended fibre intakes without 
exceeding their cRlorie needs. As a 
gently processed. 111911 molecular 
weight. neutral tasting beta-glucan. 
Tate & Lyle's PromOat Beta Glucan is 
uniquely positioned to be an ingredient 
that food manufacturers can use in the 
development of new and 1nnovattve 
products to meet t11e populatton's fibre 
needs and provide healt11 benefits, 
1nclud1ng maintenance of healthy 
blood cholesterol and blood glucose. 
supporting gastrointestinal l1ealtli, 
and potentially supportir 19 wci9ht 
management. 

II 

Tcite & Lyle. a global leader 111 

wellness 1nnovat1on. is cornrntlle{.'1 
to delivering innovative ingredients 
t11at can be incorporated into great­
tasting foods to help consumers 
meet l11eir nutrition, t1ealtt1, and 
wellness needs every d<"ly. That is 
because Tate & Lyle invests heavily 
1n innovation and research and in 
developing ingredients that can t)e 
incorporated into a wide variety of 
great-tasting food and beverage 
solutions. T earns of food and 
nutrition scientists are continuously 
11111ovat1ng, researching, and testi1 ig 
1ngred1ents that will meet current ancl 
future health and nutrition needs. 

At the same time. Tate & Lyle has 
a robust n iarket research program 
designed to provide the necessnry 
insights on consumer prefere1 ices 
Jround the world. The research 
program allows Tate & Lyle to 
customize its offerings and provide 
tatlor-rnado solutions 1n local ancl 
regional markets. 

tt for yo • 1ng1 ~ Oh 1t f< 

ti Id ' lh t..: ' 

In response lo glot)al public healtl 1 
efforts calling for people to reduce 
calories and sodium and increase 
fibre intakes, T<"lle & Lyle offers a 
number of novel ingredient solutions 
that meet these needs. 

. . 



TATE ~~~ LYLE 
References: 

- ..;~ Deoa1;~en1 of He.alt•) J!)d H.;1'10'1 s0 .. 11oe6 u.~. teCJ'ifHCf''.i Cl -'..;;:1o..J;;,,.1{? 1.)e~J!)• Gl;1jeirte$ !()!' •\fnei.c.v:.s 10 Io. 7th Eo1t1Q"" .. \\';)$h1ng1on. :x: •. ..,s G.~emr~a:t A1r1111;:i Off cs. :?C; 0. 
_ 1n;,tt.utec1 •\'edKJ"e F :ic:: 11"\,j N.J:n~·0n Board. D e!J'\ Reje"e;:e l .... t.:;.,.~ Erer :;.,. :.:-~ .. X!r;·_,drJte!:. . ~be .=at. c .;~·, A.: c:: Cti:il~~:-:e:il l='r:)t&;" ::ino ·°'1'"1'C' .\vos. \'•, ,,~ .. ·~g'O"' OC o\1:-i:io.,:il .\c~i C£ P-e~~. 2C02 ?CCS 

J SDller 3A !ed.1 CR: H.:mU:.x:x7< :)I :>i~t .. 11y =iL'& 1~ -1l..,1':";3r~Nu,..,::cn 31:l Ect.on. CR:... Res~ L-C. 3~ R·n~r. ;:L. :oc 
.1 t....S Da:i.'.ln.1viet"t or ri9Jltn .:.no H,;1Y\')" ~11ces N.;.t1cri"lf lf'lS\1iL.tes 01 rie~th. :'.11\:1 NJ>.)f!JI H(>,"'J ~ Lung, :.-10 !31Xd h1s~11ui~. ":>lJ' c..::i..,dtl tG t ":.~ri1YJ 'i0u1 Ct~oie.:;ter;;I w:t11 .... LC Nil-' :-,)..itic:t.·1_,n N.:;. 06-5:'3:5 Xo.5 
: N~1t·.:.P 1l et~f)fl;:'S[t"'ol Eouc.J.~10'1 ::..cg,)"' , TI) rd ~)81 1 o· t!•e \:,:riJ•'J.j C'Y·()k;s:t-•d E~~:.:,11~ ;::;-.:~1ti':.'Y f.Xt-'-"" P~11~ ~n ... \!:t.~C'l rv,-:ki:!::c11 1r..,'1 Tr-:-.1tmt.~t ~/ w,~t' 9;),X:i :-n:t...""'S~C'·:;!I 1' .;ciul~,:; "<lult "°'rt.'..il! 118'' P:i,,t:4 m 

=i"KdReocn. ~lhP...;Clcc~:ic,.,No. 02-5:-''5 '.':002. 
'' $too:..e-., JC. Er-erfl)· oenst1• e11er-gv ,,.,t."'lht: :md .~,~·~qh~ 5=,:ati,:; .., ;1 ~11ge it~b\1:~g s.irr-clf" cf Chne$~ .'ldul:i._ E>.p l:'f'!"'"l;; Te i_ • .-.c1e•lyw9 role: of i::t. p• ::iten ..;.:lil\:;1-1v!::r<'!1e ..v !{j f:L">?f fld \'·Sa •t1t:J ..... ~s. (JC\I. 200 · .55151·349. 

35~. 

;- Grav J. Lte1arl F.7e Cet.,.tiai. At·~'!:*~ Ptll,~g"· ti·'~ ~111. IL.:~I S·~oe O.<.?t::1r1 FllYeCon~:;e ~~orl';jiaor:- ~er.~~. ';:_':/X 

P Vu•p''r; f\J N~:.1i T Feo' ::r1 ::> Jf11'1b \ 1 8deno-ee-rJ.esa.,t:.:i 8 . .s .. e.e G e: J I D~21:.1·y tbr9 f"t::ke :ui:o • ~ ....... :')f c2r.1~pi!. ,..,t m.: ccto•' ::i·~j re:tu·n ., ine Eurct..~ ... ir cr,)SOf'Cl~ r f'\ es:tg..1~ ~·1 •r'tC : .. :in'."f'r i. iO rioir:t·:>•., ;Ect::· ::-'bS 
one 2·2 '2 -i61e3936 

9 Cle:nens R, i<r:in:: S rv1obk~1 AR. \ i•c;,1J:;i; TA RJ1<rond. MP. ~:-01 g;;e.: JC et aJ fllll".p ArrctCJ s fioer 1n:J.ke gJp· Sl.JnYl'\3~J 01 3 roundfacie to :Y~oe re.:'.ll1:;.11r s:-:ltJb0'1.:S win a tocus en s;ran~on:;;ee! •o.:o..:is ..... r-...iu1·. 
~012 1 J2f7>13~S~J0iS 

10 Cr10SS :l.--l(l Jen~ i\,. fOOs! i-t?--:ciJoo1, '.)f :1e:yy F~. MJlcef ~l<C! lnr \.'\'.~>8C:' 

1 i K..ng CE. \11nlflo .. :; M:; Jro L'lmro.Jt"le C . .\. 7ro;n-x 1n doe-Int\• '00' 1nt·'.ke n ~he tJn•:ed S-Mtf!~. !900-2008 . .J Ac~l:J\•r N;:ti f.l.p: 2:J!2· I :21~1\ n.:.: ·c-. 

12 H.iblie !-'e::lilr En(~ano :!r·d F-o?:J S1unrJ~1rds Agef'C'y. N:1t:..,1Ji Dr:~ JrC 1\ut.,~·~· ,Si..;r·/-3; Re:.:i ... 11~ ~ryli Y~s 1-.: 1C(..VTIOl''lE;d1 c.1 :•'e R..~ng Plcyr~.:n1n1€ ('C0!:;-2009 - 20' '· 1 ~' F.x~cu:1 ;-c ful'!~"':,t!"'.,i. F-+-f: ~-:V011~\l•O"h ... ;(: • l 

; J M:v~t:>U 8°'. C"~r::> LI bxsn L Co·Yl~ P. i· lt~he 01 J.:iOed a.Ol'S (\!l(j f.i?l~i:'O · •u1 · ~t:nl~ "' !"X~Uf'rtOO St:ri;?•;, NJt!Cf' .. 'tl ·~::11~ Jr!j ~,111(0'1 : ·:.: ,.,'lfl,:1::~ 1 ~~!',"f:>/ 'T\lt--1,\l\:::S.: :::co3 :v'....of;. ()1~ na ~,xx! Sc:t \! ~·. 
2010.50.,JI 2~8-Sil. -

t l lntPJ!1£1t1cn.W Food hifCf'; ':')Z,,t1:J;~ C()c..n;:.d FOlliO~llOfL ~:·1 .t Fcoo & hcal1h &.r•1c--;· The 11. 11:~ of ~\frcrir'~· s Jet Hem Sc-t1ef$ to CQ1<-:i11r.rs. ~J 1.-l , 

:: N1cl-l'!!'i TA. J Ne-I :':E. Li:x.:: CtJ e· .11. Moa:.trq C!£!:iry tt.~ 1nJJ. .... ct. 1n US.:m~ . .11$ ln 1nk:..Jt1~ns 101 C-' ... bt..;; :.'de, Fo:>d 1\JtJ~r 3c:. ::-o· 1.:'9.:5-93: 

11 , F~!! )Sfl C~...1. -<eui~.:in . ..tv' JJt;G:.)5 D~ Jr. 81n&1 PJ \Vd.Jl 'lR VJn l4r_;m l d: :ii. 0.:Ji JJrut..lut..tJ. r.vu ~l>tC 11,Jv'/G'lng .4 nl::n::t· J'l:.'ifVStS. .J !Vn li.100AS:..~'1.:.. 199 .... .?6:'(·.;~ JJ: /.,:: 
17 f31ov"n t Rcsnt!t B ;,.,,~H "Y.A Sac:<s r t-.!. (}1ctestt:!f Jl·l 3·...,~1·)y t;lf~s cf d1.1&.J1y i!i)f;S A 11~!,1"-1n.alysrs. AJ neoc..11; J Ch·' N1.1t' 1 ~ 00:1' 30..J" 
1J Ot1~1:.i .. , l<.\:t ~1~\\' .;tr1 ~iL, ,ynl{i'- l.{N. 111o··T";JS \V. ru1ci·.~r qr;, ~10\·r· .. L i."AY~:::ff't'J\e'J O'it r.>MJ·-;il;X:;)r. .J f.=rrner,t:)t;li:"' '·~ lnv\'f"t":; ,_.f!f;,/"iCh:.lt>::t.e-·d •n t•\t:GIC:\.)~~!e• .)le-·111c J..Jdb " ' j r1·1,'){'11'1:;«.1 ccnt,.::&k~ !Id ''-u!t -

~oc:.;:;.c; . 
• 9 \\lclt:Ve! 7M T OU) SM GtbS AL . 8!:t'1".1·M.Be1 j r ).;n:.:m ..\!\.'! H:ut v. ~I JI. f'T•;Sl~:::.1 '\t'!ntc..ll f.;C::icui-t•::;': ot c.'ll bt>10.-glv::.....:.n nfk1f'f"-Celt:; <:ib1hv to r~,1~1Ct' SCIUt'l LtJL dl~~t~c.:C ir\ r'ltlll\')/'13 ,\ 1D.ndorniztid cl1rnCJf 1113 •. Afr J 

( )1r'l Nd1' 20! :).9~:.n· 72-3 32 
..:o EFS.:\ Py.el ;)fl Detet1C F'l' ~Jue ts. N~ll'\l.:)11 J.nd ,\Jef ~11E'; INDAJ: so~~n! .11.; 8r,rr'llO'l Qfl 11 l!' SUI: 1:.$l.31)t::JIJ(,r1 c1 d l'filt'Jt -d;:: Tl1 ld:Jted w .J-.."tt t->.~! ... \-gluC.)f'I .lf'(! lu•.\'l_~lnf_i ulOO::: chcle~lerd .:'.!f'ld 1edu1..e...l 1t.'.k Ol 1001 ony /1 ne.;r1 

~::h:ettseµ..i1~uan1 to ,.\rtde 1.:t of P.8dui3t>On 1E<.) \Jc 19:'.11;&!06. EFSA.Joum..1L .. 10'0:9n~1 189.S. [15 i..:u.l 
::-1 f.FS.l. ;:anei on Oe~f>\IC R-';duc1s. t\Jtr.nion ~o AJ...':lf ;;_se.~ !NDA•, Sc1P1\!!t1:: , lor.on on !"'.;~ f;..L'(;l;)flll:-1.n\Yl o: 11eo.t!~~ d1J1)1s '!?l.: tt?Cl lO l'l?!:-l-QILc .. 1ns 1n1 n oJ!~. ~1· ' ~ tJ,JJk°' / .1n::i nt t:i ;:tY'l.:J';~v. Di nam.1 f!lr;o:1 LDL·\J):.:ltJSlt~CI 

('if.~t:Jt.ris1IO 1236. !2'99). 1nc:easeir-: s..1tsew leal'Jt"!g toJ 1educt10n in energy ir1rrn-.e fJO 851 952i. 1eoucton of oost-pteindinl glyC3et'l'1:: 1t?Sr.,orises (IQ 321 02'.1) .:ind "d1_r,es\1ve ft1r'l<,'ti0n" 11r 85l))ourst..J!~t to .Ancle 
lJilj ()f ReytJ:ni0n (EC! No 1~2<l 2C()6. ff.SA JO.J!t'l;t l01 I fliOi-2207. 

,;") lost' St...t Q~1~\· 01 hl:11\;n ~H·dies. rM .. "S!tfl.J!1ng thu ;:::o!Jt·Oi(ll'ldlJ.I C'ocd~luc~se b .\'tfn'g- JJ)il:t:, 01 O:"lt ,ind b.)•lt:'-d(X)('I p!1')~..::ts. fa,r J Clin ~u11. ;-::;.13 6f ,.ri J 1 O· 7. 

2~~ .(.,\ICf'lg IAG 'vVde·l€t lM, 8rvnn1€f '( -OSh S~ ... 1, tnc1e:IBt1g 11iev1S0')5it'y of o-:it b-.'.!L.J·Jl-.J::."lf'l be'..iea,;;;esoy1edt..:OnQ Wluticr1volurnedoesrv::it1eat:eegt:1CilE!ffi1CrteSOOf15eS. 81 J N0:1 . :-01J. I 10•8! 1.l65· -1. 

'J.1 -...>;1hes $A .Stie-.•JtV ::iR Gbson GP. M~Cleary ~v. R3~1al RA. 111 vliro ier-rr~'<HJl!On 01 ~1 ilnd oa•f.ev C13fived l>et.-l-gluc.:in~ (Y>/ t'uman l&'>\.".OI t~~• ...,.::ibi\).13 ~I-MS !\-1iorot>ol Eoo. '..'CY.18.f>':(1l 48:2·~ ~ 

~5 K;_:iu· A FIMe Qj r.ti.ltT!p.1cpiX)!'!1 .-:>. P.::~!e<'!XJfl .;/\ ... ;;rr\1ke1 SR. In \:-tin l"'<:tch ' p,(',.'1f lf.fmen~.-1:•011cl'·11~ .. t>:'!!1:i.:.'n o • ::;_;~~ :in.1 :jt,on~rh::1n f:ll\• 1-::.1C 01:i.itJCfl()(1 u:..i·~tl ·~:,b-\~• it~r>n=-nt~t)I":' d!el.lll'\ TtJE;!3. J ~:)OJ S:-1 
2011;76(5) Hi,j;·..l2. 

;](\Stiff' Rt_, ~rg >..'Y. D::w1g .JL Hu xz. [nec;s 01 •Xlt belil·glucan and burlevbet::h)1ucan Qn ~,c,c:11d"-.:lrncter-.stics. iote$linal m1:ro1!or.~ ano 1ntcst±na1 bth~t&"13l f'rli:t~Y..4le$1n rots. J AQ11i:;.rOOC1 Cnam. 2012 60(.45) 1130Ht 

::: :- 9ed< f J 1 ~IOOCll LC 6~1C~h.Jfn rv .. :. r~sr SM Hu..1rx1 XF. lr'Cre.:ises 1(} oep1,::;e 'y . v li:?\e*s roll~'.·.·.~· '19 Xtl t-el~i-rJuc.:'J.n :r"Qe&I~' Jl'e dose-'J€L"i()f'l::k'rll r) ~'.V'()!V'l~ !'K)~A!,.~. Nut1 ~~s. ::'(',(!t~.~: 01 ('~)$!">, 

28 Beek EJ T:,,sh SM. B<lilert'l31n tv\J. T:teSEll lC Hw"'Q XF. OJt ce\.1·9IL1C;'11' 11-.cre:l~.s nostp iJf'li:.il ,_j1olf'::-.. ·stck1f'\ir' lc:?vel~. t.ieCt·:»<i~s ul~br'. res:.:x:inse :1"d e>.\~ndt sub1ec.1r.·~ t."n:e-1v r. O\.'t:Y'o'$~h· '.A.:t11,;0~. t>/(ll ~uir r aoo 
q t"S. 2009 531 lOi 13.13-51 

Jq He·1nn~Vll..1•;114 N Rcnn.J:ie: -~111.1 \ • 7'.len{jt1d-l /01 :vx;. f f"J"1,1-::~ \J C<lrx-i-Pcnce C , e-3'· C''l():"l;:,:ill): t· e.: .JI Cai -.:19n· -~i l>:l!l-Qli1':..-J•'I s\.lnif •CO' itl\ n' P'O\ l·~. df.:.'lt. r:1 ~11rn·, ~·~ri•"f' . DLC ~)·•o 111''"' i()l :-J1::ilt:S.""'ci r 
ov-~·~J!)\ :noMd.J:»s \•.4!!~ '"'<ild 1'1)-'f...flC!')CbS!&cie~a. ·~tn J Tilt.JI, 2:>07 t .J12/ 20.3· l ~. 

·4'"• Clthm<10 P.A- Mo;tlada&an MH Jonf"S P J. Cholrs1ei·o1-1mvenng etlects 01 ::i-ut t~u-qluc. ir:. Nu tr ~'?.'"· 20 I ; 6t\'6i·200·309. 

J 1 ',_\fQttj H.:;::,ihf> 0n;nrn:.a~1on. 7he top iO c..:UJ$e;of de:rth 11a:t T.~l! ·nie 1'.Jk'°;'ld:ng c~u;;r....::,.oi je.1th 11 tne woli:::L :.YJGO J ''j ?O 1:-. \A'Jl :;11 ..i 

a2 V\>1)1!eheJt:I .l., f'l..1et~1·J:Ktly:.";S 10 (l\)Jti!ity the cff~$ Of OJ~ b·?:l3·Qluc.::n Ot I j .. cit=~t&ct. ·\.1PS f~l?~:i·c.h ~J'l l Dep:r\l'nent o : M.'.'l1:1effl'.)lt~S ;)''10 S 1.'.lllS1JCS L .. i.OC..1&ter: .hi r\i('f$:1}' I. K. lincJut:d:st100 Reo:;rteo t)y FFS;-. ,}OU!'':~ 
~010.811~1 . 385. 

"() f3.1t:i1Jf'<7: P . Oms:1~11 K. tvltr.&r:i i<. 3ctr.\·zir= Jfo./ i\(;t--0~cn i\.. ~;cn,.1c :e1 Pe; a l ~J\>c·,~111;"~''"': p' ,rt1!"Jf"l Of telO·~!u.;nn •n OO'.ll.)!J<"()1;:Agluo.':i:-.iert"k~t:ih~~ rr. :n l1e:1N··- 1ne11. ru, : ~ hll t\:tM. ;:':"Xj' .~::W)1 ,F,.·J3 

.;.1 VVcod PJ. 6eet'" MU_ Butler G. fvalue11Cfl of :de :;i concer1t::H,on ::ind n-dt,')O.jw ·~'lf€tgh1 o~ oat beta-glwcar1 !r. c~tefll"f\r'IQ gf!oct 01 "1~,oo"Jtvon ~.:i.:;nlJ gluc:!~e a()d 1n:;1.;iin fdlo ·m.;J ~ :i1.al.glucoscbJ~t E-\( J NV:1 
2000.at.n) 19.23 . 

. ~!;. ~.vurs.:n t:. Dt-.$~11\ er F .... Tne ~cle ot ·m:.\"~,_">t:s :;~1cie ihf~·n :he •ne:a-C'Ok xrilTI ol d:d001•$ A =t."-•e•,, '\"lh soco~ (U'Y'(lhJs·~ on CC!t".:4S 1\j' •t' oet.J·';Jkir-v., t".ii:i~"?t~. l .. :irr 1:~•7.~.\11 l q l 1 ; .:..Bo. 

36 El K'h:XJry D. Cud:l C Luhcvyy BL. .Anuer-:;or: GH. 8etJ :Jluc.:in 1-ie.'l1111be'lf:f!ls1n Obesiti :ind , ... elacctlc-:..)-'"!::lrDrne. J N.;t1 i\1et:tl). ::D1::.20i:?.fb! :£.::. 
3:- .\rr\m P Denersscn D. zj),)');_j JX lijenJg P. ~"'\.Y,;; G. St:11<J' and (j1~t:11y 11b€>f ~t¥l'!OOnents ~ve e»oe:e;j, 1:''!j Df'Q'.'lti-.xi ~0 .. :11;::t'.I: ~>.t6f11", t' 1l~xtcrn.,r ~ul "(!'Cr:. C('''&11n1n~ m1>:€'ti i-€1':. \' 11h .... ~,o.~t 1"\I' o.:i:·t:1al" b• !>.:,(~ 

~11.M. •9fl5·1::fy£1.2 . .w·.-
·~t; f:3~1\fl K!'i~.csei+ KE. Jen~.,_ BB 1\:-i:iff:;en J(l H;Y \sen I. Gas1rotnte-..;.1'rK~I 1rrck:::-1t1G"'lc.; 11 ~s Oi \ ',hcol ,11,~1 o~·J: 'rJcr-ons. 2. !\.i!(r'Cb~I xi 'lllV 1tl tiic g,l:;l1 0.1""t1~:1n, :I ti ·y,_;t. B1 J Nt:ir. 1991:6-312· 2~)3·.C.~ • 

. ~') TCpp1n; LX Clifton PM. Sh0t1·cr1<.:1n l:.l!ly x:d~.:..'1c hum;.ri colo1 .. 1c fur.c:.nort ~:ie.s cl 1f'J$tD:...t !:l:ltCl"I ard nonstarch 1.1ci>y.;occh.Jtl!"!e:;.. r>y,1:;:idgcv. ~XJ1 31•3J 10.31¥6-t 

..:o -:.-.bl. Id~ ~JR. 'vl1Yt-On:lt'T1 P8. l<Jt1'€'~::: ~t:..iCh?S•Y., .. ct.in~;ey:e int ... -t.3b<.i ~n ;:;f SnO'"t c!1{'1;1· t.m\ ::i._xj.3 Y'I~ glut;~e n dcei~t~.-ea)lrti:.. GUI. 1 ~5 ... F·'.5i 68.J-~J 

.! 1 Wcrg,JV: rk.: t>o..a::? q " emi'ltl ('-·V Err..)r""IA .Je11l->.1n:;{)J CclJnic h~iltl~ i=--~1 "it1''1:1:·:in (lit:;! S:\Q! l o~.11!1 ton.._ .:;oc.s. ,J Ck G~1sl1 08P~t.:1ct "()(.() :orJ; ?33·.t.3. 
i~' HoSset'I" E Grc<0!at-l'! C. "let'Straeie \N VJn oe Wiele T. Ft:;oionat~ as t:'l he:llt"'l·t:mmot•nq rriic• :>01al 1"':"lc-t:1b~)hle in 1h."' nurnnn out Nuir K:!\'. ::XJ \ 1 6915: 1 J5 ·3ti, 

~:~ 81JfY'«1P~;s ,..1-.1 The largt_; ~'tesili"le 11' rltJtrtion .J.'YJ dis~a".ie [1ii1'Cl"l~ CT'l:i.r ""X">l'!~ra; .,., ! ~~l~ -8ri; .... :~r..~ntlt1tul On1"l~n~1 • • '5.'.: 
: .. 1 .. S Ce;J.1rttnent o; Ag~1r..: Jltu1e.. Ag~ic1 !ltuiJI Pese~ich $"f\·icr.. 1./1, ".;it l/'/c F.:i~ .r. !VnCr'ca Nu1nent 1n 1,j..2~ !lo .. , Foed b-1 C-,e.-Xlei- ,no A.g·tt N3~1CY-.Ji Hcolti1 :ir+ll N1 M~~n E.·om"11.on &.rvey iNHl\~ES; .?<XF-20C.t..>J. 20 i 0-. 

.!.') ~10?rSCf; ,f+N. 8.Jr"d P D:r..mH,..1 Jr •. Fel'let1 S. KnL.>dls011 \ •i Ko1:rymA el ;J. ~+te..1tth benelttscf dietJ.rl 111>:-:1. f\~str Rev ~·:A;g t;-,4j i 88~,'05. 

t•1 Sla-:n ..:L n~s1t•nn ol tt~A·''\::f1c..1·1 Detet1c i\~soc1:lt;Ct' Hn-'.lllr't •1 ··tJl1c::it1~ts 31 t11d.:uv f t)t:• . ,,i /: • .ti: Did ~:;soc. :'.008 10011(), 1 "'16-31 
: i K~:zrr:Jr(',.:>.~ MM ~~inr1 ivu. r1 ~J·)d GC. il'lr. llf-.;'"',ltn 11eqei1•_5 :)i Cfa;i.'i!'1' N::o 01;,,)'0l 'C i.llt: l.~.vB! ;,.:1'.;!>.'!(..l:J QI '\'t"M? d~tes '1''t'lkh.JS c.11d1~vJ;!"t)..A.1· o.~.t:;ve .111<! r:;lon r .. itK.e!. ~ ... ~f'CiOOh~,rn .~n12.ti:~81 ; o:;fH;t~ 

Thrs 1eaf1et is PfOV1ded fof general cncL1latio1 to the nUtntJOC'\ soence and health p,otessi--Ofml community and Pf Ofessio1'lal part1c.pains 11'1 the food inclust1y, 1f1clud1ng f)l"O$pe<::t.1via c11Sl()Qners for T a10 & Lyle F-'000 '" W001()1ts. tt is 
not de!llgned fo1 consume< use. Tate & Lyl~ accepts no legal f1abihty io1 !he accuracy 0< completeness ol its c0<1tents and custcme1s shwld not 1ely on uie contents. O istom&s snoulcl t>Ote that whie ths leaflet contoins oui 
gcxxHaith assessment of the 1Tu111ws discus.""1. bosed on nformation avaiableas at the p0blcation date. legal. regvlatoiy and labelling policies anrt mq\li111menls<J<esutlject to change and ~JJ'isdicllonalvariation. Cust"'"""' 
sh:iuld take t.~r 0•1.m advice with regaJd t-0 the leg.al and regulatory .:ispects of our food 1ngred:ei-its and ther ~1cat100 to detem1111e SU1tnbl1ty for the;1 oorticUar wposes.. product d a11ns. label~ng stramg1cs or spoo:fic.ati<Yls. 

Tate & Lyle · 5450 Pr~111e Stone Patkwa.y. Hoffn1an Estates IL 00192 · i.800.526.57~'$ 

C. 20 14 Tate & I yle • \-.'l.VWJ ate:tndllyle.com • ww\'>•.foodnu1rit1onlu'lowledge.mfo 



CBI Deleted Copy 

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

APPENDIX 

Appendix 9A: 

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

http://www.ams.usda.gov/AMSv1 .O/getfile?dDocName=STELPRDC5067939&acct=nopgeninfo 



CTC NUTRITION 

BUILDING NUTRITION SOLUTIONS FOR LIFE, 

Petition for Inclusion on 
the National List of 
Allowed Substances 

OatVantageTM 
Oat Bran Concentrate 

CBI Deleted Copy 



IUllDING NUTRITION SOLUTIONS fOR LlfE. 
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1400 Independence Ave .. SW. 
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Dear Program Manager: 

Plc:a..-.c find enclo!-Cd dupl icate copie~ of GTC Nut nil on·:. petit ion to ha\'e Oat Vantage 1 M. 

oat bran concentrate included o n the National List of Allowed Sul>:.tances in Organic 
Production. If you have any 4ue~1ion~ ur need additional information plea-;c contact me 
directly. 

Luke R. Kazmierski 
Quality Assurance and Regulatory Affair~ Speciali\t 
GTC' Nu1ri1ion 
Phone: 303-216-2489 
E-mai I: lkazmier~ki <!!~gtcn utrition .com 
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Item A: 
Category: §205.606 Agricultural (nonorganic) nonsynthetic substances allowed in or on 
processed products labelled as "organic" or "made with organic (specified ingredients)." 

Item B: 
I. Common name of substance: 
OatVantage™ (Oat Bran Concentrate). oat bran derived from oats, An-na satirn 

2. Manufacturer's information : 
GTC Nutrition 
5840 Expressway 
Missoula, MT 59808 

3. Intended or current use: 
Ingredient in food products 

4. Handling activity: 
Oat Vantage is normally added to other dry ingredients or liquids. 

5. Source and manufacturing proc:edures: 
The raw material is a naturally occurring oat bran derived from whole oats. The oat 
bran is milled to a concentrated f<mn using a patented aqueous process. Please sec 
attached flow chart (see Appendix 2). 

6. Summary of previous regulatory reviews: 
Oat bran has been approved by several regulatory bodies regarding health c laims (see 
Appendix 4). 

7. Information regarding regulatory registrations: 
Oat bran is a well known food ingredient and General ly Recognized as Safe per 21 
CFR J 70.30(d) (sec Appendix 5) 

8. CAS number: 
None 

9. Chemical properties and mode of action 
A) The substance, oat bran. is derived from whole oats and docs not 

chemically react with other substances (see MSDS. Appendix 3). 
B) There is no toxicity vr environmental pcrsistence as this is a naturally 

occurring oat bran source produced from whole oats. 
C) This type of product has no signi ficant effect on the human environment 

due to it being a naturally occurring oat bran source. 
D) Effects on human health are attached (sec Appendix 6). Generally the 

product is used for the improvement of human heart health. 
E) Oat bran has no effect on soil organisms, crops or livestock. 



10. Safety information: 
MSDS attached (see Appendix 3) 
GRAS Statement (see Appendix 5) 

11. Research reviews provided: 
The research reviews provided pertain to health benefits (see Appendix 6). 

12. Petition justification statemcnl: 
The product falls under the category §205.606 Agricultural (nonorganic) nonsynthetic 
substances allowed in or on processed products labelled as "'organic·· or "made wilh 
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 OatYantage should be included on the 
National List, as it provides a valuable source or beta-glucan. OatYantagc is easily 
incorporJtcd into a wide range of foods, snacks, beverages and dietetic foods and 
leads to interesting documented health benefits at low inclusion levels. 

13. Commercial confidential information statement: 
The process flow chart for the manufacturing of OatYantage is considered 
confidential business infonnation (CBI). This diagram is located in Appendix 2. 



NOSB COMMITTEE RECOMMENDATION 
Form NOPLIST1. Committee Transmittal to NOSB 

For NOSB Meeting: Mall 2008 I Substance: Oat Bran Concentrate 

Committee: Crops 0 Livestock D Handling X Petition is for : Inclusion of Oat Bran CQn£!n1!'.!!! Qn the Hational 
Li§! § 205.606 

A. Evaluation Criteria (Applicability noted for each category; Doc umentation attached) Criter ia Satisfied? (see B below) 

1. impact on Humans and Environment Yes X No n N/A L -
2. Essentia l & Availability Criteria Yes X No 0 NIA n 
3. Compatibility & Consistency Yes 0 No 0 N/A x 
4. Commercial Supply is Fragile or Potentially Unavailable as Organic (only for 606) Yes D No X N/A LJ 

B. Substance Fails Criteria Category: 4 Comments: T he (letit ion did not (lrovide i n formation dem onstrat ing that 

th is mater ial cannot be o btained organicall:t in t he am2rogriate form , guant i ty, o r g ual i ty. 

C. Proposed Annotation (if any ): 

Basis for annotation: To meet criteria above: --- Other regulatory criteria: ___ Citation: 

0. Recommended Committee Action & Vote (State Actual Motion): For Inclusion of Oat Bran Concentrate o n the Nat ional 
List§ 205.606 

Motion by: Steve DeMuri Seconded: Joe Smillir:. Yes: _ o_ No· _6_ Absent: _o _ Abstain: JL 

Crops Agricultural x Allowed ' 

Livestock Non-Synthetic Prohibited2 

1) Substance Handling x Synthetic Rejected
3 x voted to be added 

as '"allowed" on 
Commercially Un-

National List to § 
205. _ __ with No restriction 

Available as Orqanic1 Deferred' Annotation (if any) 

2) Substance to be added as ·prohibited" on National List to § 205. _ __ with Annotation (if any) 

Describe why a prohibited substance: 

3) Substance was rejected by vote for amending National List to § 205. 606 Describe why material was rejected: Material was 
rejected because the petition did not demonstrate why organic oat bran. which is widely available. cannot be processed into the 
needed form. 

4) Substance was recommended to be deferred because 

If follow-up needed, who will 

follow up 

E. Approved by Committee Chair to transmit to NOSB: 

Julie Weisman A ern 2, 2QOB 
Committee Ch air Date 



NOSB EVALUATION CRITERIA FOR SUBSTANCES ADDED TO THE NATIONAL LIST 
c h ? s ate!!orv t. Adverse impacts on humans or t e environment. ubstance - Oat Bran Concentrate 

Question Yes No N/A1 Documentation 
(TAP; petition; reimlatorv ai?:encv; other) 

I . Are there adverse effects on x Per the attached MSDS appendix 3. 
environment from manufacture, 
use, or disposal? 
f&205 .600 b.21 
2. Is there environmental x Same as above 
contamination during manufacture, 
use, misuse, or disposal? [§6518 
m.31 
3. Is the substance harmfu l to the x Same as above 
environment? 
f&65 I 7c(I )(A)(i);65 I 7(c)(2)(A)il 
4. Does the substance contain List x None listed in the petition, ingredienc specification, or MSDS. 
l , 2, or 3 inerts? 
f&65 I 7 c (I )(B)(ii); 205.60 I (m)2l 
5. Is there potential for detrimental x This is an agricultural product, and petitioner c laims it is inert. 
chemical interaction with other 
materials used? 
f&65 18 m.ll 
6. Are there adverse biological and x Substance is an agricultural product, is GRAS, and is intended 
chemical interactions in agro- as an ingredient of food products. 
ecosvstem? f §65 18 m.5] 
7. Are there detrimental x Same as above 
physiological effects on soil 
organisms, crops, or livestock? 
f66518 m.51 
8. ls there a toxic or other adverse x None per the MSDS. 
action of the material or its 
breakdown products? 
[~6518 m.21 
9. Is there undesirable persistence x Same as above 
or concentration of the material or 
breakdown products in 
environment?f&65 J 8 m.21 
I 0. ls there any hannful effect on x Substance is an agricultural product, is GRAS, and is intended 
human health? as an ingredient of food products. 
[§6517 c (I )(A)(i) ; 6517 c(2)(A)i; 
S65 I 8 m.41 
I I. Is there an adverse effect on x Substance is an agricultural product, is GRAS, and is intended 
human health as defined by as an ingredient of food products. 
appl icable Federal regulations? 
[205.600 b.31 
12. Is the substance GRAS when x Statement attached to the petition (Appendix 5), indicates it is 
used according to FDA 's good GRAS under21CFR 170.30(d). 
manufacturing practices? (§205.600 
b.51 
13. Does the substance contain x None listed in the MSDS attached to the petition. 
residues of heavy metals or other 
contaminants in excess of FDA 
tolerances? f§205.600 b.51 

-'If the substance under review 1s tor crops or livestock production, all of the qm:suons trom 2(b.600 (b) are NIA- not apphcable. 



c atel!:ory 2 I h S b s t e u stance E . I ti 0 . p d ssentia or Jn?a mc ro ? s b uchon . u sta nce - Oat Bran c oncentrate 

Question Yes No N/A1 Documentation 
<TAP: netition; r~ulatory ae:encv; other) 

I. Is the substance formulated or x The manufacturing process flow diagram is CBI deleted from 
manufactured by a chemical the petition, but petitioner states the oat bran is milled to a 
process? f6502 (21 )l concentrated form using a patented ··aoueous" process. 
2. Is the substance formu lated or x See above 
manufactured by a process that 
chemically changes a substance 
extracted from naturally occurring 
plant, animal, or mineral, sources? 
f6502 (21)1 
3. Is the substance created by x This is an ag1i cultural product 
naturally occurring biological 
processes? f6502 (2 1 )l 
4. Is there a natural source o f the x This is an agricultural product 
substance? f§205.600 b. l l 
5. Is there an organic substitute? x Material is being petitioned for inclusion on §205.606; see 
f§205.600 b. 11 category 4 below. 
6. Is the substance essential for This is an agricultural prod uct 
handling of organically produced x 
agricultural products? [§205.600 
b.61 
7. Is there a wholly natural x This is an agricultural product 
substitute product? 
[&65 17 c (I )(A)(ii)l 
8. Is the substance used in x This is an agricultural product being petitioned for inclusion 
handling, not synthetic, but not on §205.606. 
organically produced? 
f§65 17 c (J )(B)(ii i)l 
9. Is there any alternative x 
substances? £§65 18 m.61 
I 0. Is there ano ther practice that x 
would make the substance 
unnecessary? f §65 18 m.61 

1!f the suhstancc under re"1ew is tor crops or livestock producllon. all of the questions lrom 205 600 (b) are N/ i\- 1101 applicable 



Category 3. Is the substance compatible with organic production practices? Substance - Oat Bran Concentrate 

Question Yes No N/A 1 Documentation 
ff AP; oetition· re!!ulatorv a2encv; other) 

I. Is the substance compatible x 
with organic handling? [§205.600 
b.2] 
2. Is the substance consistent with x 
organic farming and handling? 
[§65 17 c (I XA)(iii); 6517 c 
(2)(A)(ii)l 
3. Is the substance compatible x 
with a system of sustainable 
agriculture? f§65 l 8 m. 71 
4 . Is the nutritional quality of the x 
food maintained with the 
substance? r§205.600 b.31 
5. Is the primary use as a x Substance is a food ingredient intended for human heart health 
preservative? f6205.600 b.41 improvement. 
6 . Is the primary use to recreate or x 
improve flavors, co lors, textures, 
or nutritive values lost in 
processing (except when required 
by law, e.g., vitamin 0 in milk)? 
r1os.600 b.41 
7. Is the substance used in x 
production. and docs it contain an 
active synthetic ingredient in the 
following categories: 
a. copper and sulfur compounds; 

- - ... -·-··· - ... ..... - - - - - - -· -· - · - . - - - . - - - - ..... - - - - - - - - ·- - - · - - - - - - .. - - - - - - · - ·· - - - - - - - - . 
b. toxins derived from bacteria; x 
--··------------ --- - - . - - - . --- ---- ---- . . . --- -- --- --- . . - - - -
c. pheromones, soaps, x 
horticultural oils, fish emulsions, 
treated seed, vitamins and 
minerals? 
d. livestock parasiticides and x 
medicines? 

------- - -----·----- - .. .. . - -- ------ - . . . -- -- - ---- . . . . - . 
e. production aids including x 
netting, tree wraps and seals, 
insect traps, sticky barriers, row 
covers. and equipment cleaners? 

. 1Ifthc suhstancc under review 1s lor crops or h'estock production. all ol 1he ques11ons from 20:> 600 (h) arc NIA- nol applicable 
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http://www.ams.usda.gov/AMSv1 .O/getfile?dDocName=STELPRDC5068157&acct=nopgeninfo 



NOSB COMMITTEE RECOMMENDATION 
Form NOPLIST1. Committee Transmittal to NOSB 

For NOSB Meeting: Mal£ 2008 I Substance: Oat Bran Concentrate 

Committee: Crops D Livestock D Handling X Petition is for: ln!;;IU§IQn of Oat Bran CQns;entrate on the National 
List § 205.606 

A . Evaluation Criteria (Applicability noted for each category; Documentation attached) Criteria Satisfied? {see B below) 

1. Impact on Humans and Environment Yes X No D NIA D 
2. Essential & Availability Criteria Yes X No 0 NIA D 
3. Compatibility & Consistency Yes D No D NIA x 
4. Commercial Supply is Fragile or Potentially Unavailable as Organic (only for 606) Yes D No X NIA D 

B. Substance Fails Criteria Category: 4 Comments: The getition did not grovide infonnation demonstrating that 

this material cannot be ob tained organically in the aggrogriate fonn, guanti!Y, or guality. 

C. Proposed Annotation (If any): 

Basis for annotation: To meet criteria above: Other regulatory criteria: Citation: 

D. Recommended Committee Action & Vote (State Actual Motion): For lnclusl2n of Oat Bran Cons;entrate on the National 
List § 205.§06 

Motion by: Steve DeMuri Seconded: Joe §.mi/Ii§. Yes: _o_ No:_£__ Absent: Q__ Abstain: _Q_ 

Crops Agricultural x Allowed' 

Livestock Non-Synthetic Prohibited2 

1) Substance Handling x Synthetic Rejected3 x voted to be added 
as "allowed" on 

Commercially Un-
National List to § 

205. with No restriction Deferred4 Annotation (if any) 
Available as Organic' 

2) Substance to be added as "prohibited" on National List to§ 205. with Annotation (if any) 

Describe why a prohibited substance: 

3) Substance was rejected by vote for amending National List to § 205. 606 Describe why material was rejected: Material was 
rejected because the petition did not demonstrate why organic oat bran, which is widely available, cannot be processed into the 
needed form. 

4) Substance was recommended to be deferred because 

If follow-up needed. who will 

follow up 

E. Approved by Committee Chair to transmit to NOSB: 

Jyli!l! W!i!l§man A12rll 2, 20Q~ 
Committee Chair Date 



NOSB EVALUATION C RITERIA FOR SUBSTANCES ADDED TO THE NATIONAL LIST 
C I Ad h b ? S b atee.ory verse impacts on umans or t c environment . u stance - Oat Bran Concentrate 

Question Yes No N/A 1 Documentation 
(TAP; petition; rerulatory agency; other) 

I. Are there adverse effects on x Per the attached MSDS appendix 3. 
environment from manufacture, 
use, or disposal? 
f§205.600 b.21 
2. Is there environmental x Same as above 
contamination during manufacture, 
use, misuse, or disposal? [§6518 
m.31 
3. Is the substance harmful to the x Same as above 
environment? 
f§65 I 7c(I )(A)(i);65 I 7(c)(2)(A)il 
4. Does the substance contain List x None listed in the petition, ingredient specification, or MSDS. 
I, 2, or 3 inerts? 
r&65 I 7 c (I )(B)(ii); 205.60 I (m )21 
5. Is there potential for detrimental x This is an agricultural product, and petitioner claims it is inert. 
chemical interaction with other 
materials used? 
f§65 I 8 m.1 1 
6. Are there adverse biological and x Substance is an agricultural product, is GRAS, and is intended 
chemical interactions in agro- as an ingredient of food products. 
ecosystem? f §6518 m.51 
7. Arc there detrimental x Same as above 
physiological effects on soil 
organisms, crops, or livestock? 
r&65 I 8 m.51 
8. Is there a toxic or other adverse x None per the MSDS. 
action of the material or its 
breakdown products? 
f§65 18 m.21 
9. Is there undesirable persistence x Same as above 
or concentration of the material or 
breakdown products in 
environment?f§65 I 8 m.21 
10. Is there any hannful effect on x Substance is an agricultural product, is GRAS, and is intended 
human health? as an ingredient of food products. 
[§6517 c (I )(A)(i) ; 6517 c(2)(A)i; 
&6518 m.41 
11 . Is there an adverse effect on x Substance is an agricultural product, is GRAS, and is intended 
human health as defi ned by as an ingredient of food products. 
applicable Federal regulations? 
f205.600 b.31 
12. Is the substance GRAS when x Statement attached to the petition (Appendix 5), indicates it is 
used according to FDA 's good GRAS under2 1 CFR 170.30(d). 
manufacturing practices? f §205.600 
b.51 
13. Does the substance contain x None listed in the MSDS attached to the petition. 
residues of heavy metals or other 
contaminants in excess of FDA 
tolerances? [§205.600 b.51 

I lf1he substance under review 1s for crops or hves1ock producuon. all of the quesuons from 205.600 (b} are NIA-not applicable . 

._ ' .. 



c atego ry 2 I th S b t s e u s ance E . I ti 0 ssent1a or . p d rgan1c ro ? s b uct1on . u stance - Oat Bran Concentrate 

Question Yes No N/A1 Documentation 
(TAP: petition: ree:ulatorv ae:encv· other) 

I. Is the substance fom1Ulated or x The manufacturing process flow diagram is CBI deleted from 
manufactured by a chemical the petition, but petitioner states the oat bran is milled to a 
process? r6502 (21 )1 concentrated form using a patented ·•aqueous" process. 
2. Is the substance formulated or x See above 
manufactured by a process that 
chemically changes a substance 
extracted from naturally occurring 
plant, animal, or mineral, sources? 
r6so2<21)1 
3. Is the substance created by x This is an agricultural product 
naturally occurring biological 
processes? f6502 (21 )1 
4. Is there a natural source of the x This is an agricultural product 
substance? f§205.600b.I 1 
5. Is there an organic substitute? x Material is being petitioned for inclusion on §205.606; see 
f§205.600 b.1 1 category 4 below. 
6. Is the substance essential for This is an agricultural product 
handling of organically produced x 
agricultural products? [§205.600 
b.61 
7. Is there a wholly natural x This is an agricultural product 
substitute product? 
r§65 I 7 c ( 1 )(A)(ii)l 
8. Is the substance used in x This is an agricultural product being petitioned for inclusion 
handling, not synthetic, but not on §205.606. 
organically produced? 
f§65 I 7 c ( l)(B)(iii)l 
9. Is there any alternative x 
substances? f§65 I 8 m.61 
I 0. Is there another practice that x 
would make the substance 
unnecessary? f§65 l 8 m.61 . 11f the substance under review 1s for crops or livestock producuon, all o f the questions from 205.600 (b) are NIA- not applicable . 



Category 3. Is the substa nce compatible with organic production practices? Substance - Oat Bran Concentrate 

Question Yes No N/A1 Documentation 
(TAP: oetition: rel!ulatorv al!encv; other) 

I. Is the substance compatible x 
with organic handling? (§205.600 
b.21 
2. Is the substance consistent with x 
organic farming and handling? 
(§6517 c (I )(A)(iii); 65 17 c 
(2)(A)(i i)l 
3. Is the substance compatible x 
with a system of sustainable 
agriculture? r§65 l 8 m.71 
4. ls the nutritional quality of the x 
food maintained with the 
substance? f§205.600 b.31 
5. Is the primary use as a x Substance is a food ingredient intended for human heart health 
preservative? r&205.600 b.41 imorovement. 
6. Is the primary use to recreate or x 
improve flavors, colors, textures, 
or nutritive values lost in 
processing (except when required 
by Jaw, e.g., vitam in Din milk)? 
f205.600 b.41 
7. Is the substance us.ed in x 
production, and does it contain an 
active synthetic ingredient in the 
following categories: 
a. copper and sulfur compounds; 

-··-· ·-·. -··-.. -··-··-··-. ·-··-·· - ·· -··-··-·· -·· - ·· -··-·· ··- ··-··-·· ··-··-··-·· ··-··-··-··-·· .. -··-.. _ .. -··-.. -··-··-··-··-·· -·. -··-·· -. '-··-··-·· -··-··-.. -'' -.. -.. -··-··-··-... -·· -·· -··-··-.. -'. 
b. toxins derived from bacteria; x 

.-.·..-••- ••-u-••- ••-••- ••-··-··- ··-··-··-··-··-··- ··- ··-·• --·-· ··-··-··-··-·· ••-••-··-··- ··-··-··-··-··-··- •··-•-n- -•- ·••- ·•-·• - ••- ... - •• - ··-··-··-··-··-··- ··--•- ·· -··-· ·-··-··-·· 
c. pheromones, soaps, x 
horticultural oils, fish emulsions, 
treated seed, vitamins ·and 
minerals? 

-··-· · - · ·-·--·---··-··-·--··-·· -··- --~-··---··---·· ·· - · - - ·- ·- · - . ·· -··-·· - ·- ·· ··- ·- --··-·· - · - - ·-·-·-··-··- ·-··----- ··-·- ··-·- -·-·· -··-- -··- ·-··-··- ··-··--·- ··-·· 
d. livestock parasiticides and x 
medicines? 

-.. -·· -·· -··-··-··-··-··- ·· -··-··-··-·. -··-··-··-··-··- .. ··-··-.. -·. ..-... -.. -.. ··-··-··-··-·· ··-··-··-··- ··- ··- ··-··-.. -.. -.. -.. -.. -.. -· ·-·· ..... _ ··- .. _ ··-.. -'. - .. -.. - ·. -·. -' . - ·· -··-.. - .. - ··-··-·· 
e. production aids including x 
netting, tree wraps and seals, 
insect traps, sticky barriers, row 
covers, and equ ipment cleaners? 

I - > If the substance under review 1s for crops or livestock production. <111 of the questions from 205.600 (b) arc NIA not applicable. 

• < • • ·~ • · ' 



Category 4. Is the commercial supply of an agricultural substance as organic, fragile or potentially 
unavailable? [§6610, 6518, 6519. 205.2. 205.105 (d), 205.600 (c) 205.2, 205.105 (d), 205.600 (c)) - Oat Bran Concentrate 

Question 

1. Is the comQarative descriQtion 
Qrovided as to why the non-organic 
form of the material /substance is 
necessary for use in organ ic hand ling? 
2. Does the current and historical 
industry information, research, or 
evidence provided explain how or why 
the material /substance cannot be 
obtained organically in the appropriate 
form to fulfill an essential function in 
a system of organic handling? 
3. Does the current and historical 
industry information, research, or 
evidence provided explain how or why 
the material /substance cannot be 
obtained organically in the appropriate 
fil!.!!l!l'. to fulfill an essential function 
in a system of organic handling? 
4. Does the current and historical 
industry information, research, or 
evidence provided explain how or why 
the material /substance cannot be 
obtained organically in the appropriate 
quantity to fulfill an essential 
function in a system of organic 
handling? 
5. Does the industry infonnation 
provided on material I substance non-
availability as organic, include (but 
not limited to) the fo llowing: 
a. Regions of production (including 
factors such as climate and number of 

-~·~giO!!~)i_ .. _ .. _, ______ -··-.. - ._ .. _,, __ - - - -.. 
b. Number of suppliers and amount 

. ..P.!9E.1:!~~d_; .. ____ .. ___ ,,_ .. _ .. ___ ,,_··-·-.. -··-··-··-·· 
c. Current and historical supplies 
related to weather events such as 
hurricanes, floods, and droughts that 
may temporarily halt production or 

--~~.s!rQY_ .C!_OP.~.~r.§.\.1.PP.l~e.~;, _ ,,_ ·-·-.. -··-"-" 
d. Trade-related issues such as 
evidence of hoarding, war, trade 
barriers, or civil unrest that may 

-~~~...P.Q!'.?!ilx_ re~~i~t supQlie~i.~!.._ .. _, __ 
e. Are there other issues which may 
present a challenge to a consistent 
supply? 

Yes No N/A 

x 

x 

x 

x 

x 

··- ··- ··-· .__ ·-·- ·- ··- ··-··- . x 

·-··-··-· --··-·-·- ·--·-··-··-·· x 

··-··-«- • .. -··-·· ·-··-··-··-·· x 

-··----· - ·- - ··- ---·---x 

Comments on Information Provided (su1licient, 
plausible, reasonable, thoroue.h, complete, unknown) 

Petition did not provide sufficient comQarative information 
explaining why the non-organic fonn of the material is 
necessary for use in organic handling 

No information was provided in the petition demonstrating 
the unavailability of raw organic oat bran for further 
processing, nor of the absence of processors to manufacture 
the oat bran concentrate. An internet search by the evaluator, 
and phone calls to several suppliers by the evaluator, 
indicated that organic oat bran is commercially available. 

No information provided. 

No information provided. 

No information provided. 

··-·· -··-·· -··-··-··-·~-··-··-··-· · - ··- ··-··-··-··-··- · ·-·· -··-··-··-··-.. --.-··-·-.-··-··-··-··-·· 
No information provided . 

--·---·---·- ··-··-··-··-··-·-·-·-··-··-··-··-··-·-·-··-··-··-··-·-··-··-··-··-·· 
No infonnation provided. 

.. -·· - ··- ·· - ............... - ··-··- ··-··- .. -··- ........ ,_ .. _,._,,_ . -· - .. .. .. ·- .. .. .... .... _. - ··-
No information provided. 

--------··-- ·-- -·-------··- ---
No information provided. 

tJ 1 •l I) ,, ~ .. · l h 

• 1; \. 11\ , .'i ;1 :; 




