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RE: Healt$ C@nPetition,, Nuts and Coronary Heart Disease (Docket No. OZP-0505) 

Dear Mr. Soetaert: 

This letter responds to the health claim petition you submitted on August 2&2002, on 
behalf of the &??!%&?!a! ,~r!?$!?t Coud Nutr@~, ]Rp-Wh .qd Z$c&&w, _ .‘ ‘.. , ” . Foundation. This petition revests eat the F‘&xad D*g~&;Giitm66G‘mA) 

authorize a health claim about the rePationship between the consiUnption ‘of’niits and the .., *“. “,-n ,. “rip. .dS ,o.r** XT^_uiBji:ri~~,~,.,,,r.-‘U “rx ,/ SF-* 
reduction of risk of coron.ary heart disease ,(cHD) on the label or in the labeling of whole 
or chopped nuts and certain, nut-cc&n&g products. ‘Yoiu’~~tition~~~eiitifi~~~~a and 
nine tree nuts (i.e., almonds, Brazil nuts, cashew nuts,,ha_zemuts, macadan$a nuts, 
pecans, pine nuts, pistachio nuts, and walnuts) as appropriate for your requested health .*“I*‘“. __ .1 .~ ._. . . ._ 
claim. Specifically, you re@est that FDA authorize the following’two model health 
claims for these nuts and certain nut-containing products: 

1) “Diets containing one ounce of nuts per day can reduce your risk of heart _*t .” ,, ,, I^ ,I, disease.” 

2) “Eating a diet that includes one ounce of nuts daily can reduce your risk of 
heart disease.” 

PDA filed the petition for comprehensive review~~I1De~~~~erj, 2002, in accordance 
with section 403(r)(4)(A)(i) of the Federal Food, Drug, and Cosmetic Act (the Act). The 
initial deadline for-FDA’s response was March 6,2003; After mutual agree&& the 
deadline for the agency$response has been extended.45 days to April 2&2@03. 

Before making our decision on the petition, we are providing this letter that outlines our 
tentative conclusionswe inirite you to schedule a meeting with our scientific staff to ,*w.-_ .,DWI/ i 
discuss them. Specifically, this @ ter,briefly addresses the following with regard to a 
health claim-about-,CJjD on the label or-h the labeling oftihole or cho@ed nuts and on .<..,li _I ,,. “” ,” \* e* ./ _..* ,d.L,, i ___ 
nut-containing products: 
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l Cur tentative conclusions about how the regulatory definition in 21 C.F.R. ., .(\ (., ,S1.~., i+,y,,“l,“t 
8 101.14 for a substance might apply to a health claim about nut 
consumption and reduced risk of CHD; 

l Cur tentative conclusions about whether PDA shot@ 1) authorize a I(“r% 
health claim based on significant scientific agreement, or 2) exercise 
enforcement discretion for a +alified health claim about there&ionship 
between con&mption of nuts and reduced. risk of ‘(Z&D; and 

l Our tentative conclusions about,ttte. applicability of other reqtiirements 
pertainmg tohealth &iriis‘ and about possiblewording ‘foi a$ialZed * 
health cl&for: 1) whole or chopped nuts, and 2) nut-containing ’ 
products. 

‘, 

. 

in 2 1 C.F.JZ, $ lOl.l4(a)( 1), a health claim is defined as.“‘any claim . . . that expressly or . 
by implication - . ._ ch~cterizes the relafionship of any substance to a disease or health- y _,.. _ Iw,.l_,_.A.,I 
related condition.” & $ 101.14(a)(2), ,_ ,. .- a substance is defmGd a$ % specific food or ‘\( . 
component of food, regardless of whether the food. is in conventional food form or a ’ i . ,” _*,. ,,..n_“..,“,j . . . I .,,~~,,i ,..-.v /*I “1”h IXtii..,“_tX^*l(l _: _“, i ‘). 

’ chetary supplement. that includes v&rums, minerals, herbs, or other similar nutr$ion& . ” \ 
substances.‘: In your petition, you contend that nuts are_a ,“substrqnce’: ,%thin the meaning _^-,ill:i~_>l_-*ni”. *~ >; 
of $ 101.14(a)(2). Specifically, your petition states. that “[a]llnuts that are the objects of 
the proposed health claim (almonds, Brazil nuts, cashew nuts, hazelnuts, macadamia nuts, 
peanuts, pecans, pine nuts, pistachio nuts and walnuts) are 6onventional foods, re@ated 
by FDA, and clearly ‘meet the regulatory definition of a ‘substance.“’ (See Petitionct 7). / 
FDA considers. nuts~ to be a category of food that varies ,cons~derab~y in~nutrient 
composition rather than a specific food or a component of food. Thus, FDA does not 
believe that nuts ,clearly meet FDA’s defin{ti3n, of “substance” under $ 10 1.14(a)(2). v I * re $,,S” +,p#&.-i ,w, )e*-**“, ,.I ). 
However, this issue is not detenative of whether nuts may be the subject of a healtb ,/.” * es.” 8,” ._, ‘.T ..\,,“, \\“,^,_,qj:&.” .I*., . aj., ,, 
claim. 

A food category, ‘such as nuts, may be the subject of a health claim provided that the 
claim-is, at least by in@lication, a claim about the r+ionship of one or more substanges” 
common to ths! food Category and-a’ disease or ‘health%$&d condition.* A category of 
food may be eligible for a health claim when one or niore,substairces can serve as a 
‘marker” for i.dent,i@ing the food categories which correlate to the claimed, hea@ benefit. ., ,‘. .; I, 
For example, FDA has authorized a health $ai,m. for Fategories of foods (i.e., fruits, 
vegetables, and grain products) that contain fiber, particularly soluble fiber, and reduced 
risk of CJ$& (See 21 C.F.R. 0 101.77). However, because the agency could not identify 
a specific “substance”,in th$ example, FDA used fiber as a “marker” to identify types of 
foods wti,cb correlate to reduced blood LDL-chole+Froj kve!s, and consequently, 

(June 13,199O)). 
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reduced.,r$k offC$I$ .(See also 21. C3.R. $0 101.76 (fibew?m!ai@g grains, fi-its and 

0 
vegetables and cancer); 101.78 (fruits and vegetables containing vitamins A, C, or fiber, 
and cancer)). 

.FDA has consistently recogn@d and follo,yed &ii,!approach, which has been. artic&.-.d .,,“l ,___ x, .4: 
as follows: I . 

While a single food can be the subject of a health claim, 
existing experience is that the ‘subject is more hkely to be a 
group offoods, such as fiuits, vegetables, and grains, which “‘*.‘“P ,,,, “./A,^. .,.. have been”associated wrth-a.rq@ced risk of heart disease ., . . ,_ ,)_I I, . ). .-il.‘Xll_im.i L aa.\ .,wi,.i ~~~,~~~.~~~~~~~:.~.~~~c; <$ “_, :, ,, ,-.-, , 
and of cancer,, ‘lJ& identification, and consequently 

,_ I 
_^ ._/_“, measurement, of a~p-~~;~~y~; in tum, mci‘zt lik61y to 

occur because it is not possible to identify and* therefore, 
measure a particular component of these foods thattis 
responsible for the benefit. . . ..I< 

Your petition-echoes the,agency’s thinking by stating that “[@e&act mechanism by 
which nuts reduce the risk of CHD cannot, be defirutrvely attrrbuted to a single ,.. ,_,- (_ ,_ *a. ~g$&~pa?@xAw “!,$w*& -* ” -., ,.;, ” 1~, . / component.;~~~~~~~~,~~~~~~~.~“,~~~~~~~~~~~pe~~on provides- some evidence. b~.~- on 

studies con@cted with a variety of nuts that one or more$ubstances in. these nuts may be <..a_ 1XI )I_ b_ ._ . ,,, ,_ effective in Iowering LDL~choIesterol‘ ‘levefs, ,FDA beIieves~~~~~~~“~~~~~~~~~~~~~ 
* _-. I “.,A, 1-_ i~~%;““i:al*Il ~at’-,‘~~~“,~~~~~.~~~~~~~~li*ui. _ 

nuts could be the subject of a health claim about-reduced risk of CHD because m.ost~nu#s j _, ,_,i ,li a,* .* ,,.w*_\(_ *~.li.~;a:.i,^-. ,~ .,a x u. ., 
have a good ratio of unsatu@ed”fat. to saeted fat and contain other substances t&t,may reduce *e risk,of,“~~,” such.as dietaiy fiber ~~.-~~~~~~~~~~~~~~~~~~~~~~~~“cir;l **;, ,(_. I__, 

achieve an LDL-cholesterol lotiering effect-by &re~sing the over& “c&a@ ‘mGo% 

_ 

unsaturated to saturated fatty acids’when used to, replace other foods w&lower.ra$,os-is 
not, in and of %&~~~‘a’su’ff&nt basis for,a health claim ^ lf simply replacing a food .j.. I< ;- “ii FP,, . . . . “i,,*pi-* .,“” . . . . ,,>_ _d” .._.. / component known to .&crease r$of~~X$D (such as saturated fat) were enough$%i * ’ n I r “*‘” “.*dr*.**e: 
substances with no bioact@e component could $talify for’s he&h ch$m., ,.guch,,s 
approach would render health ch$ms memmgless because the, claim would not be based .- I,<. *ai>xd n ._i_. ,Qlli. ,aF-4, *&^” :“&-..a‘ ) ,. 
on any intrinsic value. of the food substance for which: the claim was made, but rather on IId”, i _ i _li %.” **.JI,, r”-- .*A. *<ew .“.a -_* !b.. ,r.+s&~~#,” ;~~~~~~~~~a:ii,~~~\:~!~e,~~ y*<< $& .iY,;& j %J* I ir .\_ 1, 
altering the dietary pattern to reduce intakepf~samr&d fat: However, becausey%r ” “-. 
petit~onprovidessomeevidencethatnutsmaybeeffec~~k'~~~~~~~~~g~~~~~~~ol~~~o~ 

<a "_."b%, _. $ _., F, ,/,1 
independent of the effect of replacing saturated fat,v#h unsaturated fat,’ FDA tentativefy . . .i .., : - “.-a- OII “,“,~~,~~~~~,“~‘” _\ ,_ ,) _,; y. 
concludes that the majority of the nuts identified in your petition could be the subject of a ‘.. 7,d .n * , 1 It,X “_,. 
health c]aim~ about.reduced risk of CHD, as discussed below. -‘, , _/(, __ 

). 

,, , , .., . ,. ._I _/_ 

‘See id. at 2563,2572-73. 



Section pO3(r)(3)@(i) of the Act (21 U.S.C. 9 343@)(3)@)(i)) and FDA’s qe!!t.. , _ 
regulations provide that FDA may issue a-regulation a@@&g a health daig only 
when thy agency “dettirinines, based or! ~$h~,~$a~ity of publicly available scientific 
eviderqk fmcluding evidence from w$,dgigned studies con@c@ &~~,a..n@nner which is -_ajj*, ?__I ;i: ‘“,,, I. 
consistent wig generally recognized scient@c procedures and principles), that there IS 
significant ,~~~~~~~~~,~,~greerne;t, am&g ejt$& wlified by Scientific tra@ng and 
experience to evaluate suck &$ms, thdt the cla& ,is, support@ by such @dm&.” (21 
U.S.C, 6 343(r)(3)(B)(i), 2 1 C.F.R. 161: 14(c)). FDA review>& f6ti ipetition base@ Qn, this *. 
standard. 

_, . . ,. 

For the fol&ing reasons, FDA tentatively concludes t@,,@ere is not sjgnificant 
s&n&!& agreeme& that cc&n’nption of nu& r,nay reduce tbe%&,,6?$$$?: ,_ _,” _ -_ ~ -i , ^_ 

l Assessment of IxitetientiOn Studies. Most of the I? ~ut~~+ipn,~al,.rgports 
submitted with the’~~~~~~~~~~~~~d~~atively high doses of nuts (e.g., greater than mo’$@$,,gs ‘&f $-a$& &ii- &f*;-&q pne of & &dies were of shoti 

_ .fn_m~ .-a- r”*-r,-r ._-. ir5r, <.*“.c&(l I;,~,&<., .;, ,(<“~ 
duration (3-9 weeks). We conside~#i~~,~q@mption of these high doses 

,__ 

might be impra&cil for meMy &Guniie TV. s*-@n, and if they could be 
sustained, they might contrib#e to other risk factors for CHD (e.g., weight -‘I’ *. 4-w **-A,>~ I.,-~*, ~~~~/ ~“‘“.~.~~~~~~~~~~~““.~“,~“,*~, eG&&&il. _ , _, I ;._ . ,_ *I; $i;;)-“‘Six of the i$&vtin~on trials did use nut dsuly consumption levels sf x L * . ““- ,.,,( ” /‘_ A.,.~, i iri. p~ss-&*#&&.d ‘,a-. i, ---- ..-. __ approximately-50 g or less (Jenkins, et al., ZO~;~a‘~~~~~~~~l~l.,‘Unpublished; 
Iwamoto et .al., 2002; Almario et pl., 2001; Zambon et al.)’ 2000; &nd O’B$ne 
et al., lBS17). Of these six tria&,‘th.ree we? Cdnsistent in not finding I, ‘S ,“,,, / -: ,,‘Y-_ I . .““.,-,.A- *‘.‘ii”l“w 
statistically sib&ant effects of nuts on reducing LDGChojesterql (Se&@@ et al., 2o02; sabatb et al., unpui;iishe;i~~~~~~o~-~~~~~ ~0~0;). with the other 

three trials witi 50 g nuts per day or less that j!id _report significant low&g 
of LDL-cholest~n$, FDA questions the reli&$ity of extrapolating these data 
to the general U.S. population. ,Qne c$$ese trials was in a po$GGi that vi ib”, b *driw?.?~*~.rri%% id*w < ,m ~~*“?~ _ 
started with low LtiL-ih6lesterol levels (Iwamoto et al., 2002); 5-a &@uate .-_ 6, a. I,+._ ,.A ,,,*,\&*“,d,. *, *,.i >m*“.“$ _ I .I ‘lJ* 
study the significant effect on L~~&!G~tZ61 Was observed only when nuts > ,~ ,” %i, -.,*<. ,~ ‘~ Iem L_ **;112** .4&b z4d**q,., ,-G- rsg*‘+* _ >‘& >‘liC ;,;~~ .” .^ . . j _ . .~ 
were added to an extremely low fat (19% ,ofenew> and low caloge (1.600 _ 
kcal/day) di~~(~~~~~*‘~ @., 2001). In the third *d.(QIByrne et a1.,1997) 
the interpretation of t&.LDEcholeit6rol lowering effect of nuts we, -,-_/_ ” -i _*_” ,. . . *1., *,e. a>“: <,a * qi,,& &p&4,‘b<*il_ 
confounded by a decrease in tot@ f&t cqnwption ‘itriili a6cOtiptiying weight “I, i ,I __,a 
loss which have been independently shown to lower LDL-chol@erol. 
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o Assessment of Significant Scientific Agree$& on’Wa@s- CHITHealth 
Claim Bv Grouns tX&%i&ed%&&. ’ 

,/” ,*_“̂ ~ I*_ ̂_ a>.**&%..* ,, ~” 
., i /P 117 .*.. &“, /: Y \,,_ C”’ li A* _ I I_ _ j, y __ 

FDA also cons&&~ the f&dmgs ofoutsrde experts that reviewed the science 
tmderlying the statement that w$m$smay reduce the risk of CHD. One, ’ 
group of experts was convened by the Life Sciences Research Office, (LSRO) 
and prepared a report for the California W&rut Commission; Three other 
experts in the field ofnutr@n ,ancl.GL-@  were.retai.ned by FDA to _ /* <.Tx*x/ .l_^l,llel, “‘.” 
independently review a petition submitted on behalf of the California Walnut -, i.” ,* 
Commission. 

Both the &.$l20 ,md, FDA groups of experts raised.concerns and @ icisms ^.,, ,.,.) “.,l.“.l,__ 
with respect to a relationship between walntrns and tiduded risk of CHD ” j. ..,*.,a _,.I .Ix__“_>^ I ~‘ j _x,j _-,, ^ “__& : 
These concerns are @so, applicable to the’omer nuts that are the subject of this 
petition. Specifically, the LSRO report cited the lack of m tervenfion studies 
using low doses of walnuts and the. need”for trials of extended duration c. /I ,, _,, _ ,.,.,- I. .,a,“.. ,b,” ” i 1, ” 
essential for critical .evaluation of the sustainability of thehe~ahh~benetioi~ ’ ” : h . . ” - 111 .‘9” , .” l.iili ~~‘~~i,i;-‘~,~,,~:“w-iij~,~,~~~*~~ ” .~~~~~.~~“~~~~ I ,, “% lib*_ h.19 0 -3 ..I/ _..% , ./ ,*a .._. “(. * * outcomes and-evidence of adverse ef&ts (e.g., body weight gam and - , . -+a. “cv,- ; ., *ax _ __.. .c -.. ‘. %a ‘” r.-i,**xx vv -yy*~ : _ _ 
gastron&stinal intolerance). The outside experts ketainkd bj$DA z$o .&ted 
the short durati0.n oft& t&$s, in addition to the high amount of walnuts _ 
consumed in order to show a positive benefit. 

-------.- .,---- - -.....-I -_ ._._.____ _._ __-.__, _, -_ 
l Authoritative Statements 

--I- -_ _,. p __, 
.” ., ,_, FDA also considered$&ther there are any’relevant authoritative statements ..,*. ., 

from  a sci-entifisiby oftbe U.S. Government Or the’Na&onal Aca$$iy of ,...” ._-.-___ .- .._. ‘-‘t ..-_ Sciences. FDA did not find my such au*Q.G~~&l~;gp&~G;& && i 
,+ ,x. .Ir;.\>, >j<,% “. 

consumption of nuts may reduce the risk ofheart disease. 

fn summary, based on consideration .of the to$a~ity of publicly available scientific 
evidence, assessment of the e@#enq,e, by qualified experts, and a review o~&horimtive 
statements from  scientific bodies of the U .S. Government and the National Academy of 1_,, .tI I il,.., -$. .j ,,,,/ ““.*,“‘” “,\. .r,/ ,, Iu, i “A @ “SL, % ,a: I’:* 2* ,I ,ui:. ‘,. A‘,& * ~..~~‘~~~~~~,,~~~;~;~~~~~~~~~~~~~~~~~~,~~?~~~~ ,’ ;, ~~~~~“~~~::~~~,~~,,~“~~~~~~~;” _, _i 
Sciences, FDA tentatrvely concludes that Jfhough there 1s some s~mntrfic;ev$&n~e to. 
support a health claim about-nut c+umption and reduced risk of CHD, the evidence is 
not conclusive. . .- _ I .“l ___. ,. _, 1/ 

For claims that do not meet the significant scientific agreement standard, FDA considers I a”~.** .-a>_ ~‘A*. r:* 
whether to exerc$e enforcement, d@$retion for qualified he&h claims about the ., ;iLzr ~~‘“,~~,..+,~~ 
relations,h& between the subs&@  a!$ the Srs~&+, ~A@$r.rev@$g the scientific 
evidence in your petition and other,relevant scientific evidence, FDA tentatively * .I- .I _/..I * (I_ +‘̂ *--lti.iii^~+y ~Wd<%wya@.#~~ ..“*,,*~*~~ 
concludes that there is a basis for a qualified health claim for nuts and rec&ed r&k of,. cHD. ~~~~~~~~~~~o~~~~~~~~~~ hased -.on~i~eratiijn of the fact eat ‘ihme is SOme 

b. a- ‘.:.‘.,v: ?#L -9 pi: ; : ,“” I,“+u+w. 3:,,c ,,., $b.,,:,*\- % ,&A, j ‘0 ~~.‘~~~‘;“~~-~.~~,,~~~~~- * 
scientific evidence to support a heahh ch&~aboutnut~ c(lnsumptron andreduced risk of 
CM), but the evidence is not conclusive.l~~..~~~~~~~~ by which nuts appear to lower 
LDL- and total-cholesterol is not ,known and is probably muiti-factorial. One f&r. is~ ._ , ,.. _” ,*- .,b ..x 1 ..“..,, i,d:,**~.:” ..,, \ “,L. & , :..,:. _,~ _,_ .ow< ,I * .,_ “,. ̂ ) -_ ,,, . I ~, _. /.‘*l,/r.,i, . *. _^ ,. 
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probably the lipid profile of nuts, as most nuts @c, high in unsatumted fatty acids and 
relatively low in saturated fatty acids. 

A qualified &+l~~c&i~, pn the label or in the labeling of whole or chopped nuts or nut- 2 ,L”/. ;::~s’--,. .-- . . ̂ ,,ir’ ,:i”.~ei I ;;,<,. “‘L I_ -, _ 
containing products would need @cqmply with the heal& &$ gen&al requ‘irements in 
5 10 1.14, except where FDA finds a justification for &f&cement -disc&ion a~ discussed -_I * _ ,.,I .X^. -^_(( fi b a /,.,, a_ .* .,“/d*,“n, “.- I 9 
below. In addition, then following disCussion @@+ ,$e agency’s tentative conclusions, 
about how a product that is essentially only nuts would be &fined compared to a product il ll/” / “, 
that co@&s nuts and significant amowts c$ @eringredients, including the separate .: 2, ., L. ..&,(..,” .->- 
criteria @at each catego~ii~~~~~~c~.~~uldneed to s~@sfy in order to be eligible for the e._1__ S”.W .‘,,. A ,.x 
qualified health claim. ‘(, 

1) “Whole or chopped nuts”. This category would include whole.or 
_I_ _ I _ -chopped nuts (regardless sf size) that ‘tie raw, bftiched, roasted, 

salted, and/or lightly coated m#or flavored, provided that my fat or ” -1 e,. ,11, _. 
----.-- .__-. ..cafbol$.rate added’ ~‘%$3%&itig or flavoring meeti the definition . d/-I ,_cs 

of an ins$#icant amount iq,\2 1 C.F.R. $ 10 i .g(f)( 1). L x/ “a1 / e 

2) “Nut-cOntaining products”. Many products in the food supply (e.g., 
breakfast cereals, main $shes, snacks, co&es, brownies, c%&$, 
and desserts) contain nuts in varying anio&t&.in ~omb~$&i@~v;;ith 
significant amounts of @her ingredients. The “nut-cont&ing / ‘D..s.,_l 
products” category would in&de ~&c~@ain~ng foods other @an 
whole or chopped nuts aS de&cd above.. 

based on t@e premise that consumers &o,@d*,hpve the flexibility to consume t& m&i.Fm . ., > _,“I ., .**:,.*,A a,* ‘iSLiZi’*: 
effective dose,by eating up to four servings of nut-co@&i)ing foods per day (28.4 g / 4 . 
servings per day = 7.1 g/serving). FDA tentatively concludes &@ th%Fe arg ,i~$5~@$, 
data to wtablish this tiount, or tiy other, as’the mini”m.w daily effective ,dose of nuts ..~I*( ,.. CI4”‘!.>,& ,*-.,“i‘:,, 
that is associ+d,@th reduceq c&k of CQD: 1 \ )I_, > That ti mi$mum daily effective dose cannot 
presently be estab&shed dqes not, hdw&ei; n&&&$?~*$~~~~% a qualified health claim 
about n@ and ~+&~ed risk of CHD. _s )._,_/ ‘ : ., .&‘ 1 
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D isqual i fyin g  n U & ien t levels  (6  1 0  1 .14(a) (4) ) . _  ,- ,-; “S S ., <  ,,,“\ ,i .,_ l _  -,. \_  
1 )  B a s e d  o n  cons ide ra tio n  o f r ecen t U S D A  fo o d  compos i tio n  d a ta  (see  s “il I ,, *l”l”.l S ..‘.i~ .< ~ , b e .,, u  z b ,., & .‘? f& i’,f,~ & .“) 

U S D A ’s N u trie n t D a ta b a s e  fo r  S ta n d a r d  R e fe r e n c e  @ B -SR) , ir ,_ . .:-,: ._  .y. : .q ,‘*~ , ,1 /x#  “ii,+ , a  s.,*,.> , -‘;“& @ p # ” , 2 . 
R e lease  15 ) , it a p p e a r s  th a t th e  m a jority o f n u ts cite d  in  th e  p e titio n  
d o  n o t e x c e e d  th e  sa tu ra te d  fa t d isqua l i fyin g  levels  in  0  1 0 1 .14(a ) (4 ) . .*1  ,, ( _ _ ? . ,. / *” *_ _  ._  <  d ” *z, ._  ,.-,~  L  / ” ., ,\;* 

. .._  ._ - _ _ _ _  ,._  H o w e v e r , w h o le  a n d  c h o p p e d  n u ts d o  ‘g o t m e e t th e  liniit fo r  to & l’ fa t )I, w ..i”~ .“.h < ~ “*.,j, i 3 , a n ;, .*;d a *> . ,“. & .. ~  
pe r  R A C C , pe r  labe l  serv ing  size, o r  pe r  5 0  g . F D A  be l ieves , 
h o w e v e r , th a t a n  app rop r i a te ly  qua l i fie d  c la im a b o u t c o n s u m p tio n  o f 
n u ts m igh t assist c o n s u m e .m  in  m a in ta in ing  h e a l thy  d ie tary  p rac tices , tj.**.a _ . b ”, _ U > ,../ 
p rov ided  th a t th e  labe l ,, bea rs  a  d isc losure  sta te m e n t a b o u t to ta l  fa t _  *a t comp l ies~w i th  8  lo i  .ij~ ~ l~ ~ ~ ~ ~ .~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ c t 

( 21  U .S .C . 0  343(r ) (3)(A)( i i ) ) . W ith  r ega rd  to - n u ts th a t e x c e e d  
sa tu ra te d  fa t d isqua l i fyin g  l e v e &  l ? D A ’te n t@ % ely conc ludes  th a t it 
w o u ld  n o t assist consumers  in  m a in ta i n m g  h e a l thy  d ie tary  p rac tices  _  ‘rr.,r.y, _ .**s.i.~ j_ ise 
to  a l l ow  a  h e a l th  c la im a b o u t C H D  o n  th e s e  n u ts. ., Ij_  ii ,-2  1  .‘.i‘x* .a ~ ~ .J,~ .::~ ~ .. ,,, ~ ~ , “‘.., _ , (, -_  _ _  

.- * ..“-“l. ,-“m  a ... --‘r*m _ “~ ~  x .a < .- - i-“-(,;r- .,.-; _ -  -% .% .-_ _ *_ _  7s  - A .._ -  .,--; ;-. 
--  -.- - . -~ --_-. .-_ 2 )  For  nu tq -eon ta in~g  p ro&&,  mj$ .a&s  e a  & e  & & o n  & ‘j r&&  

p e titio n  th a t th e s e  p r o d u c ts shou ld  n o t exceedd isqua l i fyin g  n u trie n t 
levels  fo r  h e a l th  c la ims, ._  

, 

,, 

2 )  

W h o le  a n d  c h o p p e d  n u ts d o  n o t.m e e t th e ~ d e fin i tio n  o f a  “low  . ., , i ,,I . (, .i’( ,: 
sa tu ra te d . fa t” o r  “low  fa t” fo o d ., H o w e v e r , b e c a u s e  m o s t n u ts h a v e  a  ” ._ ,,-., g o o d .i.tio  o f tisa G a i6d  ~ - $ ~ ~ ~ ‘s ~ y & ~ ~ fii~ & d  c o n tiin  & .; 
p o te n tia l ly  b e n e ficia l  subs tances ,~ “~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ,~ ~ ~ ~ ~ ~ ~ g  

h e a l thy  d ie tary  p rac tices , as  l o n g  as  th e  sa tu ra te d  fa t c o n te n t o fth e , 
n u t is n o t so  h i g h  as  to  e x c e e d  d isqua l i fyin g  levels  fo r  h e a l th  c la ims. 
Thus , F D A  m igh t n o tob jec t.to  u s e  o f a  h e a l th  c ldm a b o u t C H D  o n  .,. I. .*a / I . 
w h o le  o r  c h o p p e d  n u ts th a t d o  n o t e x c e e d  sa ttira te d  fa t d isqua l i fyin g  I “.~ .. . . / -  .a ,?  ,a .. i ,._  .a  w- , % L  r”n .~ .,~ ,~ ~ “.~ ,~ ~ “~ ~ ~ ~ ~ ~  
levels , p rov ided  th a t d isc losure  a b o u t sa tu ra te d  fa t @ I i?dd i tio n  to  to ta l  , ._ ,““.,_  .“_  e ,“l 1  r-,. ._  -i i(“m .. m r.- .& U  “‘i”” s * _  ~~~cr * *y~~ ,“,,.~ ~ ~ ..~ ))-*,, ._ ., 
fa t is m a d e  as  pa r t o f th e  c la im sta te m e n tin  acco rdance’w ith  th e  

_ ’ , 
i + + . I l.‘(l,_ , A A  ..~ < w l,~ ,B . r -4 -e~“” X *~ ~ ~ _ i~ ,~ ,rr‘,~ r.:ri,~ ~ ~ ~ ~ ~  ,_ _ _ .ll I _  ” 

r e q u i r e m e n t in  2 1  C .FR 0  1 0 1 .13 (h )  th a t th e  fo o d  b e a r  th e  
fo l l ow ing  sta te m e n t: “S e e  n u t& ion  T m fo r m a tio n  fo r  to ta l  fa t a n d  “8  “.,) x-I_ . ox  rirT*r L ’rn-i..*.- *& ‘* , > ,A h l? , ‘*_ .(,rR . ,n ’,< n ,“” *‘a * / _ , I 
sa tu ra te d  fa t c o n te n t.” ( S e e  0  403 ( r  ) (3)(A )(i i) o ftb e  A ct ( 21  U .S .C . 
0  W r)CW W W  

For  n u t-co n ta in ing  p r o d u c ts, F D A  recogn izes  th a t it m igh t b e  
d i fficu l t fo r  p r o d u c ts to  inc lude  n u ts in  m e a n ing fu l  a m o u n ts a n d  still 8 , / ,, _  < . .I’̂ .“ii. 
m e e t th e - d e fm i e o n  ‘o fa  “low  fa t” fo o d . C o n s e q u e n tly, F D A  m igh t ..,“,. .~ >  I “d .,L ,& ._  -“*.w +  /~ A _ ,_  ~  ~ ..4 L m + , 
n o t ob jec t to  th e s e  p r o d u c ts b e .a r m g  th e  qua l r fie d  hea i i h  c la im if th e y  
a re  o the rw ise  e l ig ibk , p rov ided .t& t d isc losure  a b o u t~ ~ ~ ~ ~ ~ ~ ~ ~ _ i~ ,” . -, ” _ _  n _  _ )  _ _ .. ^  
m a d e  as  pa r t o f th e  c la im sta te m e n t., H o w e v e r , F D A  te n ta tive ly  _ .^  \ ._  
conc ludes  th a t th e s e  p r o d u c ts shou l4  $ i ,lI be -  requ i red  to  m e e t th e  



. 

c 
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1) Not all whole or chopped nu&.meet the requirement un&~ 21* C,F.R. ‘“xI”-y”x.*,.u-“I*~ 
$ 101.14(e)(6) that a food, conain]~~ percent or more of $e 
Reference Daily Intake or ti@  I&ily Refkenc6,V&z,for vitam in A , . -..e”*_;._.w, I 
vitam in C, iron, calcium , protein, or fiber per RACC prior to any 
nutrient addition. A  primary aim  of this prcvisiofi ‘is to $re%nt~ 
health claims on foods of m i&ml nutr’fiw$ $$$ J$&$pj a j *. ._ <w .* ,a, u,,~~~=:~;~%~*~~~~,~~~~~~,* 
review of r&em foodcomposition d@ @ I!@?$; ReL’P‘5, sUpra) ” 
suggests that eight of the,.ten types of nuts,,ic$3#@di~,~~ petition 
meet this requirement, and the othg two nuts come very close te ,j ..,i, ̂ ” i_** x..,~hi.-_,“*~ i s:/ :, p 
meeting it. For example, walnuts contain ab@  9% of the Daily ,.. >‘ / : II iii. -:;, ,*wA-.;*J.&,i~ 
Value for protein and- about So/g & thg‘*@ily ‘Value for <dietary fiber 
per RACC. In .ad$iti_on, most, nu@  Jx?y:* a good ratio 6f ~~.@ r&@~ 
fat to saturated,fat and contain other potentially beneficial substances / i L _,,l ” “.~*,~~.1*,/, ‘ws*Llni,*” ,*. “*i,. I jI -. ,<, 
that may be use&l in maintaining healthy die&y practices.. 

~ _. 
I j,“.lj,. 

Consequently, FDA m ight not object to a qualified health claim  of 
the type described herein on.Jabefs and in lab’eling of nuts that do not ,, * ” -,‘il*’ ‘* ..,, .il 8, i-*-&“‘““‘*<+‘ 
exceed saturated fat disqualifying levels. 

2) For nut-containing products, FDA agrees with the position in your 
petition that these products should’&11 be required to meet the ‘lp%  /_ . . .^* I> bil 
nutrient contribution requirement. ,Ij Lbj ,* _**._ 

Context of a Total Dailv Diet. FDA’s health claim ,regulations require that a he@hd@m /..,. *c,.” --Y .” enable the pubhc to comprehend the i.nfor$$io&]provided and to understand the relative _,.I .(q_,*._, ,, ‘iv, ,\‘,.“-:jhi lu.;&** , 
significance of such information in the context of a total daily diet. I. .,.-.‘. ,*g:, ,.l f .:‘~~,‘,;.~;r~~,,~~““~~*~~~.~~~~~~ +wwbw ’ ?&a , ” +,. 1 _ _ (See 21 C.F.R. $ 
101.14(d)(2)(v); 0 403(r)(3)@ )(nr) of the Act (21 U.S.?? d 343(r)(3)(B)(iii)). For health 
c&ns pertaining to CHD that ‘ire authorized bi regUlation (e.g., health &i&ab@t ._. ;, x r-*,r-i ,‘x.,~*~*,* * 
fruit, vegetables and.grain products that contaan fiber, partitiliiily soluble fiber, and risk 
of C m  (21 C.F.R. 0 “101.77)); PDA requires information relative, to a total diet low in 1 j ‘ *Y **A ” hj -~*w++‘y? ‘X-S liid u;,~~~~~~~~“~~i:,~~,~.~~~~~~~~~,~~~. & , -, ( , -, . ,,. 
saturated fat and cholesterol “be&i&this is an esSentir$ part of dretary g~dat~ce for 

~ __/ ~ 
,?l,l -i>%  V”“d‘ y”’ 3 ,-’ ;, : : ‘~gcz?Y ‘1~.~~~,~~~~~~~~~‘~~‘*-~~~,,~~“-~.~~..~~~~~~?~~,~~,, ., I 

reducing risk of CHD. We cons&~ thus important to a quahEed claim ., about nutsand _” “a/.lj 
reduced risk of.CP@ . .“_. .; 

^  : 
Other general requirements for health claims. A  qualified heahh,Oclaim r.&hez @ehng of 
wh& 0; &$@d nu$ ‘or ‘~~~~~~~~~n~~i~~~~~~~~~~~ ~~ijiild.nee4.to.~me~~.~~~; other, I .~ _ ,,.x+ a-“,,_%  ,,-. I,‘,*.c*i.. 
general requirements for,a health claim , except for the requirement that $be c&n~~! ’ .- I*,.” “.Ll ,.+-. a\*.“,,., , 
the significant scient&agreement sumdarrdand, therequirement .Jbat the cMm be .m,ade, 
in accordance with an authorizing regulation. ~ ..,L I,, n ** . . c _*-I _/“,, ~ :__ in .:,sir<t:.$!& ,.., Y /“_ I,~ .ui/j* ;,+ .__ ,. “.a* _.*, ., “, ^ . _ ,_ ,( j 
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cc: Guy H. Johnson, Ph.D. 
Stephen H. McN~ara, Esq. 
Maureen T.ww . 

-_ ._ I,, -,-;._ ._. ___.” .__.: 

____l_---l. ._ .-- . . -- .- . ,“- I ,” ,? ‘” _j :* “, _,,(_ ,.._., -_-- -^- -. 


