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Dear Mr‘ Fortin:

ity Fe c}ds, Inc submltted
metic Act. (the Act). -
as FALN 004,

This is in regard to the notxﬁcatmn dated D L\cember 23 2005,
- in accordance with section 403 (w)(?) of the Federal Food, D
FDA received the notxﬁcatmn on December 27 2005 and des;‘ ‘,

s F DA af Punty Foods view
ot “wheat,” as that term is
.andz that V1ta Spelt® does not

The subject of this notlﬁcatxon is Vlta S : elt@ The notlficatlo
that, based on scientific ewdence and othe mformatmn, VI’ z
used in section 201(qq) of the Act and thus, is not a magar food
contam allergemc wheat. protem

the sclenuﬁcfan V mac ar use of “wheat” and “spel ”

ntarius st £ ur and wheat grain,

digestibil of spelt, anda discussion of consumer
confusion associated with identif vheat.” Purity Foods’ notification also includes a

- reference list, and appendices cor tain stters from the U.S. Depam'nent of Agncuiture and the U. S
Manager for Codex rega;rdmg the taxonomlc classxﬁcatmn of spelt and several allergy questlonnalres
from consumers. i : i o

The notxﬁcatmn dlscusses the hlstory of ,spelt,
taxonomic cla551ﬁcat10n of spelt, Cod
handling and manufactunng of Vit
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Spelt is “wheat”v

Before addressing Punty Foods contentlo,
because Vlta Spelt® does not contam whe

Vt Vzta Spelt@ shou}d'be:exempt under secuon 403(w)(7)

the nomenclature, as reﬂected in severai
example, the Merrram Webster Onlme

of New Varieties of Plants (UPOf ‘counc:
2005, adopted document C/39/6, “Lis

document is an “Index of Common
wheat are assoelated with the genus
common name wheat” for the genus

mmon Plant Names
as well as: w1th T aestzvum

shows that there 1s a h1gh perc
wheat.

K33

Purlty Foods also contends that deﬁmng whea to mean : comm’ eat would be more cons:lstent

legislative history of the F ood All
(FALCPA) suggests that "wheat" o was
an example of the apphcablhty of the
wheat. S. Rep. No. 226, 108" Cong 4
consistent with the central purpose

lab lmg reqmrements toa product conta:mng durum
 (2004). Furthermore, a broad reading of “wheat” is
, namely to alert allergic consumers, including wheat--
sensitive individuals, to the presenc of substances they need to avoid. Reetnctmg the mterpretatmn of

“wheat” to “common wheat” would e lu other species of wheatv;( such as durum wheat) from the
' labelmg requlrements of sectlon 403(w) whwh ould s1gn1ﬁcantly redu the protectmn potentlally
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afforded by FALCPA to wheat-alier i

- genus T rmcum FDA now
ion 403(w)(7) of the Act
mamtams that Vita Spelt®
individuals can tolerate Vita

Having concluded that "wheat" in section 201
addresses the contention that Vlta Spelt
because Vlta Spe1t® does not contaa

- Spelt® These pomts are addressed mturn
Identlty of V:ta Spelt® and Charactenzamm o | :
,990, &nd that Vita Spelt® isa

wars of spelt do not

'1tuents of the gram s 'The notification then asserts
: pelt@ are conﬁdenual
€ these ohemical or ’

and propnetary and thus, the notlﬁcatl
other differences that set Vita. Spelt® pa
 notification includes no 1nformatmn

to grow Vlta Spelt® and no desc ip

tion of the 1mt1al cultwar used
s that may differentiate Vita
thod of cultivation for Vita

or should be treated
maprotem :

o‘.fshow a 31gmﬁcant degree- of
ecxes of wheat No such

; and common wheat are from the sam
protems of spelt and those of co ¢

these spelt pmtem sequences ,
e one sequence for a spelt

homologous wheat protem (accesslen C

- Purity Foods acknowledges that lts- )
that wheat-sensitive consumers do
scientific literature on whethe
individuals. The limited mform
reactivity between spelt and o h
allerg1es to both spelt and commo vheat had an

X at least some IgE cross-
a:patlent with mhalant

on the numtional aspects o
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in spelt, a protein that is mghly hoi "mﬂar L 1‘ P protem in common theat (Pastorello etal.,

2001). Another report, involving in lergosorb@ntatﬂesﬁngs (RAST) u ing a pool of sera from

wheat-allergic patients, showed that spe t and wheat extract. jontamed protems’ with identical ailergemc ’
: epltopes (N ordlee et al., 2006. ) i :

; Chmcal.Ewﬁgnge

‘The most reliable means to measure clinical
 sensitive to the food allergen in ques
research, such as in vitro and in vivo
: prov1des mformatmn on the alleged
wheat and on potentlal consumer ca

” > response in consumers
acknowledges that it lacks
1t®. The notification -

owever, do not demonstrate
irst, the statements do not

subject to bias in that they are seif« .
determine clinical reactmty 3

coods that Vita Spelt® does not

“some wheat-allergic individuals -
allergic to spelt.” These
du :sz_rea,ct to speh; and

Certain mformatmn in the notxﬁcatlon' unde'~
contain allergemc protein. In: partic
~ may be unable to consume spelt” :
adrmssmns are consistent w1th exlstmg; Vi

1 Altematwely, a notlﬁcatxon may con mina ion 409 of the Act that the
“ingredient in question does not cause ¢ c response that poses 0 human health; FALN 004
contains no such determmanon : In ad iere is a p er. section 403(w)(6) by
whlch a person may request th & ‘”Img reqmrements in

poses a risk to human health FALN 004 1
Accordmgly, the notlﬁca‘aon must d 1
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strongly suggest that spelt ccm in heat;protem For example, ox;’ cage report m the

iedmanet al, '19,94). '
the risk of a potenuaﬂy
Aedical scientific opinion
ymmendations for wheat-
both support the clinical notion
nic | duals and that generally,
wheat—allergic mdlvxduals should avmd; spelt,; L = T e

; Conclusmn

In FALN 004 Punty Foeds ccmte:mls“i 1at Vita Spelt® i
allergenic protein. FDA ;interp_ret"s i

Triticum. Thus, speltisa maj or fo

. vabsent an cxemptlon FDA 0

Vita Spelt® dees not contam alI ] gemc pm ein noru dbes FA N
sectlon 403(w)(7) ' o
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