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Dear Ms Barry and Dr Reddy

y of California, Inc. (F &
Drug, and Cosmetic
are used to groW i

ThlS is in regard to the notlﬁcatlon Jomtly submxtted on ‘
‘Intematlonal Media and Cultures, '
A Dairy) in accordance with section:
Act (the Act). IMAC is a manufa

starter cultures. F & A Dalry 1s a manufacturer of cheese
grown in IMAC starter media. FDA recelved correspond

~ November 16, 2005 that was n¢ d ti

labeling. On November 23
A Dairy clearly. d651 gnated a
correspondence fromF & A Da, Y
notification to have been recewed
des1gnated FALN 003

Accordmg to the statement of pur]
submitted with the notlﬁcatlo' , this notif
~that the hydrolyzed SOy sohds ( d as an ‘1ngred1e‘ tIn
~ from food allergen labeling requirements and thus need.,ndt
cheese and other dairy products produced using bulk start _containing these soy
- solids. Accordmg to FALN 003, hydrolyzed soy sohds : d vrg thermal, enzymatic,
and amd hydroly51s durmg productlon of starter medla produc, mn of st arter cultures and

 FDA of the view
er media are exempt
red on the label of

he. nonﬁers is here used only for the purpose of

! The term ‘hydrolyzed soy soh: , _
constdered an endorsement of a partlcular commonor .

responding to this notification and :
usual name for thlS ingredient.
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production and storage of cheese
hydrolysis, the soy protems
~allergenic hyd:rolyzed soy sohds

FALN 003 contends that asa consequence of thrs

The notrﬁcatron presents 1nformat
descnptron of how hydrolyzed soy
culture media and how the starter culture
that are used in cheese- makmg, statements from physrcr

giving oprmons on the lack of adyerse reactrons from t
contain starter cultures made wrth
‘amount of cheese made with bulk st
r contammg hydrolyzed soy sohds '

' In part FALN 003 argues that cheese vand other darry produots made Wrth IMAC starter -
culture media may be safely oo
sectlon 403(w)(7), a notrﬂ er

standard for exemptlon under thls f i
‘scientific evidence (mcludmg the an ,eal method used :
demonstrates that the food ingredient (as denved by the met ecrﬁed in the petrtlon)
does not cause an allergrc response that poses a risk to na th. Importantly, FALN

003 was subrmtted as a notification under 403(w)(7) and thus the notrﬁcatmn must
: demonstrate that the mgredlent does not oontam allergemc pi :

ce the evrdence) that

FDA objects to FALN 003 because the notrﬁcatron farls to pro de. sc;tentrﬁc ev1dence

~ (including the analytlcal method used) that demonstrates hat the soy solrds (as derived
by the method specified in the notification) d not contam allergemc protem, as requlred
by section 403(w)(7). 'FALN 0 »

~determine that soy solids do not contain allergen
meet the requirements of sectron 403(w)(7)..

The notlﬁcatlon asserts that the’ S0 y sohds do not contarn alll
durmg productron of starter culture medra preparatron: f b

s¢, t e;;soy sohds present
acrd hydrolyses that

e Altematxve]y, a not1ﬁcatlon may contam a determmatxon by FDA that the mgredrent in question does not
“‘cause an allergic response that poses a nsk to human health under a premarket approval ornotification
’?rogram under section 409 of the act.. )
The notification states that the ingr
However, in the description of the 1 uring rocess, the nouﬁcanon states that the startmg lngredrent
“is:soy flour. In the absence of’ evrden, emon ',étmg that the soy sohds in the. soy flour are completely '
' hydrolyzed FDA believes that it is. more appropnate 10 refer to' the mgredxent as “soy. sohds
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‘notification further asserts that,

 media could be used w1th different ty

‘various cheeses. In addition, altho gh:
to use of the starter cultures grownin [

characterize the starter culture media or the hydrolyzed soy on

utilization of the starter culture in qheese or other dairy pro,

R

act on soy ﬂour and the protease;w 'l d ‘:est soy protems to smaller peptldes The
after the ultur' media are inoculated with various
bacterial strains suitable for productlon of cheese and ether dairy products, the bacteria
secrete proteases that would hydrquze the denatured soy proteins. IMAC claims that

' durmg bacterial fermentation, as well as dunng manufactunng of dalry praducts any

remaining soy protelns would be hydrolyzed

evidence supportmg the
IMAC starter culture
d in the manufacture of
d vary dependingon
on of the bulk starter

FALN‘O(B does not include any studles or other data to pr vic
claims that the soy solids are completelyihydrolyzed In add,

different types of cheeses. The degree of hydrolys1s obtain
the types of cultures used and the conditions used in the { st
culture itself and perhaps even the ccndzttons of manufacture heeses themselves.
However, the notification prov1de< no mformatlon on the vanatlo ] ‘nydrolyms resulting
from the use of different types o ' es;‘,’fdifferent-“ means of bulk starter culture
preparatlon (i.e., the fennentatlo ns and differences in the manufacture of
request for exemption under FALCPA refers
C starter culture media in cheese and other
dairy products, the notification provu;le 5 N0 mformatmn or data on the use of the starter
cultures in any dalry products other than cheeses el

re made it does not
! nt - For example,
y protein. present at any
starter culture, or
n_:;addltlon there are
no data presented on. the peptlde Iength proﬁles of the soy p _votem at any of these points.

Although the notlﬁcatlon descnbes how the starter culturefi ed1 :

the nouﬁcatxon does not pr0v1de mformatlon on the amoun:
point durmg the production of the culture media, produ

The notification also mcludes as 'enaddendum a summary of results from

radioallergosorbent test (RAST) t i \mozzarella cheese products. The notxﬁcatmn .
states that the tests were. condu the ational Jewish Hospital (NJH) in Denver,
Colorado. Based on a summary of the NIH results, the notification asserts that; 1)
mozzarella cheese prepared with the starter culture fermen ed in the “’tarter media
contammg heat-treated soy protems contained a si gmﬁcantly;lower le :elﬁof soy allergens
than the starter media used as a positive control; 2) mozzarell cese prepared with the
starter culture fermented in the IMAC starter media did not contain soy allergens; and 3)
mozzarella cheese prepared with the starter culture fe ents ‘.“starter media
formulated w1thout soy proteins did not contam soy ‘allergens wever, the notification
does not present a vahdated quantltatxve IgE assay demonstr. that the soy solids do
not contain allergenic soy protem Moreover the notxﬁcatlen p: wdes no descnptlon of
the: methodology, detection limits, 'nurnber of test samples controls, and origin of the sera’

- used. The notification also does not : nclude any of the actual data generated during the

testing. The notification cites an'au'tlcle byDolen for the details of the testing procedure.
However, this reference is a review several commercially available assays to
detect IgE and the not1ficat10n does C;JWhJCh one of these, if any, was used in

* W.K. Dolen. The Diagn,ostie Allergy Ldbdratpry."
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“the NJH testing. Further, the art | e'descnbes assays for detectmg antﬂ:»odms in patient
serum, not for assays usmg antxbodl' measure allergemc protein in food or food
ingredients, Wthh is the test more relevant to the questlon presented by FALN 003.

The nonﬁcatwn mcludes several commumcatlons sent to FDA and the Cahforma
Department of Food and Agnculture (CDFA) in whmh the notifica ion asserts that

~ regulatory officials verified “the non-allergenic view of hyére- ed soy in the wake of
various treatments that it undergoes during starter makin; e king and storage.”
However, the not1ﬁcat10n contalns 1o response from FDA I { FA statlng exther
agency’s view. that the | soy sohds m staner cultures used ton cheeé;e do not contain
allergemc soy protein. . : gl

FALN 003 also alludes to mspecn,ons by regulatory agenc : notification claims
 these inspections show that there were no allergens found cheese made with starter
cultures made from starter cultureimedla contalmng soy sohds However, the notification
does not provide a. descnpnon' f any analytical tests conducted by any regulatory agency
or any results of such testing. In dcl ior the notlﬁcanon prov1des statements from ‘
v physwxans and medlcal prof 3, '

responses are not scxentlﬁc evxdencc that,« emanstrate the
‘in the soy : sohds used in IMAC starter medla o

Conclusmn '
FALN 003 asserts that hydrolyzed soy sohds used as an mgredlcnt in IMAC'S starter

media are exempt from food allergen labeling requirements
on the label of ’cheese and other dalry pmducts produced

ulk’starter cultures

“solids do not contain allergemc pr St
requlr,ements of section 403 (W)(?)

| ,' for Medlcal"andecwmlﬁc Affa1rs

hus need not be declared



