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'Post Ofﬁce Box 578
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Mali Reddy, D.V.M., PhD.

1250 S. Parker Road, Suite 2

“Re: Docket 2005FL-O488

Dear Ms £arry and Dr Reddy

”Thls is mrcgard to the nouﬁcatlon submitted
International Media and Cultures, Inc.
A Dairy) in  accordance with. sectlop 403 w)(7) of th

Act (the Act). IMACisa manufa

starter cultures. F & A. Dairy is'a manufactﬁrer of cheeses mads
‘grown in IMAC starter media. FDA re

November 16, 2005 that was no
labeling. On November 23, 2065

3 Fcod and Drug Admnmstrahun :
Rockvllle MD 20857 ‘

 International Media and’;[@ L

Hr arter cultur

‘1ved correspandence fror

A Dairy clearly des1gnated as a'notificat
‘correspondence from F & A Dairy intc

notification to have been recelve‘

Accordmg ta the statement of purpose' in 2
* submitted with the notification, this
that the hydrolyzed~s‘oy'~solids'llxised

¢ ,1a; are exempta -

from food allergen labeling requir

'n the label_ of

- cheese and other dairy products produced using bt
"yd:rol S

solids. According to FALN 003, h
_and acid hydrolys:s dunng product

' The term “hydrolyzed soy sohds

plo' i
- responding to this notification and should
~usual name for thls mgredlent

jon of kstart'er mecha preductlon of staner cultures and

f_ PONA
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003 contends that, s a consequence of this

~ production and storage of cheese "
nt in the starter medra are rendered mto; r

hydrolysis, the soy protems
allergemc hydrolyzed soy solid o

Th*ei.,nOtjﬁea;ti‘on;;pr}esents infc){
description ‘of how hydrolyzed oy s0
culture media and. how the starter (
that are- used in cheese-makmg, sta
- giving oprmons on the lack of adv
contain starter cultures made wit . d soy's
~ amount of cheese made with bulk starte,; ultures using I\
contammg hydrolyzed soy sohds L ‘

Inpart, FALN 003 argues. that ‘cheelse and of
 culture media may be safely. '

‘ section'403(w)(7),ka:;no‘ﬁﬁfe\
notification does not contam
petition process. under section 403(w)(6
ingredient be exempt from the ane
standard for exemption under th'
scientific: evidence (mcludmgij anal
demonstrates that the food ingredient (
does not cause an allerglc response !
003 was subrnltted as a notification,
demonstrare that the 1ngred1ent dee N0

FDA objects to FALN 003 becau
(including the analytical metho sk ) i
by the method specified in the 1 at
- by section 403(w)(7). FALN '
determine that soy solids do no
meet the requlrements of seotro 4(

The notlﬁcatron asserts that the soy
 during production of starter culture media, ehatatin
* cheese plant, cheese making, and the stor hed che 0? sohds present
in the culture media undergo a series of thermal, e |
break the proteins into smaller peptides

renders the soy protein non—aﬂerger Yo i X o unn . the«process of
makmg the starter culture medla, celiulase and protease pre ' uitu i medl . fwill o

2 Altemanvely, a notxﬁcatmn may contam‘a etermi
cause an allergic response that poses a nsk_fo h

?rogram under section 409 of the act. FALN 0O ‘ ;
The notification states that the ingr ha bject of th;s nonf catxon is hydrolyzed soy solids.

However, in the descrlptron of the ma fa CE the nnotrﬁcat:on states that the, startmg mgredlem
. is soy flour. In the absence of evrdence demon ; ;
ydrolyzed FDA believes that itis m°fe abpmpﬂatéto refer ro rhe mgredrcnt as ».soy so 1ds‘




act on soy flour and the proteas_e“ :
notification further asserts thal aft
bacterial strains su1table for production o hee
‘secrete proteases | that would hydrolyze
during bacterial fermentation, as well as duri
remammg soy protems would be h rolyzed.

: AC clalms that
ry ‘roduots, any

ence stippoﬁihg the e

FALN 003 does not. mclude any?studles c ’ i
C‘ starter culture .

claims that the soy solids are ¢
media could be used with differen
different types of cheeses. The degree
- the types of cultures used and the ;
culture jtself and perhaps even the onditions of manufaet e of th

However, the notification: pr

to use of the starter cultures grow; m‘ ,
dairy products, the notification pr ides no ) int fo

; cultures in any dalry products o‘ il

Although the nonﬁcatlon descnbesﬁhow' the starter culture m ciiatle. it dees pot
characterize the starter culture media or /d ed soy cor nt. For example, |
_the notification does not prov1de nformation on the ar 'I‘Ote‘mpresent atany
point during the productlon ofthe ultur_ medla, product n 1 ulture, or

utilization of ! the starter culture
no data presented on the peptxde 1

The notification also 1nc1udes
radioallergosorbent test (RAS
states that the tests were. conduc
- Colorado. Based on a summary o
mozzarella cheese prepared with the star
containing ! heat-treated soy protei
than the starter | media used as a pe
starter culture fermented in the IMA
mozzarella cheese prepared with t 1 - culty
formulated without soy. protems d f tain sC y al Wever the nonﬁca‘tiOn
does not present a validated, quan tat ; : oA
ot contain allergenic soy protein.
the methedology, detection. limits
used. The notification also does 1
testing. The notification cites an
However, this referenceisar
detect IgE, ¢ and the notlﬁcatmn,de

e prepared w1th the
oy aliergens, and 3)

les. ‘no descnptlon'of

o} ndlc':a‘te\thch one of these, If any, was used in

K WX. Dolen The Dlagnostzc Allergy La‘boratery

an orxgm ofthesera
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the NJH testmg Further, th :
serum, not for assays using antit ire allergen
mgredlents, whlch is the test more relevant | - questior

The notlﬁcatxon mcludes several com

: Depariment of Food and Agricult
regulatory ofﬁcxals verified “the n«
various treatments that it undergoe

~However, ‘the notification contai , 4
agency ’s view that the soy sohds 1n starter cultures used tok ake he

allergemc soy protem

FALN 003 also. alludes to mspectl” "’_‘ ~
~these inspections show that there were no 'lérgens fo\; ,

~ cultures made from starter culture ed : gssoy s ids. However the notlﬁcatmn
" does not provide a description ; o
- or any results of such testing.
physicians and medical pmfesso
allergic reaction to cheese made
~ regulatory action on the part of FD
responses are not scientific eviden mor s 1l
in the soy sohds used in IMAC start rmedia. e

the lack 6f
of allergic :
al :,@rggnicpxiotein o

Conclusmn

IMAC'S statter o
) eed not be. declared
1 er cultures

‘ FALN 093 asserts that hydrolyz C
media are exempt from food :
on the label of cheese and oth
containing these soy sohds Bu' ;

(including the analytzcal m
the method specified in t
section 403(w)(7). FA
solids do not contain al ergemc pr
reqmrements of sectlon 403 (w)(7)

, Déphty Comm :, : ot
for Medxcal and cie ‘fl_ﬁ(: Affmrs G




