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production and storage of cheese . FALN 003 contends that, as a conseqtzence of this 
hydrolysis, the soy proteins originally present in the starter media axe rendered into non-
allergenic hydrolyzed soy solids . 

The notification presents information on the evolution of dairy starter cultures,, a 
description of how hydrolyzed soy solids are made and subsequently used in the starter 
culture media and how the stafter culture media are used to make bulk starter cultures 
that are used in cheese-makin' (Y ; statements from physicians and medical professors 
giving opinions on the lack of adverse reactions fron-i the consumption of cheese that 
contain starter cultures made with hydrolyzed soy solids ; and statistical data on the 
amount of cheese made with bulk starter cultures using TMAC starter culture media 
containing hydrolyzed soy solids . 

In part, FALN 003 argues that cheese and other dairy products made 'wit-11 IIVIAG starter 
culture media may be safely consumed by say allergic consumers. However, under 
section 403(w)(7), a notifier inust demonstrate that the ingredient that is the subject of the 
n if *on does not contain allergenic prote .2 M I ot if *on I in Th s an alterriative process (a 
petition process under section 403(w)(6,) by «rhich a person may request that an 
ingredient be exempt from the allergen labeling requirements in section 4(13(w)(1) ; the 
standard for exemption under this alternative process is that the petitioner must provide 
scientific evidence (including the analytical method used to produce the evidence) that 
demonstrates that the food ingredient (as derived by the method specified in the petition) 
does not cause an allergic response that poses a risk to human health, In-1por~a-Titly, FALN 
003 was submitted as a riot -ificatioal under 403(w)(7) and thus the notification must 
demonstrate that the ingredient does not contain allergenic proicin . 

FDA objects to FAI,N 003 because the r.otification fails to provide scientific evidence 
(including the analytical method used) that demonstrates that tile so,r solids 3 (as derived 
by the method specified in the notification) do not contain allergenic protein, as required 
by section 40' )(w)(7). FALN Od3 neither provides sufficient sczentiic uvicience to 
deteirnine that soy solids do not contain allergenic protein, nor does FA.IN 003 otherwise 
meet the requirements of section 403(w)(7) . 

, The notification asserts that the soy solids do not contain allergenic soy proteins because, 
during production of starter culture media, preparation of bulk starter cultures at the 
cheese plant, cheese making, and the storage of the finished cheese, the soy solids present 
in the culture media undergo a series of thermal, enzymatic, and acid hydrolyses that 
break the proteins into smaller peptides and amino acids, vvhicli, the noWlicatian claims, 
renders the soy protein non-allergenic . The notification asserts that during the process of 
making the starter culture m.edia, cellulase and protease present in the culture media will 

Alternatively, a notification may- contain a determination by FDA that the ingredient in question does not 
cause an allergic response that poses a risk to human health under a prcmarket approval or notification 
program under section 409 of the act. FA'LTT 00_x contains no such deterrunatior . 

The notification states that the ingredient that is the subject of this notification is hydrolyzed soy solids . 
However, in the description of the manufactnririg process, the n.otifcaron slates that the starting ingredient 
is soy flour. In the absence of evidence demonstrating that the soy solids in the soy flour are completely 
hydrolyzed, FDA believes that it :s more appropriate to refer to the ingredient as "soy solids." 
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act on soy flour and the protease will digest soy proteins to smaller peptides. 3'11e 
notification further asserts that, after the culture media axe inoculated with various 
bacterial strains suitable for production of cheese and other dairy products ., the bacteria 
secrete proteases that would hydrolyze the denatured soy proteins . IMAC claims that 
during bacterial fenrientatiQn, as vvell as during manufacturing of dairy products, any 
remaining soy proteins would be hydrolyzed . 

FALN 003 does not include any studies or otber data to provide evidence supporting the 
claims that the soy solids are con.pletely hydrolyzed . In addition, ]MAC starter culture 
media could be used with different types of bacterial cultures and in tiie manufacture of 
different types of cheeses . The degree of hydrolysis obtained would vary depending on 
the types of cultures used and the conditions used in the fernientatiQn oi'the bulk starter 
culture itself and perhaps even the conditions of manufacture of the cheeses themselves . 
However, the notification provides no information on the variation in hydrolysis resulting 
from the use of different types of starter cultures, different means of bulk starter culture 
preparation (i .e ., the fermentation conditions), and differences it] the:, inanufarture of 
various cheeses . In addition, although the request for exemption under FALCPA refers 

' to use of the starter cultures grown in ;[MAC starter culture rnedia in cheese and other 
dairy products, the notification provides no information or data on tbe use of the starter 
cultures in any dairy products other than cheeses. 

Although the notification describes haw the starter culture tned:a are made, it does not 
characterize the starter culture media o7° the hydrolyzed so), component. For example, 
the notification does not provide infonnation on the amount of soy protei~_i present at any 
point during the production of the culture niedia, production of the starter culture, or 
utilization of the starter culture in cheese or other dairy product,; . In addition, there are 
no data presented on the peptide length profiles of the soy protein at any of these points . 
The notification also includes, as an acldeaduyns a sunimary of results from 
radioallergosorbent test (R,AST) testing of mozzarella cheese products . The notification 
states that the tests were conducted at the National Jewish Hospital (N:fI-~') in Deliver, 
Colorado . Based on a summary of the N.1H results, the notification asserts that : 1) 

' mozzarella cheese prepared with the starter culture fermented in the starter media 
containing heat-treated soy proteins contained a significantly lower levei of soy allergens 
than the starter media used as a positive control: 21} ri-iozzarella cheese prepared with the 
starter culture fznneilted in the LMAC stdfter Tnedia did not contain soy allergens; and 3) 
mozzarella cheese prepared with [he starter culture ferrriented in the starcer media 
formulated without soy proteins did not contain soy allergens, 1-lowever, the notification 
does not present a validated, qaantitatii~e IgE assay demo nstratin; that the soy solids do 

' not contain allergenic soy protein. Moreover, the notification provides nio description of 
the methodology, detection limits, number of test samples, controlls, and origin of the sera 
used . The notification also does not include any of the actual data generated during the 
testing . The notification cites an article h; I~c~len'~ for the details of the testing procedure . 
However, this reference is a review article of several commercilily available assays to 
detect IgE, and the notification does not indicate which one of t1hese, if any, was used in 

4 W.K . Doleiz . The Diagnostic Allergy Laboratory . 




