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The food enzyme o-amylase (4—a-d-glucan glucanohydrolase;
EC 3.2.1.1) is produced with the non-genetically modified microo
rganism Bacillus amyloliquefaciens strain BA by HBI Enzymes Inc.
The enzyme under assessment is intended to be used in six food
processes: baking processes, brewing processes, distilled alcoho

1 production, starch processing for the production of glucose sy
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rups and other starch hydrolysates, production of dairy analogue
s and production of rice—-based meals. Since residual amounts of
total organic solids (TOS) are removed during distillation and d
uring the production of glucose syrups and other starch hydrolys
ates, dietary exposure was calculated only for the remaining fou
r food manufacturing processes. It was estimated to be up to 4.8
05 mg TOS/kg body weight (bw) per day in European populations. T
he applicant did not provide sufficient data to demonstrate that
the production strain meets the qualified presumption of safety
(QPS) criteria, or proof of absence of viable cells and DNA fro
m the production organism in the food enzyme. Therefore, the Pan
el was not able to conclude on the safety of the microbial sourc
e. A margin of exposure could not be calculated in the absence o
f toxicological studies. A search for the similarity of the amin
o acid sequence of the food enzyme to known allergens was made a
nd two matches with respiratory allergens were found. The Panel
considered that, under the intended conditions of use (other tha
n distilled alcohol production), the risk of allergic reactions
by dietary exposure cannot be excluded, but the likelihood is lo
w. based on the data provided, the Panel could not conclude on t
he safety of this food enzyme, under the intended conditions of

use.
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The food enzyme subtilisin (serine endopeptidase, EC 3.4.21.
62) is produced with the non—genetically modified Bacillus paral
icheniformis strain DP-Dzx96 by Genencor International B.V. The
food enzyme was considered free from viable cells of the product
ion organism. The food enzyme is intended to be used in five foo
d manufacturing processes: production of protein hydrolysates fr
om plants and fungi, production of protein hydrolysates from mea

t and fish proteins, production of cooked rice, production of mo
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dified meat and fish products, and yeast processing. The product
ion strain of the food enzyme contains known antimicrobial resis
tance genes. Bacitracin, a medically important antimicrobial, wa
s detected in the food enzyme. The presence of bacitracin repres
ents a risk for the development of antimicrobial resistant bacte
ria. A search for the similarity of the amino acid sequence of t
he food enzyme to known allergens was made and three matches wit
h respiratory and two matches with food allergens were found. Th
e Panel considered that, under the intended conditions of use, t
he risk of allergic reactions upon dietary exposure to this food
enzyme, particularly in individuals sensitised to muskmelon or
pomegranate, cannot be excluded, but would not exceed the risk o
f consuming these foods. Due to the presence of bacitracin, the
Panel concluded that the food enzyme subtilisin produced with th
e non—genetically modified Bacillus paralicheniformis strain DP-
Dzx96 cannot be considered safe.
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The food enzyme o-amylase (4—-a—D-glucan glucanohydrolase; EC
3.2.1.1) is produced with the non—genetically modified microorg
anism Bacillus licheniformis strain T74 by Novozymes A/S. The pr
oduction strain met the qualifications of the qualified presumpt
ion of safety (QPS) approach. The food enzyme is intended to be
used in eight food manufacturing processes: starch processing fo
r the production of glucose syrups and other starch hydrolysates,
distilled alcohol production, refined and unrefined sugar produ
ction, brewing processes, cereal-based processes, fruit and vege
table processing for juice production, fruit and vegetable proce
ssing for products other than juices and the production of dairy
analogues. Since residual amounts of total organic solids (TOS)
are removed during two food processes (starch processing for th

e production of glucose syrups and other starch hydrolysates, di
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stilled alcohol production), dietary exposure was calculated onl
y for the remaining six food manufacturing processes. It was est
imated to be up to 0.291 mg TOS/kg body weight per day in Europe
an populations. Since the production strain meets the requiremen
ts for the QPS approach and no issues of concern arose from the
production process of the food enzyme, the Panel considered that
toxicological studies were unnecessary. A search for the simila
rity of the amino acid sequence of the food enzyme to known alle
rgens was made and no match was found. The Panel considered that,
under the intended conditions of use, the risk of allergic reac
tions upon dietary exposure to this food enzyme cannot be exclud
ed (except for distilled alcohol production), but the likelihood
is low. based on the data provided, the Panel concluded that th
is food enzyme does not give rise to safety concerns under the i
ntended conditions of use.
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