GRAS Notice (GRN) No. 1151
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory
































































































































































































Conclusions of the Expert Panel

We, the undersigned independent, qualified members of the GRAS Panel, have
individually and collectively critically reviewed the published and ancillary information
pertinent to the identification, use, and safety of Cosun’s fava bean protein

ingredient for use an alternative source of protein in specified foods. We unanimously
conclude that the intended use of Cosun’s fava bean protein ingredient, produced
consistent with current good manufacturing practice (cGMP) and meeting the appropriate
food-grade specifications, as presented in the supporting dossier “GRAS Determination
of Fava Bean Protein for Use as an Ingredient in Human Food”, is safe.

We, the members of the GRAS Panel, further unanimously conclude that the intended
uses and use levels of Cosun’s fava bean protein ingredient in specified foods,

produced consistent with current good manufacturing practice (¢cGMP) and meeting the
appropriate food-grade specifications as presented in the supporting dossier is Generally
Recognized as Safe (GRAS) based on scientific procedures under the conditions of
intended use in foods as described herein.

It is our professional opinion that other qualified experts critically evaluating the same
information would concur with this conclusion.
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GRAS Notice (GRN) No. 1151 amendments

GRN 1151 Items for Clarification

1. Regarding our Q2, we consider that your response is incomplete. According to the
information on page 10 of GRN 001151, “The fava bean flour is subsequently soaked
(extraction), and sodium hydroxide (NaOH) is added to adjust the pH. The slurry is
separated by centrifugation and concentrated by filtration.” Please clarify if the protein is
extracted from fava bean flour by water or by aqueous alkaline, and if the pH of the slurry
was adjusted to alkaline by NaOH. Additionally, please clarify if the pH of the resulting
alkaline slurry was subsequently adjusted to neutral or acidic pH to induce protein
precipitation before centrifugation and concentration.

Response: Fava bean flour is suspended in water and the pH is adjusted from
approximately pH 6.5 to pH 7.5. The fava bean protein is mainly extracted in the water
phase. Nevertheless, the slight increase in pH, from pH 6.5 to pH 7.5, has a positive effect
on the protein solubility and subsequently the protein yield (approximately 5% increase).
Yet, the increase of pH is especially important for the filtration step, where better
performance is observed at pH 7.5 compared to pH 6.5. The whole process is operated at
neutral pH (pH 7.5), subsequently, the pH is not adjusted to neutral or acidic pH. In
addition, the protein is not precipitated during the process.



2. Regarding our Q3(b), you responded that there is a typographical error in the Table 6 (page
12) and provided corrected sample sizes for microbiological parameters. For the
administrative record, please provide a revised Table 6, which includes Listeria
monocytogenes and sample sizes for E. coli, Salmonella, and Listeria monocytogenes.

Response: See the following revised Table 6.

Table 6. Analytical results for three non-consecutive lots of fava bean protein

Lot No. Lot No. Lot No.
Specification 1000413562 1000413891 1000414223

Protein (%) >83 87.5 87.5 88.6
Carbohydrates (%, db) <10 7.9 8.4 7.1
Ash (%) <6 4.2 3.8 4.0
Fat (%, db) <2 0.3 0.3 0.3
Moisture (%) <9 5.8 4.9 5.4
pH 7-8 7.7 7.8 7.7
Lead (mg/kg) <0.1 <0.04 <0.04 <0.04
Arsenic (mg/kg) <0.1 <0.04 <0.04 <0.04
Cadmium (mg/kg) <0.1 <0.02 <0.02 <0.02
Mercury (pg/kg) <100 <2 <2 <2
Total Plate Count (CFU/g) | <100,000 14000 9000 2300
Yeast and mold (CFU/g) <200 <1 <1 <1
E. coli (CFU/25g) Negative Negative Negative Negative
Salmonella (CFU/25g) Negative Negative Negative Negative
(Lclsl;tfjr/l; Smg(;nocytogenes Negative Negative Negative Negative




3. You also informed us that you wish to remove the “Processed meat products”
category from the intended uses of fava bean protein. Please address the impact of this
change on the dietary exposure to fava bean protein from the intended uses and provide a
revised Table 10 (page 15), excluding “Processed meat products”.

Response: See revised Table 10 below.

Table 10. Proposed maximum food use levels

Maximum Use Level of Fava Bean
Food Category Protein (%) as Consumed

Bakery products (e.g., breads, rolls, 10
doughnuts, cookies, cakes, pies, batters,
muffins, pasta, cereal bars, etc.)

Snack foods (e.g., crackers, cookies, 10
breakfast/energy bars, snack chips, etc.)

Beverages, soups, nutritional beverages 50
(e.g., protein-fortified smoothies, fruit juices,
high protein drinks, vegetable-based soups,
etc.)

Dairy products—imitation (e.g., cheese, 10
spreads, creamers, desserts, dips, whipped
topping, etc.)

Meal replacement/nutritional bars 20
Meat analogs (e.g., imitation meat products) 30
Dry-blend protein powders (e.g., protein 90

shakes, instant protein powders)

Removal of the processed meat products category from the proposed uses of the fava bean
protein ingredient would lower the potential exposure to the proposed fava bean protein.
Cosun’s proposed fava bean protein isolate is intended only to be an alternative source of
protein for current uses in food. Therefore, a similar estimate of intake would be expected
if fava bean protein were the only source of protein used in processed foods. As was
concluded in the other GRAS notifications including GRN 879 on fava bean protein, we
do not realistically expect that the actual consumption of foods containing fava bean protein
would result in daily consumption greater than the RDA for protein. Most of the
population’s intake of protein is, and will remain, in the form of unprocessed foods,
including meat, poultry, fish, and legumes.

In summary, the proposed uses of the fava bean-derived protein ingredient will not result
in an increase in the overall consumption of protein, but simply provide a well-
characterized, alternative protein from fava beans for use in conventional foods.
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