GRAS Notice (GRN) No. 848
https://lwww.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory


mailto:aayala@mycotechcorp.com
mailto:berzins@mycotechcorp.com









mailto:PRAStaff@fdahhs.gov










In accordance with 21 CFR 170 Subpart E, MycoTechnology Inc. hereby informs the U.S. Food
and Drug Administration (FDA) that PureTaste® proteinis not subject to the premarket approval
requirements of the Federal Food, Drug, and Cosmetic Act (FFDCA) based on
MycoTechnology’s view that the notified substance is Generally Recognized as Safe (GRAS)
under the conditions of its intended use described in Section 1.4, below.

In addition, as the responsible official of MycoTechnology Inc., Mrs. Nicole Berzins hereby
certifies that all data and information presented in this notice represents a complete,
representative, and balanced submission, and which considered all unfavorable as well as
favorable information known to MycoTechnology Inc. and pertinent to the evaluation of the
safety and GRAS status of the intended use of pea and rice protein fermented by Shiitake
mycelia as an ingredient for addition to food.

Signed,
(b) (6)
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Conclusion

We, the independent qualified members of the GRAS Panel, have individually and
collectively critically evaluated the data and information summarized in the technical
dossier, “(Generally Recognized as Safe (GRAS) Determination for the Use of Pea and
Rice Protein Fermented by Shiitake Mycelia (PureTaste® Protein) in Conventional
Foods™ (29 January 2019), and other published data and information that we deemed
pertinent to the safety of the proposed uses of pea and rice protein fermented by Shiitake
mycelia (PureTaste®) in food. We unanimotsly conclude that the proposed use of
PureTaste® protein as a nutritional food ingredient, produced consistent with current
good manufacturing practices (cGMPs) and meeting appropriate food grade
specifications, is safe and suitable and Generally Recognized As Safe (GRAS) based on
sciemtific procedures.

It is our opinion that other qualified experts would concur with these conclusions,
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Final Response

Responses to FDA CFSAN Questions on PureTaste® Protein GRAS Dossier (GRN 848)

# 1 On Page 12, the notice stated that the strain of shiitake used to produce Pea and Rice Protein
Fermented by Shiitake Mycelia was originally obtained from Pennsylvania State University and its
identity was confirmed by sequencing. Please provide the ID number of the Lentinula edodes from the
Penn State website.

The strain WC 1008 L. edodes used to manufacture PureTaste® Protein was obtained from the
Mushroom Spawn Collection at Pennsylvania State University.

#2 As you stated in the notice (Pages 40-41), there are several publications that tested or discussed the
purported immunomodulatory properties of L. edodes and L. edodes extracts. Presumably, any
immunomodulatory substance can have both positive and negative effects on the consuming
population. Please provide a brief discussion on why the putative or potential bioactive constituents of
L. edodes are not a safety concern under the intended conditions of use.

As discussed elsewhere in the Notice, the PureTaste® protein manufacturing process (§ 2.2) is concluded
with thermal deactivation, high temperature evaporation and spray drying steps, which should be more
than sufficient to denature and deactivate enzymes (§6.3.7), lentinan (§ 6.3.6), and other putative or
potential bioactive constituents of L. edodes. In addition, conservatively assuming that the relative
amount of L. edodes (shiitake) mycelia remaining in the PureTaste® Protein matches the relative amount
of the input shiitake mycelia ( <0.1% w/w), and based on the estimated Total Population All-Users
Consumption of PureTaste® protein at the 90th percentile (17.3 g per person per day), the theoretical
estimated level of shiitake mycelia dietary exposure from PureTaste® protein is 17 mg per person per
day (i.e. 0.28 mg/kg bw/day for a 60 kg adult). This highest, theoretical, exposure estimate is more than
100-fold lower than the dose levels of L. edodes mycelia extract (LEM), which contains all positive and
negative immunomodulatory substances and other potential bioactive constituents including lentinan,
that have been evaluated for effects on immune function in human clinical studies (i.e. 1800 mg/day
[Okuno, 2011; Nagashima et al., 2013 & 2017; Suzuki, 2013]; refer to Table 10 of PureTaste® Protein
GRAS Notice).

Based on the information discussed above, MycoTechnology, Inc. concludes that the putative or
potential bioactive constituents of L. edodes are not a safety concern under the intended conditions of
use of PureTaste® protein due to the heat treatment steps during the manufacturing process of
PureTaste® protein that would render such compounds inactive, as well as the low dietary exposure to
shiitake mycelia from PureTaste® protein.
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