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SECTION E - PARTS 2 -7 OF YOUR GRAS NOTICE

(check list to help ensure your submission is complete — PART 1 is addressed in other sections of this form)

PART 2 of a GRAS notice: Identity, method of manufacture, specifications, and physical or technical effect (170.230).
PART 3 of a GRAS notice: Dietary exposure (170.235).

PART 4 of a GRAS notice: Self-limiting levels of use (170.240).

PART 5 of a GRAS notice: Experience based on common use in foods before 1958 (170.245).

PART 6 of a GRAS notice: Narrative (170.250).

XXNXKXKXKX

PART 7 of a GRAS notice: List of supporting data and information in your GRAS notice (170.255)

Other Information
Did you include any other information that you want FDA to consider in evaluating your GRAS notice?

[(JYes [XNo
L] L]

SECTION F — SIGNATURE AND CERTIFICATION STATEMENTS

1. The undersigned is informing FDA that Nicole Berzins

(name of notifier)

has concluded that the intended use(s) of Pea and Rice Protein Fermented by Shiitake Mycelia (PureTaste® Protein)
(name of notified subsfance)

described on this form, as discussed in the attached notice, is (are) not subject to the premarket approval requirements of the Federal Food,
Drug, and Cosmetic Act based on your conclusion that the substance is generally recognized as safe recognized as safe under the conditions

of its intended use in accordance with § 170.30.

9 Nicole Berzins agrees to make the data and information that are the basis for the
{name of notifier) conclusion of GRAS status available to FDA if FDA asks to see them;
agrees to allow FDA to review and copy these data and information during customary business hours at the following location if FDA
asks to do so; agrees to send these data and information to FDA if FDA asks to do so.

18250 E 40th STE 50 AURORA, CO 80011

(address of noliier or olher localion)

The notifying party certifies that this GRAS notice is a complete, representative, and balanced submission that includes unfavorable,
as well as favorable information, pertinent to the evaluation of the safety and GRAS status of the use of the substance.The notifying
party certifies that the information provided herein is accurate and complete to the best or his/her knowledge. Any knowing and willful
misinterpretation is subject to criminal penalty pursuant to 18 U.S.C. 1001.

3. Si‘?{jture of Responsihte Official, Printed Name and Title Date (mm/ddlyyyy)
Agent, or Attorneyv
~(b) (6) Nicole Berzins Director of Regulatory Affairs & Compliance | 01/31/2019
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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)



























https://plantpath.psu.edu/facilities/mushroom/cultures-spawn


























































































https://www.sigmaaldrich.com/technical-documents/protocols/biology/enzymatic-assay-of-laccase.html
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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,

(b) (6)
31 January 2019
Professor Michael W. Pariza, Ph.D., Chair Date
University of Wisconsin
(b) (6)

irginia Commonwealth School of Medicine
(b) (6)

ﬁbfcssyloseph F. Bérzelleca, #h D.

21 Jonuary 2019

* Madhusudan Soni, PhD. Date
President, Soni & Associates, Inc.
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