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GRN NUMBER DATE OF RECEIPT
000940 May 19, 2020
DEPARTMENT OF HEALTH AND HUMAN SERVICES ESTIMATED DAILY INTAKE INTENDED USE FOR INTERNET

Food and Drug Administration

GENERALLY RECOGNIZED AS SAFE
(GRAS) NOTICE (Subpart E of Part 170)

NAME FOR INTERNET

KEYWORDS

Transmit completed form and attachments electronically via the Electronic Submission Gateway (see Instructions); OR Transmit
completed form and attachments in paper format or on physical media to: Office of Food Additive Safety (HFS-200), Center for
Food Safety and Applied Nutrition, Food and Drug Administration,5001 Campus Drive, College Park, MD 20740-3835.

SECTION A — INTRODUCTORY INFORMATION ABOUT THE SUBMISSION

1. Type of Submission (Check one)
New [ ] Amendment to GRN No. [ ] Supplement to GRN No.

2. IXI All electronic files included in this submission have been checked and found to be virus free. (Check box to verify)

3 Most recent presubmission meeting (if any) with
FDA on the subject substance (yyyy/mm/dd):

4 For Amendments or Supplements: Is your  (Check one)
amendment or supplement submitted in |:| Yes |If yes, enter the date of
response to a communication from FDA? |:| No communication (yyyy/mm/dd):

SECTION B — INFORMATION ABOUT THE NOTIFIER

Name of Contact Person Position or Title
Dr Andrew Ellis Technical and Compliance Director

Organization (if applicable)
la. Notifier | giocatalysts Limited

Mailing Address (hnumber and street)

Cefn Coed, Parc Nantgarw

City State or Province Zip Code/Postal Code Country
Cardiff Wales CF157QQ United Kingdom
Telephone Number Fax Number E-Mail Address
0044 1443 843712 customerservices@biocats.com
Name of Contact Person Position or Title
1b. Agent

or Attorney Organization (if applicable)

(if applicable)

Mailing Address (number and street)

City State or Province Zip Code/Postal Code Country

Telephone Number Fax Number E-Mail Address
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SECTION C — GENERAL ADMINISTRATIVE INFORMATION

1. Name of notified substance, using an appropriately descriptive term
Porcine Phospholipase A2 produced by a genetically modified strain of Yarrowia lipolytica

2. Submission Format: (Check appropriate box(es)) 3. For paper submissions only:
[X] Electronic Submission Gateway

[ ] Paper

If applicable give number and type of physical media

[] Electronic files on physical media Number of volumes

Total number of pages

4. Does this submission incorporate any information in CFSAN's files? (Check one)
[ ] Yes (Proceed to Item 5)  [X]No (Proceed to Item 6)

5. The submission incorporates information from a previous submission to FDA as indicated below (Check all that apply)
[ ] a) GRAS Notice No. GRN
[] b) GRAS Affirmation Petition No. GRP
D c¢) Food Additive Petition No. FAP
[] d) Food Master File No. FMF
[[] e Other or Additional (describe or enter information as above)

6. Statutory basis for conclusions of GRAS status  (Check one)
Xl Scientific procedures (21 CFR 170.30(a) and (b)) |:| Experience based on common use in food (21 CFR 170.30(a) and (c))

7. Does the submission (including information that you are incorporating) contain information that you view as trade secret
or as confidential commercial or financial information? (see 21 CFR 170.225(c)(8))
[ ] Yes (Proceed to Item 8
[X] No (Proceed to Section D)
8. Have you designated information in your submission that you view as trade secret or as confidential commercial or financial information
(Check all that apply)

[ ] Yes, information is designated at the place where it occurs in the submission

[ ]No

9. Have you attached a redacted copy of some or all of the submission? (Check one)
|:| Yes, a redacted copy of the complete submission
|:| Yes, a redacted copy of part(s) of the submission

[] No

1. Describe the intended conditions of use of the notified substance, including the foods in which the substance will be used, the levels of use
in such foods, and the purposes for which the substance will be used, including, when appropriate, a description of a subpopulation expected
to consume the notified substance.
Phospholipase A2 catalyses the hydrolysis of natural phospholipids present in foodstuffs, resulting in the
formation of lyso-phospholipids with emulsifying properties. Phospholipase A2 is used as a processing aid in the
manufacture of enzyme modified egg yolk. Phospholipase A2 will be added in an amount between 28 - 279 ml
Phospholipase A2 concentrate/tonne egg-yolk which is equivalent to 3.4 - 33.9 g TOS/tonne egg yolk.

2. Does the intended use of the notified substance include any use in product(s) subject to regulation by the Food Safety and Inspection
Service (FSIS) of the U.S. Department of Agriculture?
(Check one)

[ Jyes [X] No

3. If your submission contains trade secrets, do you authorize FDA to provide this information to the Food Safety and Inspection Service of the

U.S. Department of Agriculture?
(Check one)

|:| Yes |:| No , you ask us to exclude trade secrets from the information FDA will send to FSIS.
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SECTION E — PARTS 2 -7 OF YOUR GRAS NOTICE

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).

X XXX KX

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

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?

[ ]Yes X] No
[] []

1. The undersigned is informing FDA that Biocatalysts Limited

(name of notifier)

has concluded that the intended use(s) of Porcine Phospholipase A2 produced by a genetically modified strain of Yarrowia lipolytica
(name of notified substance)

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.

2. Biocatalysts Limited 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.

Cefn Coed, Parc Nantgarw, CF15 7QQ, Cardiff, Wales (United Kingdom)

(address of notifier or other location)

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. Signature of Responsible Official, Printed Name and Title Date (mm/ddlyyyy)
Agent, or Attorney
Andrew Ellis Digitally signed by Andrew Ellis Dr Andrew Ellis, Technical and Compliance Director 11/01/2019

Date: 2020.05.19 14:40:51 +01'00"
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SECTION G — LIST OF ATTACHMENTS

List your attached files or documents containing your submission, forms, amendments or supplements, and other pertinent information.
Clearly identify the attachment with appropriate descriptive file names (or titles for paper documents), preferably as suggested in the
guidance associated with this form. Number your attachments consecutively. When submitting paper documents, enter the inclusive page
numbers of each portion of the document below.

Attachment Attachment Name Folder Location (select from menu)
Number (Page Number(s) for paper Copy Only)

CoverlLetterPLA2FromYarrowialLipolytica_May2020.pdf Administrative

GRASNoticePLA2FromYarrowialLipolytica_May2020.pdf Submission

Form3667-GRASNoticePLA2FromYarrowia Lipolytica_2020.pdf |ncoming Correspondence/Submission Form

OMB Statement: Public reporting burden for this collection of information is estimated to average 170 hours per response, including the time
for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden to: Department of Health and Human Services, Food and Drug Administration, Office of Chief Information
Officer, PRAStaff@fda.hhs.gov. (Please do NOT return the form to this address). An agency may not conduct or sponsor, and a person is
not required to respond to, a collection of information unless it displays a currently valid OMB control number.
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