GRAS Notice (GRN) No. 1066 with amendments
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory






























































































































































































































































































































GRAS Notice (GRN) No. 1066 Amendments

9770 ROUTE TRANSCANADIENNE

ST. LAURENT, QUEBEC

@ @ @F L b - CANADA H4S 1v9
TEL (514)337-1000

aboratories FAX (514)333-3046

http://www.agatlabs.com

CLIENT NAME: LABORATOIRE INNODAL
5-835 AVE DES JESUITES
QUEBEC CITY,QC G1S 3N2
514-916-3176

ATTENTION TO: Ariane Renaud
PROJECT: Analyse BacM35
AGAT WORK ORDER: 20M581278
FOOD CHEMISTRY REVIEWED BY: Olivier Lachance, Method Development Supervisor

MICROBIOLOGY ANALYSIS REVIEWED BY: Samara Brookman, Lab Manager

SOIL ANALYSIS REVIEWED BY: Amar Bellahsene, Chimiste
DATE REPORTED: Mar 17, 2020
PAGES (INCLUDING COVER): 8
VERSION*: 2

Should you require any information regarding this analysis please contact your client services representative at (514) 337-1000

*Notes
VERSION 2:preliminary sent 2020/03/10

Disclaimer:

All work conducted herein has been done using accepted standard protocols, and generally accepted practices and methods. AGAT test methods may
incorporate modifications from the specified reference methods to improve performance.

All samples will be disposed of within 30 days following analysis, unless expressly agreed otherwise in writing. Please contact your Client Project
Manager if you require additional sample storage time.

AGAT's liability in connection with any delay, performance or non-performance of these services is only to the Client and does not extend to any other
third party. Unless expressly agreed otherwise in writing, AGAT's liability is limited to the actual cost of the specific analysis or analyses included in the
services.

This report shall not be reproduced or distributed, in whole or in part, without the prior written consent of AGAT Laboratories.

The test results reported herewith relate only to the samples as received by the laboratory.

Application of guidelines is provided “as is” without warranty of any kind, either expressed or implied, including, but not limited to, warranties of
merchantability, fithess for a particular purpose, or non-infringement. AGAT assumes no responsibility for any errors or omissions in the information
contained in this document.

All reportable information as specified by ISO/IEC 17025:2017 is available from AGAT Laboratories upon request.

AGAT Laboratories (V2) Page 1 of 8



Certificate
AGAT WORK ORD

@ @ @ LIT'—\ [Laboratories

CLIENT NAME: LABORATOIRE INNODAL
SAMPLED BY:Tomy Faubert

PROJECT: Analyse BacM35

9770 ROUTE TRANSCANADIENNE
ST. LAURENT, QUEBEC

CANADA H4S 1V9

TEL (514)337-1000

FAX (514)333-3046
http://www.agatlabs.com

of Analysis
ER: 20M581278

ATTENTION TO: Ariane Renaud
SAMPLING SITE:Divers,Divers

Metals
DATE RECEIVED: 2020-03-05 DATE REPORTED: 2020-03-17
SAMPLE DESCRIPTION: 01082018 (2/3) 02112017 (3/3) 20022020 (1/3)
SAMPLE TYPE: Food Food Food
DATE SAMPLED:
Parameter Unit G/S RDL 1004664 1004665 992909

Arsenic (Food) ppm 0.1 <0.1 <0.1 <0.1
Cadmium (Food) ppm 0.1 <0.1 <0.1 <0.1
Lead (Food) ppm 0.1 <0.1 <0.1 <0.1

Comments: RDL - Reported Detection Limit; G/ S - Guideline / Standard

Ce

N H
{ Olivier Lachant
Y 2006-083

Qs

e

rtified By:

AGAT Laboratories’ procedure for signatures and signatories adheres strictly to the requirements of accreditation ISO 17025:2005 as required by CALA, SCC and MDDELCC where applicable. All electronic signatures on AGAT certificates are password protected and all

signatories meet their regional and scope of accreditation requirements and are approved by CALA, SCC and MDDELCC.

EGET CERTIFICATE OF ANALYSIS (V2)

Page 2 of 8

This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The results relate only to the samples analyzed. Results apply to

samples as received.



@ @ @ ﬁ Laboratories

CLIENT NAME: LABORATOIRE INNODAL
SAMPLED BY:Tomy Faubert

9770 ROUTE TRANSCANADIENNE
ST. LAURENT, QUEBEC

CANADA H4S 1V9

TEL (514)337-1000

FAX (514)333-3046
http://www.agatlabs.com

Certificate of Analysis

AGAT WORK ORDER: 20M581278

PROJECT: Analyse BacM35
ATTENTION TO: Ariane Renaud
SAMPLING SITE:Divers,Divers

Food Microbiology
DATE RECEIVED: 2020-03-05 DATE REPORTED: 2020-03-17
SAMPLE DESCRIPTION: 01082018 (2/3) 02112017 (3/3) 20022020 (1/3)
SAMPLE TYPE: Food Food Food
DATE SAMPLED:
Parameter Unit G/S RDL 1004664 1004665 992909
Aerobic Bacteria Count - Food CFU/g 5 27 000 000 52 000 000 >300 000 000 E
Yeast count - Food CFU/g 20 <20 <20 <20
Mold count (Food) CFU/g 20 20E <20 <20
Staphylococcus aureus - Food CFU/g 25 <25 <25 <25
Enterobacteria 3M - Food CFU/g 10 <10 <10 <10
Salmonella Detection by MDS - Food /259 NA Not detected Not detected Not detected
lL:i;t;ria e (el [0 I = /259 NA Not detected Not detected Not detected
E.coli 0157 by MDS - Food /259 NA Not detected Not detected Not detected
Temperature upon receipt °C N/A Ambient Ambient Ambient

Comments: RDL - Reported Detection Limit; G/ S - Guideline / Standard

1004664 Results are preliminary and subject to change if they are not certified.
The laboratory is not accredited for the parameters with an asterisk.
E: Estimated result

1004665 Results are preliminary and subject to change if they are not certified.
The laboratory is not accredited for the parameters with an asterisk.

992909 Results are preliminary and subject to change if they are not certified.

The laboratory is not accredited for the parameters with an asterisk.
E: Estimated result

Certified By:

AGAT Laboratories’ procedure for signatures and signatories adheres strictly to the requirements of accreditation ISO 17025:2005 as required by CALA, SCC and MDDELCC where applicable. All electronic signatures on AGAT certificates are password protected and all

signatories meet their regional and scope of accreditation requirements and are approved by CALA, SCC and MDD

ELCC.

EGE T CERTIFICATE OF ANALYSIS (V2)

Page 3 of 8

This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The results relate only to the samples analyzed. Results apply to

samples as received.




@@@,ﬁ Certificate of Analysis
Laboratories

CLIENT NAME: LABORATOIRE INNODAL
SAMPLED BY:Tomy Faubert

9770 ROUTE TRANSCANADIENNE
AGAT WORK ORDER: 20M581278

ST. LAURENT, QUEBEC
CANADA H4S 1V9
TEL (514)337-1000
. FAX (514)333-3046
PROJECT: Analyse BacM35 http://www. agatlabs.com
ATTENTION TO: Ariane Renaud
SAMPLING SITE:Divers,Divers
Total Extractable metals
DATE RECEIVED: 2020-03-05 DATE REPORTED: 2020-03-17
SAMPLE DESCRIPTION: 01082018 (2/3) 02112017 (3/3) 20022020 (1/3)
SAMPLE TYPE: Food Food Food
DATE SAMPLED:
Parameter Unit G/S RDL 1004664 1004665 992909
Mercury mg/kg 0.2 <0.2 <0.2 <0.2
Comments: RDL - Reported Detection Limit; G/ S - Guideline / Standard

,‘.,/ff;:‘?g»__

PAMIS >

RSN
@ X

§ Amar Be?lahsene§
o L 2011214
Certified By: N’
AGAT Laboratories’ procedure for signatures and signatories adheres strictly to the requirements of accreditation ISO 17025:2005 as required by CALA, SCC and MDDELCC where applicable. All electronic signatures on AGAT certificates are password protected and all
signatories meet their regional and scope of accreditation requirements and are approved by CALA, SCC and MDDELCC.
€ G @ T CERTIFICATE OF ANALYSIS (V2)

samples as received.

Page 4 of 8
This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The results relate only to the samples analyzed. Results apply to
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@ @ @ L b . CANADA H4S 1V9
TEL (514)337-1000

a Oratorles FAX (514)333-3046
http://www.agatlabs.com

Quality Assurance

CLIENT NAME: LABORATOIRE INNODAL AGAT WORK ORDER: 20M581278
PROJECT: Analyse BacM35 ATTENTION TO: Ariane Renaud
SAMPLED BY:Tomy Faubert SAMPLING SITE:Divers,Divers
Food Chemistry Analysis
RPT Date: 2020-03-17 DUPLICATE REFERENCE MATERIAL METHOD BLANK SPIKE MATRIX SPIKE
Acqepltable Acc_ep‘table AcclepAtabIe
PARAMETER Batch Sa:’gple Dup#1 | Dup#2 | RPD M;:nokd “ge\?asltf Limits Recovery Limits Recovery Limits
Lower| Upper Lower | Upper Lower | Upper
Metals
Arsenic (Food) 310 NA <0.1 <0.1 0.0% <01 99% 80% 120% 109% 80% 120% 109% 80% 120%
Cadmium (Food) 310 NA <0.1 <0.1 0.0% <01 96% 80% 120% 104% 80% 120% 108% 80% 120%
Lead (Food) 310 NA <0.1 <0.1 0.0% <01 92% 80% 120% 104% 80% 120% 110% 80% 120%
R VR

{ \
{ Olivier Lachance
i

Certified By: N/

AGAT Laboratories’ procedure for signatures and signatories adheres strictly to the requirements of accreditation ISO 17025:2005 as required by CALA, SCC and MDDELCC where applicable. All
electronic signatures on AGAT certificates are password protected and all signatories meet their regional and scope of accreditation requirements and are approved by CALA, SCC and MDDELCC.
RPDs calculated using raw data. The RPD may not be reflective of duplicate values shown, due to rounding of final results.

EGGET QUALITY ASSURANCE REPORT (V2) Page 5 of 8

This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The
results relate only to the samples analyzed. Results apply to samples as received.




9770 ROUTE TRANSCANADIENNE

ST. LAURENT, QUEBEC

@ @ @ Lab CANADA H4S 1v9
i TEL (514)337-1000

a Oratorles FAX (514)333-3046

http://www.agatlabs.com

Quality Assurance

CLIENT NAME: LABORATOIRE INNODAL AGAT WORK ORDER: 20M581278
PROJECT: Analyse BacM35 ATTENTION TO: Ariane Renaud
SAMPLED BY:Tomy Faubert SAMPLING SITE:Divers,Divers
Soil Analysis
RPT Date: 2020-03-17 DUPLICATE REFERENCE MATERIAL METHOD BLANK SPIKE MATRIX SPIKE
Acclep_table Acc_epltable Acc_ep_table
PARAMETER Batch Salr:;ple Dup #1 | Dup #2 RPD M;?:s '\éle\?:lt': Limits Recovery Limits Recovery Limits
Lower | Upper Lower | Upper Lower | Upper
Total Extractable metals
Mercury 1010027 <0.2 <0.2 0.0% <0.2 103% 70% 130% 82% 80% 120% 97% 70% 130%

{ Amar Bellahsene
L 2011214

N

"

Certified By:

AGAT Laboratories’ procedure for signatures and signatories adheres strictly to the requirements of accreditation ISO 17025:2005 as required by CALA, SCC and MDDELCC where applicable. All
electronic signatures on AGAT certificates are password protected and all signatories meet their regional and scope of accreditation requirements and are approved by CALA, SCC and MDDELCC.
RPDs calculated using raw data. The RPD may not be reflective of duplicate values shown, due to rounding of final results.

EGE T QUALITY ASSURANCE REPORT (V2) Page 6 of 8

This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The
results relate only to the samples analyzed. Results apply to samples as received.
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@ @ @ ﬁ Laboratories

Method Summary
AGAT WORK ORDER: 20M581278
ATTENTION TO: Ariane Renaud
SAMPLING SITE:Divers,Divers

CLIENT NAME: LABORATOIRE INNODAL
PROJECT: Analyse BacM35
SAMPLED BY:Tomy Faubert

DATE DATE LITERATURE ANALYTICAL

PARAMETER PREPARED | ANALYZED AGAT S.0.P REFERENCE TECHNIQUE
Food Chemistry Analysis
Arsenic (Food) 2020-03-10  2020-03-12  FC-102-15012F PORC 8o, ICP/OES
Cadmium (Food) 2020-03-10  2020-03-12  FC-102-15012F O e e ICP/OES
Lead (Food) 2020-03-10  2020-03-12  FC-102-15012F none gf_%'%;ﬂ: ICP/OES
Microbiology Analysis
Aerobic Bacteria Count - Food 2020-03-09  2020-03-09  MFHPB-18 INCORPORATION
Yeast count - Food 2020-03-05  2020-03-09  MFHPB-22 SPREAD PLATE
Mold count (Food) 2020-03-05  2020-03-09  MFHPB-22 SPREAD PLATE
Staphylococcus aureus - Food 2020-03-05 2020-03-09 MFHPB-21 SPREAD PLATE
Salmonella Detection by MDS - Food ~ 2020-03-05  2020-03-09  MFLP-06 SELECTIVE ENR.
Enterobacteria 3M - Food 2020-03-05  2020-03-09  MFLP-09 SPREAD PLATE
Listeria monocytogenes by MDS - Food = 2020-03-05 2020-03-09 MFLP-72 SELECTIVE ENR.
E.coli 0157 by MDS - Food 2020-03-05  2020-03-09  MFLP-73 SELECTIVE ENR.
Temperature upon receipt 2020-03-05 2020-03-05 N/A N/A
Soil Analysis
Mercury 2020-03-12  2020-03-12  MET-101-6102F MA. 200 Hg 1.1 COMBUSTION
@ GaT VETHOD SUMMARY (v2) Page 7 of 8

This version replaces and cancels all previous versions, if applicable. Reproduction of this document is prohibited, in whole or part, unless authorised in writing by the laboratory. The
results relate only to the samples analyzed. Results apply to samples as received.
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From: Ariane Renaud
To: Highbarger, Lane A

Subject: [EXTERNAL] RE: GRN 1066 - follow-up questions
Date: Monday, March 6, 2023 1:52:41 PM

Attachments: image001.png
image003.png
image005.png
image007.png
image009.png
image011.png
image013.png

20M581278 results agat labs.pdf

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you
recognize the sender and know the content is safe.

Salut Michelle,

Voici mes réponses :

1. Validated methods were used for the COAs according to ISO 17025:2005 standards. The
methods used for the analysis are either in accordance with AOAC methods or Health Canada
Compendium of Analytical methods according to the method summary of the certificates. The
corresponding S.0.P.s are also indicated in the method summary (see attached file).

2. We confirm the use of per capita for the dietary exposure and not the dietary exposure of
eaters only. Here is a revised table:

Table I: Estimated dietary exposure to Carnobacterium divergens M35 according to the

mean consumption and the 9oth percentile, adjusted to the lower limit of exposure and the
upper limit of exposure to the microorganism.

Food intake of fresh and frozen
finfish

th
Mean (g per <0 .
¢an percentile (g
per day)
10.3 20.6
A bientét,

_5"6("\ Ariane Renaud, M.Sc.
O

+ )7 Directrice laboratoire
r.'."}r " =(1418 999-1633
WMJ U7 www.innodal.com

Variation of the amount of
C. divergens M35 during
shelf life

Lower limit (10° cfu/g of
fish)
Upper limit (10° cfu/g of
fish)

Corresponding intake of C.
divergens M35

Mean (cfu per  90™ percentile
day) (cfu per day)

1.03 x 10’ 2.06 x 107

1.03 x 1010 2.06 x 1010




From: Highbarger, Lane A <Lane.Highbarger@fda.hhs.gov>
Sent: February 28, 2023 10:26 AM

To: Michelle Tessier <mt@grizzly.qc.ca>

Cc: Ariane Renaud <ariane.renaud@innodal.com>
Subject: GRN 1066 - follow-up questions

Hi Michelle,
Our chemistry reviewer has two additional follow-up questions for GRN 1066:.

1. In your response to question 1b, you confirmed that the results provided in your COAs
have been certified and thus, are not subject to change. However, you did not affirm that
validated methods were used to support the data in your COAs. As previously requested,
please provide a statement that affirms that the analytical methods you used to support the
analyses in your COAs were validated for their intended use.

2. In response to question 4, you estimated the mean and 9oth percentile dietary exposures
using a lower and upper limit of C. divergens M35. You state that you used per capita
consumption data published by NOAA Fisheries to estimate your dietary exposures.
However, we note that in Table 1 the intake of fresh and frozen finfish is labeled as “eater’s
only.” Please confirm that your dietary exposure estimate is a per capita dietary exposure
and not an eaters-only.

| look forward to your response to these questions.
If you have any additional questions, do not hesitate to contact me.
Thank you.

Lane A. Highbarger, Ph.D. (he/him)
Microbiology and Regulatory Review

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

Tel: 240-402-1204
lane.highbargerl@fda.hhs.gov

U.S. FOOD & DRUG

ADMINISTRATION

oo -



From: Michelle Tessier <mt@grizzly.gc.ca>
Sent: Monday, February 6, 2023 9:24 AM

To: Highbarger, Lane A <Lane.Highbarger@fda.hhs.gov>

Cc: 'Ariane Renaud' <ariane.renaud@innodal.com>
Subject: [EXTERNAL] GRN 1066

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you
recognize the sender and know the content is safe.

Good morning,

Here are the answers about our request. We hope you have all information that you need. If you
have any question, let me know and | will answer you as soon as possible.

Have a good day
Cordially

Michelle Tessier

y N Michelle Tessier
f Directrice PGQ
-
§ 159 D' Amsterdam
Saint-Augustin (Quebec)
GIA VS

Tél : 418 878-8941Poste 26
Cell : 418 564-8261

Fax : 418 878-8942
Courriel: mt@grizzly.qe.ca
www.grizzly.qc.ca
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