GRAS Notice (GRN) No. 864
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory























































































































































































From: Madhu Soni

To: Anderson, Ellen

Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation
Date: Friday, January 17, 2020 10:22:02 AM

Attachments: image001.png

image002.png
image003.png

Dear Dr. Anderson,

| have confirmed with our client and it is our oversight. Y ou are correct that the BAM chapter
for Cronobacter is Chapter 29. Sorry for the oversight .

We look forward to the finalization of this GRAS notice.
Best regards
Madhu

Madhu . Soni, PhD, FACN, FATS

Soni & Associates In.

719 46 Square

Vero Beach, FL, 32968, USA

Phone: +1-772-299-0746; Cell: +1-772-538-0104
WWW.soniassociates.net

From: Anderson, Ellen [mailto:Ellen.Anderson@fda.hhs.gov]

Sent: Wednesday, January 15, 2020 2:46 PM

To: 'Madhu Soni' <sonim@bellsouth.net>

Subject: FW: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Hello Dr. Soni,

We have one quick follow-up question regarding the specified methodology for Cronobacter
sakazakii in the attached spreadsheet. We believe there is a typo in the BAM chapter listed in

the Method column. The BAM chapter for Cronobacter is Chapter 29, not Chapter 25. Please
confirm the correct chapter number.

Thank you,

Ellen

Ellen Anderson
Consumer Safety Officer

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

U.S. Food and Drug Administration

Tel: 240-402-1309

ellen.anderson@fda.hhs.gov

U.S. FOOD & DRUG

ADMINISTRATION

From: Madhu Soni <sonim@bellsouth.net>
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From: Madhu Soni
To: Anderson, Ellen
Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation
Date: Thursday, December 19, 2019 1:30:40 PM
Attachments: image001.png
image002.png
image003.png
Specs.xls

Dear Dr. Anderson,

Sorry | forgot to attach another file (Excel sheet- please see attached) received from the client.
Please accept my apology for the oversight.

Best regards

Madhu

From: Anderson, Ellen [mailto:Ellen.Anderson@fda.hhs.gov]

Sent: Thursday, December 19, 2019 8:56 AM

To: Madhu Soni <sonim@bellsouth.net>

Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Thank you, Dr. Soni. | will pass this along to our reviewers and get back to you if we have any
follow-up questions.

Sincerely,
Ellen

From: Madhu Soni <sonim@bellsouth.net>

Sent: Thursday, December 19, 2019 8:37 AM

To: Anderson, Ellen <Ellen.Anderson@fda.hhs.gov>

Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Dear Dr Anderson,

| am not sure whether the attached revised letter, just received from my client, replacing |H
protocol with In-House protocol will be satisfactory for your purposes. Please let me know.
Thanks

Best regards
Madhu

From: Madhu Soni [mailto:sonim@bellsouth.net]

Sent: Wednesday, December 18, 2019 3:18 PM

To: 'Anderson, Ellen' <Ellen.Anderson@fda.hhs.gov>

Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Dear Dr Anderson,

Sorry for my oversight and should have checked your email carefully. If | understand
correctly, you need the analytical methods used in the specification parameters. | have
requested the client to provide the methods used for the specification parameters. It appears
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that during preparation of this GRAS notice, | also missed this point. Again my apology for
the oversight.

Best regards
Madhu

From: Anderson, Ellen [mailto:Ellen.Anderson@fda.hhs.gov]
Sent: Wednesday, December 18, 2019 1:28 PM

To: Madhu Soni <sonim@bellsouth.net>
Subject: FW: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Hello Dr. Soni,

Thank you for your email and attached statement. The statement your forwarded says, “We
confirm that the analytical test method for determining the potency of “Bacillus coagulans SNZ
1969” has been validated as per IH protocol.”

Could you please elaborate on what is meant by “IH protocol”?

Thank you,
Ellen

Ellen Anderson
Consumer Safety Officer

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

U.S. Food and Drug Administration

Tel: 240-402-1309
ellen.anderson@fda.hhs.gov

U.S. FOOD & DRUG

ADMINISTRATION

From: Madhu Soni <sonim@bellsouth.net>

Sent: Wednesday, December 18, 2019 10:59 AM

To: Anderson, Ellen <Ellen.Anderson@fda.hhs.gov>

Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Dear Dr Anderson,
Thank you for your email and the update.

Please find attached, an official statement from Sanzyme as regards validation of analytical
methods used. If you have any questions, please let me know.

Best regards
Madhu

Madhu Soni, PhD, FACN, FATS
Soni & Associates Inc.
th
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749 46 Square
Vero Beach, FL 32968, USA

Phone: +1-772-299-0746
Cell: +1-772- -0104
www.soniassociates.net

From: Anderson, Ellen [mailto:Ellen.Anderson@fda.hhs.gov]
Sent: Monday, December 16, 2019 10:44 AM

To: Madhu Soni <sonim@bellsouth.net>
Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Good morning Dr. Soni,

We are finishing up our review of GRN 864 and have one more item to clarify. Please provide
a statement that all analytical methods used to analyze the batches of B.
coagulans SNZ 1969 spore preparation for conformance with the stated
specifications have been validated for that particular purpose.

Thank you,
Ellen

Ellen Anderson
Consumer Safety Officer

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

U.S. Food and Drug Administration

Tel: 240-402-1309

ellen.anderson@fda.hhs.gov

U.S. FOOD & DRUG

ADMINISTRATION

From: Madhu Soni <sonim@bellsouth.net>
Sent: Wednesday, October 02, 2019 10:35 AM

To: Anderson, Ellen <Ellen.Anderson@fda.hhs.gov>
Subject: RE: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Dear Dr. Anderson,
| have received responses to your queries on GRN 864 from our client (Sanzyme). Please see
below clarifications to your two queries:

FDA Query 1. Please state the intended protein source/sources (milk, soy, whey, etc.) of
infant formula to which the ingredient would be added.

Response: The intended protein sources of infant formula to which Bacillus coagulans SNZ
1969 will be added are Whey, Casein, Milk and Soy. In this regard, please note that Sanzyme
will market B. coagulans SNZ 1969 to the manufacturer of Infant Formula, who will be
marketing the infant formula as per US regulations.

FDA Query 2. Please describe the source of maltodextrin that is used in the spore preparation.
Response: The maltodextrin used in the spore preparation is from sources such as corn,
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potatoes or rice (21 CFR 184.1444).

Hope the above responses addresses your queries. If you have any questions, please let us
know.

Best regards
Madhu

Madhu Soni, PhD, FACN, FATS

Soni & Associates Inc.

749 46' square

Vero Beach, FL 32968, USA

Phone: +1-772-299-0746

Cell: +1-772-538-0104

www.soniassociates.net

From: Anderson, Ellen [mailto:Ellen.Anderson@fda.hhs.gov]
Sent: Tuesday, September 17, 2019 1:23 PM

To: sonim@bellsouth.net
Subject: GRN 864 - Bacillus coagulans SNZ 1969 spores preparation

Dear Dr. Soni,

As part of our ongoing evaluation of GRN 864 Bacillus coagulans SNZ 1969 spores preparation,
we noted the following questions that require clarification.

1. Please state the intended protein source/sources (milk, soy, whey, etc.) of infant formula
to which the ingredient would be added.

2. Please describe the source of maltodextrin that is used in the spore preparation.

We respectfully request a response by October 3, 2019. Please contact me if you have any
questions.

Sincerely,

Ellen

Ellen Anderson
Consumer Safety Officer

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

U.S. Food and Drug Administration

Tel: 240-402-1309
ellen.anderson@fda.hhs.gov

pIY U.S. FOOD & DRUG

ADMINISTRATION
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YA L

Sanzyme Biologics g

Years of

Date: 17/12/2019

TO WHOM SO EVER IT MAY CONCERN

We confirm that the Analytical Test Method for determining Appearance, Identity & Assay/ Potency of

“Bacillus coagulans SNZ 1969” has been validated as per In- House protocols.

For SANZYME BIOLOGICS (P) LIMITED

M.S. Muralidhar Goud
Sr. Manager — QA

SANZYME BIOLOGICS (P) LTD Factory : Plot Nos. 19 to 22, Sy. No's. 321/1,11,12,13 &
Regd. Office : Plot No.13. Sagar Society, Road No.2, 276 & 277, Biotech Park, Phase - lll, Genome Valley,

Banjara Hills, Hyderabad-500 034.,Telangana, India Karkapatla (V), Markook (Mdl.), Siddipet (Dist.),

Phone : +91 40-4858 9999 | Fax : +91 40-4858 9913 | Pin Code : 502 281. ,Telangana, India

Website : www.sanzymebiologics.com | Factory : Door No: 7-4-115, Sy. No: 258 & 259, Gaganpahad,
email : probioticsexports@sanzymebiologics.com Bangalore Road, Hyderabad — 500 052.,Telangana, India

CIN : U24110TG2016PTC112002
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Sheetl

Table 5. Specifications of Bacillus coagulans SNZ 1969 preparation

Parameter Characteristics (Sanzyme Biologics, 2018)* Method
Appearance Dark grayish white powder In- House
Identity Aerobic, gram positive thermostable spores In- House
Loss on drying (105° for | hour) NMT5% IP

Lactic acid producing capacity Not Less Than 10 ml of 0.05 M NaOH is consumed JPC

Viable spore NLT 5 x 10" spores/g In- House
Heavy metals

Arsenic <Img/kg ICP/OES
Lead < Img/kg ICP/OES
Mercury < Img/kg ICP/OES
Cadmium < Img/kg ICP/OES
Microbiological assays

Total bacterial counts NMT 0.1 million cfu/g In- House
Yeast and Mold NMT 10 cfu/g USP 61
Escherichia coli Negative/10 g USP 62
Salmonella Negative/10 g USP 62
Pseudomonas aeruginosa Negative/l g USP 62
Staphylococcus aureus Negative/l g USP 62
Bacillus cereus Negative/l g BAM Ch. 14
Lysteria monocytogens Negative/25 g BAM Ch. 10
Cronobacter sakazakii absent in 100 g BAM Ch. 25
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