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§ 170.240 Part 4, Self-Limiting Levels of Use

The use of inulin in foods is considered to be self-limitin
as product texture and/or flavor profile as well as potenti
affect consumer acceptance.

g for technological reasons, such
al laxation, any of which could
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&% eurofins

Nutrition Analysis Center

Eurofins Scientific Inc.

Nutrition Analysis Center

2200 Rittenhouse Street, Suite 150
Des Moines, 1A 50321

Tel:+1 515 265 1461

Fax:+1 515 266 5453

Eurofins Sample Code:

Sample Description: Inulin Powder
Client Sample Code:

PO Number:

Client Code:

Cargill CTS R&D

attn: Breann Rasmussen
14800 28th Ave N.
Plymouth, MN 55447

CERTIFICATE OF ANALYSIS
AR-19-QD-001778-01

Entry Date: 12/22/2018
Reporting Date: 01/04/2019

Cargill CTS R&D

Attn: Varathan Vamadevan
14800 28th Ave N.
Plymouth, MN 55447

Test

QA101 - Aflatoxin B1 B2 G1 G2 (LC-MSMS)
ACAC 999.07 Modifiad

Aflatoxin B1
Adjusted LOQ for this matrix.

Aflatoxin B2
Aflatoxin G1
Aflatoxin G2
Aflatoxins total

m- Fumonisin, total (LC-MSMS)
J AOAC, 92 (2), 496.
Fumonisin, total

QAAO0T - Vamlitoxin (Deoxynivalenol, DON) LC-MSMS
Internal Method
Vomitoxin (Deoxynivalenol)
Adjusted LOQ for this matrix.

QAA19 - Zearalenone (LC-MSMS)
internal Method
Zearalenone
Adjusted LOQ for this matrix.

QA404 - Ochratoxin A (LC-MSMS)
ADOAC 989 .07 Madified

Ochratoxin A
Adjusted LOQ for this matrix.

Result

<5 pglkg

<5 ug/kg
<5 pglkg
<5 pg/kg
<5 pa/kg

<30 pg/kg

<50 g/kg

<25 pg/kg

<5 uaglkg

Theoretical

Level
Completed: 01/04/2019

Completad: 01/04/2019

Completed: 01/04/2019

Completed: 01/04/2019

Completed: 01/04/2019

All work done in accordance with Eurofins General Terms and Conditions of Sale (USA);
full text on reverse or www.eurofinsus.com/Terms_and_Conditions.pdf
Page 1 0of 2

Certificate of Analysis: AR-19-QD-001779-01


www.eurofinsus.com/Terms_and_Conditions.pdf



www.eurofinsus.com/Terms_and_Conditions.pdf

oa » Eurofins Scientific Inc.
::.% cu rOfI ns Nutrition Analysis Center
ot . 2200 Rittenhouse Street, Suite 150

Nutrition Analysis Center Des Moines, IA 50321

Tel:+1 515 265 1461
Fax:+1 515 266 5453

Eurofins Sample Code: () (6) Entry Date: 12/22/2018

Sample Description: Inulin Powder Reporting Date: 01/04/2019

Client Sample Code:(b) (6)

PO Number: |

Client Code:
Cargill CTS R&D Cargill CTS R&D
attn: Breann Rasmussen Attn: Varathan Vamadevan
14800 28th Ave N. 14800 28th Ave N.
Plymouth, MN 55447 Plymouth, MN 55447

CERTIFICATE OF ANALYSIS
AR-19-QD-001780-01

Test Result Theoretical
Level

QAY01 - Aflatoxin B1 B2 G1 G2 (LC-MSMS) Completed: 01/04/2018
ADAC 999.07 Mathlisd

Afiatoxin B1 <5 pglkg
Adjusted LOQ for this matrix.

Aflatoxin B2 <5 pa/kg

Aflatoxin G1 <5 pg/kg

Aflatoxin G2 <5 pglkg

Aflatoxins total <5 pag/kg
JADAC, 92 (2), 496.

Fumonisin, total <30 pg/kg
QAADT - Vomlioxin (Deoxynivalenol, DON) LC-MSMS Complated: 01/04/2019
Intarnal Method

Vomitoxin (Deoxynivalenol) <50 pg/kg
Adjusted LOQ for this matrix.
QAA1S - Zaaralenone (LC-MSMS) Completad: 01/04/2019
Imemal Method

Zearalenone <25 pglkg

Adjusted LOQ for this matrix.

2 Complotad: 01/04/2019
AOAC 999.07 Modified

Ochratoxin A <5 pglkg
Adjusted LOQ for this matrix.

All work done in accordance with Eurofins General Terms and Conditions of Sale (USA);
full text on reverse or www.eurofinsus.com/Terms_and_Conditions.pdf

Page 10of 2 Cedificate of Analysis: AR-13-QD-001780-01


www.eurofinsus.com/Terms_and_Conditions.pdf
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&% eurofins

Nutrition Analysis Center

Eurofins Scientific Inc.

Nutrition Analysis Center

2200 Rittenhouse Street, Suite 150
Des Moines, |1A 50321

Tel:+1 515 265 1461

Fax:+1 515 266 5453

Eurofins Sample Code:

Sample Description: Inulin Powder
Client Sample Code: (b) (4) '
PO Number: (b) (4)

Client Code:

Cargill CTS R&D

attn: Breann Rasmussen
14800 28th Ave N,
Plymouth, MN 55447

CERTIFICATE OF ANALYSIS
AR-19-QD-001781-01

Entry Date: 12/22/2018
Reporting Date: 01/04/2019

Cargill CTS R&D

Altn: Varathan Vamadevan
14800 28th Ave N.
Plymouth, MN 55447

Test

QA101 - Aflatoxin B1 B2 G1 G2 (LC-MSMS)
ACAC 999.07 Modified

Aflatoxin B1
Adjusted LOQ for this matrix.

Aflatoxin B2

Aflatoxin G1

Afiatoxin G2
Aflatoxins tolal

X .f*(W}
JAOAC, 92 (2), 496.
Fumonisin, total

QAANT - Vomitoxin (Deaxynivalenol, DON) LC-MSMS
Inlemal Method
Vomitoxin (Deoxynivalenol)
Adjusted LOQ for this malrix.

QAA1S - Zearalenona (LC-MSMS)
Intemal Method
Zearalenone
Adjusted LOQ for this matrix.

AQAC 999.07 Modified
Ochratoxin A
Adjusted LOQ for this matrix.

Result

<5 uglkg

<5 pglkg
<5 pglkg
<5 uglkg
<5 pg/kg

<30 ug/kg

<50 pg/kg

<25 pg/kg

<5 pglkg

Theoretical
Level

Completed, 01/042019

Completed: 01/04/2019

Completed: 01/04/2019

All work done in accordance with Eurofins General Terms and Conditions of Sale (USA);
full text on reverse or www.eurofinsus.com/Terms_and_Conditions. pdf
Page 1 of 2

Cerlificate of Analysis: AR-18-QD-001781-01


www.eurofinsus.com/Terms_and_Conditions.pdf
http:lritem.al
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&% eurofins

Nutrition Analysis Center

Eurofins Scientific Inc.

Nutrition Analysis Center

2200 Rittenhouse Street, Suite 150
Des Moines, IA 50321

Tel:+1 515 265 1461

Fax:+1 515 266 5453

Eurofins Sample Code:

Sample Description: Inulin Syrup
Client Sample Code: (b) (4)

PO Number: (b) (4)

Client Code:

Cargill CTS R&D

attn: Breann Rasmussen
14800 28th Ave N,
Plymouth, MN 55447

CERTIFICATE OF ANALYSIS
AR-19-QD-001782-01

Entry Date: 12/22/2018
Reporting Date: 01/04/2019

Cargill CTS R&D

Attn: Varathan Vamadevan
14800 28th Ave N.
Plymouth, MN 55447

Test

QA101 - Aflatoxin B1 B2 G1 G2 (LC-MSMS)
ADAC 999 .07 Modified

Aflatoxin B1
Adjusted LOQ for this malrix.

Afatoxin B2
Aflatoxin G1
Aflatoxin G2
Aflatoxins total

nisin, total (LC-MSMS)
JAOAC, 92 (2), 496.
Fumanisin, total

I, DON) LC-MSMS
Internal Method
Vomitexin (Deoxynivalenol)
Adjusted LOQ for this matrix.

Intemal Method '
Zearalenone

Adjusted LOQ for this matrix.

P |
AQAC 999,07 Madified
Ochratoxin A

Adjusted LOQ for this matrix.

Result

<5 pg/kg

<5 pglkg
<5 pgrkg
<5 pa/kg
<5 pgrkg

<30 pg/kg

<50 pg/kg

<25 pg/kg

<5 ug/kg

Theoretical
Level

Completad: 01/04/2019

Comploted: 01/0412019

Completad: 01/04/2019

Completed: 01/04/2019

Campleted: 01/04/2012

All work done in accordance with Eurofins General Terms and Conditions of Sale (USA);
full text on reverse or www.eurofinsus.com/Terms_and_Conditions.pdf

Page 1of 2

Certificate of Aralysis: AR-19-QD-001782-01


www.eurofinsus.com/Terms_and_Conditions.pdf
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www.eurofinsus.com1Terms_and_Conditions.pdf

Eurofins Scientific Inc.

0% "
&:’ e u rOfl n S Nutrition Analysis Center
Lo : 2200 Rittenh Street, Suite 150
Nutrition Analysis Center 2l ct)Jl:asseMoines, A 50321

Tel:+1 515 265 1461
Fax:+1 515 266 5453

Entry Date: 09/10/2018
Reporting Date: 09/19/2018

Eurofins Sample Code:

Sample Description: Inulin Syrup
Client Sample Code: (b) (4)

PO Number:

Client Code: (D) (4)

Cargill
Attn: Erik Eliason
14800 28th Ave N.
MS #117
Plymouth, MN 55447

CERTIFICATE OF ANALYSIS
AR-18-QD-140674-01

Test Result Theoretical
Level
QAADT - Vomitoxin (Deoxynivalonol, DON) LC-M5MS Completed: 09/19/2018
Interrial Mathod
Vomitoxin (Deoxynivalenol) <50 ug/kg

Respectfully Submitted,
Eurofins Scientific Inc.

Q. .

David Gross

Support Services Manager
Results shown in this report relate solely to the item submitted for analysis.
All results are reported on an "As Received" basis unless otherwise stated.
Reports shall not be reproduced except in full without written permission of
Eurofins Scientific, Inc. Measurement of Uncertainty can be obtained upon request.

All work done in accordance with Eurofins General Terms and Conditions of Sale (USA);
full text on reverse or www.surofinsus.com/Terms_and_Conditions.pdf
Page 10of1 Certificate of Analysis: AR-18-QD-140674-01


www.eurofinsus.com/Terms_and_Conditions.pdf
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From: Don Schmitt

To: Kolanos, Renata

Cc: Amy Hall

Subject: Re: REGARDING: GRN 849

Date: Wednesday, July 10, 2019 8:46:11 PM
Attachments: Intrinsic Organics FDA Repsonses 071019.pdf

Dear Dr. Kolanos,

Please find attached answers to FDA’s questions regarding GRN 849.

Don

Donald F. Schmitt, M.P.H.
Senior Managing Scientist

ToxStrategies, Inc.
739 Thornapple Drive
Naperville, IL 60540
phone: 630.352.0303

email: dschmitt@toxstrategies.com

This e-mail, and any attachments thereto, is intended only for use by the addressee(s) named herein and may
contain legally privileged and/or confidential information. If you are not the intended recipient of this e-mail, you are
hereby notified that any dissemination, distribution or copying of this e-mail, and any attachments thereto, is strictly
prohibited. If you have received this e-mail in error, please immediately notify ToxStrategies, Inc. at (832) 868-
7729 and permanently delete the original and any copy of any e-mail and any printout thereof.


mailto:dschmitt@toxstrategies.com

July 10, 2019

Renata Kolanos, Ph.D.

Consumer Safety Officer

U.S. Food and Drug Administration

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

Division of Food Ingredients

Subject: Clarification Letter Questions (dated June 25, 2019)

Dear Dr. Kolanos,

The following letter contains Intrinsic Organic’s responses to the questions raised in FDA’s letter
of June 25, 2019. We believe it addresses all of the issues raised and provides clarification of all
nine items.

Please let me know if you have any further questions/needs.

Sincerely,

Donald F. Schmitt, M.P.H.
Senior Managing Scientist



(1) According to 21 CFR 170.255(¢c)(1), Part 1 of a GRAS notice must contain a statement that

the notifier is submitting the notice in accordance with 21 CFR Part 170 Subpart E. This
statement is missing in the notice. Please provide this statement.

¢ Intrinsic Organics, LLC, through its agent ToxStrategies, Inc., hereby notifies the U.S.
Food and Drug Administration (FDA) of the submission of a Generally Recognized as
Safe (GRAS) notice for the use of inulin from Jerusalem Artichoke in human food in
accordance with Subpart E of 21 CFR § 170.

(2) On p. 8, the notifier states that inulin contains fructooligo/polysaccharides with a chain length
(degree of polymerization or DP) ranging from 3 to over 60. Please provide the molecular weight
range, an average DP, and chain length distribution.

The following tables provide the molecular weight range, an average DP, and chain length
distribution for the inulin ingredient.

Lot

DP Range 3to 80 3to082 3 to 60 3to 59 3to 60 3to 60
MW Range 504 to 12994 | 504 to 13318 504 to 9750 504 to 9588 504 to 9750 504 to 9750
Avg DP 10 11 6 6 9 8

1 12 L L L |

DP Level MW % Dry Mass % Dry Mass | % Dry Mass % Dry Mass % Dry Mass % Dry Mass
DP3 504.4 5.14 3.94 11.21 10.29 1.42 6.80
DP4 666.6 6.11 5.70 12.04 9.02 10.46 8.94
DP5 828.8 5.40 5.79 10.99 8.57 8.52 8.53
DP6 991 5.46 5.53 9.48 8.65 7.70 6.04
DP7 1153.2 5.76 5.58 7.96 742 6.76 5.32
DP8 13154 598 5.83 6.87 8.26 6.53 5.14
DP9 1477.6 5.78 5.94 6.01 6.49 6.05 4.19
DP10 1639.8 5.76 5.60 537 5.26 5.30 4.26
DP11 1802 5.51 542 4.59 3.04 5.04 3.89
DP12 1964.2 6.20 5.14 3.54 2.58 4.28 3.26
DP13 2126.4 5.01 4.83 2.62 1.90 4.16 2.92
DP14 2288.6 4.70 4.41 1.96 0.76 3.82 2.32
DP15 2450.8 4.25 4.01 1.71 0.42 3.00 2.05
DP16 2613 3.72 3.72 1.20 0.39 2.81 1.79
DP17 2775.2 3.60 3.29 0.82 0.39 2.33 1.61
DPI18 2937.4 3.13 2.97 0.31 0.38 1.94 1.41
DP19 3099.6 2.81 2.55 trace 0.36 1.56 1.30
DP20 3261.8 2.31 2.24 trace 0.35 1.34 1.05
DP21 3424 1.88 1.90 trace 0.33 1.30 0.89




DP22 3586.2 1.52 1.55 trace 0.31 1.21 0.81
DP23 3748.4 1.21 1.23 trace 0.28 1.10 0.67
DP24 3910.6 0.92 0.92 trace 0.25 0.97 0.59
DP25 4072.8 0.63 0.62 trace 0.22 0.85 0.52
DP26 4235 0.32 0.46 trace 0.18 0.75 0.46
DP27 4397.2 trace 0.21 trace 0.17 0.79 0.39
DP28 4559.4 trace trace trace 0.14 0.58 0.33
DP29 4721.6 trace trace trace trace 0.48 0.30
DP30 4883.8 trace trace trace trace 0.42 0.23
DP31 5046 trace trace trace trace 0.34 0.17
DP32 5208.2 trace trace trace trace 0.29 0.13
DP33 5370.4 trace trace trace trace 0.24 0.11
DP34 5532.6 trace trace trace trace 0.15 trace
DP35 5694.8 trace trace trace trace 0.17 trace
DP36 5857 trace trace trace trace 0.14 trace
DP37 6019.2 trace trace trace trace 0.13 trace
DP38 6181.4 trace trace trace trace 0.12 trace
DP39 6343.6 trace trace trace trace 0.10 trace
DP40 6505.8 trace trace trace trace trace trace
DP41 6668 trace trace trace trace trace trace
DP42 6830.2 trace trace trace trace trace trace
DP43 6992.4 trace trace trace trace trace trace
DP44 7154.6 trace trace trace trace trace trace
DP45 7316.8 trace trace trace trace trace trace
DP46 7479 trace trace trace trace trace trace
DP47 7641.2 trace trace trace trace trace trace
DP48 7803.4 trace trace trace trace trace trace
DP49 7965.6 trace trace trace trace trace trace
DP50 8127.8 trace trace trace trace trace trace
DP51 8290 trace trace trace trace trace trace
DP52 8452.2 trace trace trace trace trace trace
DP53 8614.4 trace trace trace trace trace trace
DP54 8776.6 trace trace trace trace trace trace
DP55 8938.8 trace trace trace trace trace trace
DP56 9101 trace trace trace trace trace trace
DP57 9263.2 trace trace trace trace trace trace
DP58 94254 trace trace trace trace trace trace
DP59 9587.6 trace trace trace trace trace trace
DP60 9749.8 trace trace trace trace trace
DP61 9912 trace trace

DP62 10074.2 trace trace




DP63 10236.4 trace trace
DP64 10398.6 trace trace
DP65 10560.8 trace trace
DP66 10723 trace trace
DP67 10885.2 trace trace
DP68 11047.4 trace trace
DP69 11209.6 trace trace
DP70 11371.8 trace trace
DP71 11534 trace trace
DP72 11696.2 trace trace
DP73 11858.4 trace trace
DP74 12020.6 trace trace
DP75 12182.8 trace trace
DP76 12345 trace trace
DP77 12507.2 trace trace
DP78 12669.4 trace trace
DP79 12831.6 trace trace
DP80 12993.8 trace trace
DP81 13156 trace
DPg2 13318.2 trace




(3) On p. 9, the notifier included a flow diagram of the inulin manufacturing process (Figure 2).
The diagram is not easily readable. Please provide a readable copy of Figure 2 and define the
abbreviations used.

(4) On p. 9 (Figure 2), the notifier states that no processing aids are used in the manufacture of
inulin. However, based on Figure 2, the aqueous extract is filtered/membrane filtered. Please
provide a statement whether the filters/membranes used are permitted for use in the manufacture
of food.

e All filters and membranes (ultrafiltration (UF) and nanofiltration (NF)) used in the
manufacturing process are permitted for use in the manufacture of food.

(5) In Appendix A, the notifier provides results of batch analyses along with the analytical
methods. We noted that in some cases different methods were used to test for the same
specification parameters. For example, inulin syrup batches were tested using the methods listed
below for the following specification parameters:

e total solids: AOAC 925.45 or AOAC 932.14,



e S aureus: FDA/BAM or AOAC 975.55

o Salmonella: AOAC 100201 or AOAC 2004.03

Please explain the reason for using different methods for testing the same specification
parameters, and for each specification parameter listed in Tables 1 and 2, provide a
corresponding method that will be routinely used to monitor inulin batches for consistent
quality and compliance with the specification provided in the notice. In addition, for each
method (except for standard methods such as AOAC methods), please provide a statement

indicating whether the method was validated.

At the time of the batch analysis, two different contract laboratories were employed
that used different AOAC or FDA/BAM methods for some parameters.

The following tables provide a corresponding method that will be routinely used to

monitor inulin batches for consistent quality and compliance with the specification

provided in the notice.

Table 1. Specifications for IOF-SYRUP

Parameter Specification Method

Composition

Total solids (%) Min. 65 AOAC 932.14

Inulin (DP-3 to DP-60+) (%) Min. 65 Calculated

Total glucose, fructose, sucrose (%) Max. 20 AOAC 980.13

Protein (%) Max. 10 AOAC 992.23

Ash (%) Max. 10 AOAC 900.02

Contaminants

Arsenic (ppm) <0.05 AOAC 985.01

Lead (ppm) <0.05 AOAC 999.10

Mercury (ppm) <0.05 AOAC 985.01

Cadmium (ppm) <0.05 AOAC 999.10

Pesticides Absent AOAC 2007.01
Aflatoxin and Ochratoxin,
AOAC 999.07 modified;

Mycotoxins Absent Fumonisin JAOAC 92(2):496;

Vomitoxin and Zearalenone,

internal method, validated

Microbiological Specifications

Aerobic plate count (cfu/g) <1,000 AOAC 2015.13




Molds (cfu/g) <20 AOAC 2014.05
Yeasts (cfu/g) <20 AOAC 2014.05
Bacillus cereus (cfu/g) <100 FDA/BAM
Enterobacteriaceae (in 1g) Absent AOAC 2003.01
Coliforms (in 1g) Absent AOAC991.14
E. coli (in 1g) Absent AOAC991.14
Staphylococcus aureus (in 1g) Absent FDA/BAM
Salmonella (in 25g) Absent AOAC 2004.03
Table 2. Specifications for IOF-POWDER
Parameter Specification Method
Composition
Total solids (%) Min. 90 AOAC 925.10
Inulin (DP-3 to DP-60+) (%) Min. 65 Calculated
Total glucose, fructose, sucrose (%) Max. 20 AOAC 980.13
Protein (%) Max. 10 AOAC 992.23
Ash (%) Max. 10 AOAC 923.03
Contaminants
Arsenic (ppm) <0.05 AOAC 985.01
Lead (ppm) <0.05 AOAC 999.10
Mercury (ppm) <0.05 AOAC 985.01
Cadmium (ppm) <0.05 AOAC 999.10
Pesticides Absent AOAC 2007.01
Aflatoxin and Ochratoxin,
AOAC 999.07 modified;
Mycotoxins Absent Fumonisin JAOAC 92(2):496;
Vomitoxin and Zearalenone,
internal method, validated
Microbiological Specifications
Aerobic plate count (cfu/g) <1,000 AOAC 2015.13
Molds (cfu/g) <20 AOAC 2014.05
Yeasts (cfu/g) <20 AOAC 2014.05
Bacillus cereus (cfu/g) <100 FDA/BAM




Enterobacteriaceae (in 1g) Absent AOAC 2003.01
Coliforms (in 1g) Absent AOAC991.14
E. coli (in 1g) Absent AOAC991.14
Staphylococcus aureus (in 1g) Absent AOAC 975.55
Salmonella (in 25g) Absent AOAC 2004.03

(6) In Appendix A, footnotes 1 and 2 in the certificates of analyses are not readable. Please
provide this information in a readable form.

e Footnote 1 reads “Printed values are mean values for this batch
e Footnote 2 reads “Internal method, no international standard available”

(7) On p. 16, the notifier states that stability testing data for inulin can be found in Appendix A.
However, Appendix A does not contain stability data. Please provide these data.

e The statement concerning stability testing data to be found in Appendix A was in error
and should be removed. Analyses are in progress and stability data will be provided to the
FDA late July/August as an amendment to the GRAS notification.

e Paragraph on page 16 should now read; “Intrinsic Organics currently recommends that
the product be stored in a dry place in its original container and tightly sealed until use.
Once opened, the inulin product should be handled using cGMPs. Stability testing of
unopened containers of the syrup and powder inulin forms is in progress. Similar to other
currently marketed inulin products, Intrinsic Organics considers the finished product to
also be stable when kept in an unopened, sealed container under ambient conditions for a
minimum of 1 year for IOF-SYRUP, and 5 years for IOF-POWDER.”

(8) On p. 19, the notifier states that the inulin is intended to be used as an alternative source of
chicory inulin in the same food categories and at the equivalent use levels as specified in GRN
118. The notifier calculated the equivalent use levels for two inulin formulations, powder and
syrup, in Table 9. Please confirm that the notifier calculated use levels assuming that the powder
contains 90% inulin (the same as the chicory inulin that was the subject of GRN 118), and that
the syrup contains 65% inulin. If this assumption is not correct, please provide sample
calculations of the use levels for your inulin powder and syrup.

e The notifier confirms that the calculated use levels assumed that the powder contains
90% inulin (the same as the chicory inulin that was the subject of GRN 118), and that the
syrup contains 65% inulin

(9) In Table 1, the notifier includes the use level of inulin syrup and powder in baby foods (0.35
g/serving and 0.25 g/serving, respectively). If the notifier calculated these levels based on the use
level of chicory inulin (1 g/serving) as provided in Table 1, we note that these use levels were
calculated incorrectly. We also note that the use level of chicory inulin specified in GRN 118



was 0.25 g/serving and was increased to 1 g/serving upon a successful supplement to GRN 118.
Please clarify which use level of chicory inulin was used to calculate the use levels of the
notifier’s inulin in baby foods and provide the correct intended use levels for both inulin syrup
and inulin powder.

e Given the 1 g/serving for chicory inulin in baby foods that was approved in the
supplement to GRN 118, the calculated use levels for the syrup and powder in Table 9
were incorrectly calculated and presented. The maximum use levels for IOF syrup and
powder for use in baby foods should read 1.4 g/serving and 1 g/serving, respectively.



From: Don Schmitt

To: Kolanos, Renata
Subject: Re: Regarding GRN 849
Date: Wednesday, September 11, 2019 11:57:16 AM

Attachments: Shelf Life Test 201811271S 9 Month Comparison[16].pdf
Shelf Life Test 201810231P 10 Month Comparison[10].pdf

Hi Dr. Kolanos,

Here is the promised stability testing data from Intrinsic Organics. There are data for the syrup (9-
month stability data) and powder (10-month stability data) forms of the inulin ingredient. FYI,

Best regards,

Don

Donald F. Schmitt, M.P.H.
Senior Managing Scientist

ToxStrategies, Inc.
739 Thornapple Drive
Naperville, IL 60540
phone: 630.352.0303

email: dschmitt@toxstrategies.com

This e-mail, and any attachments thereto, is intended only for use by the addressee(s) named herein and may
contain legally privileged and/or confidential information. If you are not the intended recipient of this e-mail, you are
hereby notified that any dissemination, distribution or copying of this e-mail, and any attachments thereto, is strictly
prohibited. If you have received this e-mail in error, please immediately notify ToxStrategies, Inc. at (832) 868-
7729 and permanently delete the original and any copy of any e-mail and any printout thereof.


mailto:dschmitt@toxstrategies.com

Analytical Report

Mfg Date: 10/23/18

Batch ID:

1/24/2019 8/28/2019

Parameter Original 3 Month 10 Month 12 month 18 Month
Solids (%) 94.64 97.52 94.05
Aw 0.24 0.22 0.34
Glucose (%) 0.43 0.23 0.00
Fructose (%) 0.79 0.57 0.50
Sucrose (%) 4.49 3.75 6.21
DP3 (%) 3.82 3.27 9.71
Maltose (%) 0.63 0.93 0.00
DP4 (%) 5.61 3.60 8.11
Sugar Content (%) 6.34 5.48 6.71
DP Range (3 to X) 82 84 89

Microbe (Allowable Limit)

Aerobic Plate Count (1000 CFU) 200 56 ND
Enterrobacterecea (0 CFU) ND ND ND
Coliform (0 CFU) ND ND ND
E. coli (0 CFU) ND ND ND
Yeast (20 CFU) ND ND ND
Mold (20 CFU) ND ND ND
B. cereus (100 CFU) 43 38 ND

AMY R HALL
Laboratory Manager
1410 Organic Way
Weiser, ID 83672




Analytical Report

Date:

1/24/2019 8/28/2019

11/27/18

Batch ID:

Parameter Original 2 Month 9month 12 month 18 Month
Solids (%) 65.56 65.87 66.03
Aw 0.86 0.87 0.88
Glucose (%) 0.15 0.15 0.00
Fructose (%) 0.30 0.32 0.00
Sucrose (%) 9.92 4.82 4.86
DP3 (%) 8.94 3.96 10.22
Maltose (%) 0.88 0.74 0.00
DP4 (%) 8.95 4.41 9.24
Sugar Content (%) 11.26 6.02 4.86
DP Range (3 to X) 68 57 65

Microbe (Allowable Limit)

Aerobic Plate Count (1000 CFU) 894 637 500
Enterrobacterecea (0 CFU) ND ND ND
Coliform (0 CFU) ND ND ND
E. coli (0 CFU) ND ND ND
Yeast (20 CFU) ND ND ND
Mold (20 CFU) ND ND ND
B. cereus (100 CFU) 93 93 94

AMY R HALL
Laboratory Manager
1410 Organic Way
Weiser, ID 83672




From: Amy Hall

To: Kolanos, Renata

Cc: Don Schmitt; Wanda Coulombe
Subject: RE: Regarding GRN 849

Date: Friday, September 13, 2019 12:55:29 PM
Dr. Kolanos,

The values to which you are inquiring are indeed below the LOD. They are listed as 0.00% so they
don’t present problems for formulas within our analysis software.

Kindest regards,

Amy Hall
Laboratory Manager

From: Don Schmitt <dschmitt@toxstrategies.com>

Sent: Friday, September 13, 2019 6:23 AM

To: Wanda Coulombe <wanda@intrinsicorganics.com>; Amy Hall <amy@intrinsicorganics.com>
Subject: FW: Regarding GRN 849

Hi Amy/Wanda,

Just received the following email from FDA this morning. Can you respond to their question? Feel
free to send it to them directly (cc me) or send to me and | will forward it to Dr. Kolanos.

Thanks.

Don

Donald F. Schmitt, M.P.H.
Senior Managing Scientist

ToxStrategies, Inc.
739 Thornapple Drive
Naperville, IL 60540
phone: 630.352.0303

email: dschmitt@toxstrategies.com

This e-mail, and any attachments thereto, is intended only for use by the addressee(s) named herein and may
contain legally privileged and/or confidential information. If you are not the intended recipient of this e-mail, you are


mailto:dschmitt@toxstrategies.com
mailto:amy@intrinsicorganics.com
mailto:wanda@intrinsicorganics.com
mailto:dschmitt@toxstrategies.com

hereby notified that any dissemination, distribution or copying of this e-mail, and any attachments thereto, is strictly
prohibited. If you have received this e-mail in error, please immediately notify ToxStrategies, Inc. at (832) 868-
7729 and permanently delete the original and any copy of any e-mail and any printout thereof.

From: "Kolanos, Renata" <Renata.Kolanos@fda.hhs.gov>
Date: Friday, September 13, 2019 at 6:40 AM

To: "Donald Schmitt, MPH" <dschmitt@toxstrategies.com>
Subject: RE: Regarding GRN 849

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.

Dear Mr. Schmitt,

We reviewed the stability data for the syrup and powder form of inulin and we noted that the
concentration of glucose, fructose, and/or maltose at the end of the testing period (9 or 10 months)
are reported as zero percent (0.00 %). Please confirm that the concentrations are reported as 0.00%
because they are below the limit of detection (LOD) of the analytical method. If this is not the case,
please provide an explanation for these analytical results.

Regards,
Renata

Renata Kolanos, Ph.D.
Regulatory Review Scientist/Chemistry Reviewer

U.S. Food and Drug Administration

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

Division of Food Ingredients


mailto:dschmitt@toxstrategies.com
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From: Don Schmitt

To: Kolanos, Renata
Subject: Re: REGARDING GRN 000849
Date: Monday, October 14, 2019 9:23:36 AM

Hi Dr. Kolanos,

My apologies for the delay in responding,

While the GRAS notification as submitted indicated August 2018, we also searched in September
2018 and again at the end of the year (December 2018). We submitted the GRAS notification the
first week of February 2019.

Don

Donald F. Schmitt, M.P.H.
Senior Managing Scientist

ToxStrategies, Inc.
739 Thornapple Drive
Naperville, IL 60540
phone: 630.352.0303

email: dschmitt@toxstrategies.com

This e-mail, and any attachments thereto, is intended only for use by the addressee(s) named herein and may
contain legally privileged and/or confidential information. If you are not the intended recipient of this e-mail, you are
hereby notified that any dissemination, distribution or copying of this e-mail, and any attachments thereto, is strictly
prohibited. If you have received this e-mail in error, please immediately notify ToxStrategies, Inc. at (832) 868-
7729 and permanently delete the original and any copy of any e-mail and any printout thereof.

From: "Kolanos, Renata" <Renata.Kolanos@fda.hhs.gov>
Date: Friday, October 11, 2019 at 8:23 AM

To: "Donald Schmitt, MPH" <dschmitt@toxstrategies.com>
Subject: REGARDING GRN 000849

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.

Dear Mr. Schmitt,

We need one more information. Please provide the end date (the month and year) for the literature
search performed prior to the submission of GRN 000849.


mailto:dschmitt@toxstrategies.com
mailto:Renata.Kolanos@fda.hhs.gov
mailto:dschmitt@toxstrategies.com

Regards,
Renata

Renata Kolanos, Ph.D.
Regulatory Review Scientist/Chemistry Reviewer

U.S. Food and Drug Administration

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

Division of Food Ingredients
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