
From: Salvatore DAngelo
To: Deng, Kaiping
Cc: Ian Horner Kerry; Scott Barnum Kerry; Ryan Simon Intertek
Subject: [EXTERNAL] FW: FDA Response
Date: Wednesday, August 16, 2023 12:02:06 PM
Attachments: C85DF2FC52BD4EC99D287875EFDA32C0.png

279F24FCE94A412B942F96EAE904CF49.png

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 Dr. Deng,

We  have prepared a response to your questions regarding Calcium Acetate and offer the following. We trust this
information is sufficient for approval of our application. As always lease advise if there are any questions or additional
information needed.

Best Regards,

Sal D’Angelo

Sal:

I have filled in the missing data from the last email. You can share this with FDA.

Ryan

------------
Based on feedback from customers we anticipate that calcium acetate will be used at a maximum level of 0.5% as an
antimicrobial agent in most food categories, which compares to a use typical maximum use level of 0.3% for calcium
propionate. In this regard it is expected that the use of calcium acetate as an antimicrobial will be partially
substitutional to current uses of calcium propionate and in these instances will result in some foods containing higher
concentrations of calcium. Niacet recognizes that the current dietary intakes of calcium estimated using the NHANES
surveys approaches the Institute of Medicine’s upper limit for calcium of 2000 mg among individuals >50 years of age.
The majority of calcium consumed in the diet is contributed by natural sources (e.g., cheese, milk, vegetables) and
dietary supplements, therefore changes from added sources with technical functionality in food will have a fractional

impact on total dietary intakes. Among heavy consumers (90th percentile), the estimated impact of added sources of
calcium in the in the diet will be overestimated as such products will not have 100% marketshare, and consumers are
highly unlikely to consume every food product to which calcium acetate may be added at the highest permissible use
level on a daily basis. These limitations in the use of NHANES data are widely acknowledged. For example, the
National Cancer Institute (NCI) have developed a method to model particular aspects of usual dietary intakes of
episodically foods using 24-hour recalls (1). This method has been validated in a series of peer-reviewed publications
(1) and has been applied to dietary calcium intakes using NHANES data.  For example, using this method, the
estimated distributions of calcium for men aged 40–59 were determined using data provide by the National Health
and Nutrition Examination Survey (2011–2014). When calcium intakes were estimated using the traditional approach

(i.e., NHANES) to estimate the 90th percentile intakes of calcium on a given day by men aged 49 to 59, dietary intakes

of calcium were estimated to be 1966.8 mg.  This value is comparable to the 90th percentile intake of 1980 mg that
was estimated for calcium among men aged 31 to 50 presented in Table 3.3.1-1 in Niacet’s notice. However, when
dietary intakes of calcium were estimated using the NCI method which corrected for episodic consumption patterns
by heavy users of foods that may contain calcium, the intakes of calcium from all food sources was estimated to be
much lower at 1598.1 mg per day (2). Thus, a significant margin relative to the upper limit of 2000 mg per day is
apparent and the replacement of antimicrobial food uses of calcium proprionate in the diet with calcium acetate is
not expected to result in dietary intakes that would exceed the UL value of 2000 mg among older individuals <50

GRAS Notice (GRN) No. 1126 amendments 
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory



years of age.
 

1. Usual Dietary Intakes: The NCI Method | EGRP/DCCPS/NCI/NIH (cancer.gov)
2. Vital and Health Statistics, Series 2, Number 178, February 2018 (cdc.gov)

 
 
 
Ryan Simon
Sr. Director, Safety & Regulatory
Food & Nutrition Group

Direct       +1 905 286-4188 
Office       +1 905 542-2900   
http://www.intertek.com/scientific-regulatory-consultancy/

 
Intertek, 2233 Argentia Rd., Suite 201, Mississauga, ON L5N 2X7
 
You’ll be amazed where you find Intertek.

 
From testing fuel for Air Force One to perfecting the design of baby bottles, these are just some of the amazing stories
that we’re sharing about the world of Intertek.
 
 
 

You’ll be amazed where you find Intertek.
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Sincerely, 

Salvatore J. D’Angelo 
Consultant, Quality Assurance & Regulatory Affairs 

Niacet Corporation A Kerry Company 
400 47th Street 
Niagara Falls, NY 14304 
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From: Salvatore DAngelo
To: Deng, Kaiping
Cc: Ian Horner Kerry; Ryan Simon Intertek; Pieter Paul Lamers; Pieter Timmermans
Subject: FW: [EXTERNAL] RE: Questions to Notifier_GRN 001126
Date: Friday, December 22, 2023 11:04:44 AM
Attachments: 35C8B55E0B1A467BAFA8939284435D7A.png

CoA 2000096166 Calcium Acetate powder pharma .pdf
CoA 2000105017 Calcium Acetate powder pharma .pdf
CoA 2000113251 Calcium Acetate powder pharma.pdf
CoA 20001000794 Calcium Acetate powder pharma.pdf
Kerry CoA 0007643963 Calcium Acetate agglo phama batch .pdf
CoA 2000104130 Calcium Acetate Powder Pharma.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.

Dear Kaiping,
 
We are providing some certificates of analysis that include actual fluoride test results for our calcium acetate
product. Please note these test results are supplied to customers which may require fluoride limitations for the
pharmaceutical grade which are lower than the FCC requirements. The pharma grade Niacet calcium acetate
product is manufactured in the exact same manner as our FCC grade product which requires a < 50 ppm limitation
as listed in the GRAS notice.
 
Best Regards,
 
Sal D’Angelo
 
Sent from Mail for Windows
 

From: Pieter Timmermans
Sent: Friday, December 22, 2023 9:44 AM
To: Salvatore DAngelo
Cc: Katarzyna Sczudlo; Henk Jan Van Lent_Kerry; Ian Horner_Kerry
Subject: RE: [EXTERNAL] RE: Questions to Notifier_GRN 001126
 
Hi Sal,
 
PFA several CoAs from some recent batches Calcium Acetate pharma in which you will find the fluoride results.
 
Have a good Christmas.
 
BR,
 
Pieter Timmermans
Senior Technician
Niacet, A Kerry Company
P.O. Box 60 | 4000 AB Tiel | The Netherlands
T +31 344639262 | E pieter.timmermans@kerry.com
kerry.com | linkedIn: @kerry | twitter: @wearekerry





Regulatory Review Branch
Division of Food Ingredients
Office of Food Additive Safety
FDA/CFSAN
Tel: 708-924-0622
kaiping.deng@fda.hhs.gov

 

 
 

This message is from an EXTERNAL SENDER - please be CAUTIOUS, particularly with links and attachments.
 

 

Total Quality. Assured.
CONFIDENTIALITY NOTICE

This email may contain confidential or privileged information, if you are not the intended recipient, or the person responsible for delivering the
message to the intended recipient then please notify us by return email immediately. Should you have received this email in error then you
should not copy this for any purpose nor disclose its contents to any other person.

 
 



____________________________________________________________________

Description
CALCIUM ACETATE PO PH 50KG

Code Gross Weight Net Weight
52706 0,000 0,000

Batch Manufacturing date Expiration date
2000096166 17.06.2022 17.06.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________

Aluminium < 1 <= 1 ppm
Assay on dried material 100,2 99,0 - 100,5 %(m)
Potassium 54 <= 500 ppm
Barium Conform test Conformity
Magnesium 83 <= 500 ppm
Sodium 24 <= 500 ppm
Lead < 10 <= 10 ppm
Arsenic < 3 <= 3 ppm
pH of 5% solution 7,2 7,2 - 8,2
Readily oxidizable substances Conform test Conformity
Sulphate < 300 <= 600 ppm
Water 5,7 <= 7,0 %(m)
Chloride < 40 <= 330 ppm
Iron < 1,0 <= 20,0 ppm
Fluoride 6 <= 50 ppm
Strontium 117 <= 500 ppm
Nitrate (NO3) (according USP) Conform test Conformity
Appearance White powder White powder
Identification calcium Conform test Conformity
Identification of Acetate Conform test Conformity
Residual Solvents Conform test Conformity
Solubility Conform test Conformity
Appearance of Solution Clear Clear

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 1 (2)



Manufacturing date Expiration date
17.06.2022 17.06.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________
____________________________________________________________________

Remarks:

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not
tested for every batch, but these are tested periodically. All our raw materials are obtained from only
approved suppliers and match with our raw material specifications according to our ISO 9001 quality
management system. Representative samples of each batch are retained for four years and the
analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a)
batch number(s).

This CoA is only valid when the product is in its original undamaged packaging and when stored
under the recommended conditions.

This Certificate of Analysis has been approved electronically and is valid without a signature.

Approved by:
Approved by: Printing date:
Teamleader Laboratory 22.12.2023
Niacet b.v.
H. van den Hurk

Printing date:
22.12.2023

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 2 (2)



____________________________________________________________________

Description
CALCIUM ACETATE PO PH 50KG

Code Gross Weight Net Weight
52706 0,000 0,000

Batch Manufacturing date Expiration date
2000104130 27.09.2022 27.09.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________

Aluminium < 1 <= 1 ppm
Assay on dried material 100,1 99,0 - 100,5 %(m)
Potassium 136 <= 500 ppm
Barium Conform test Conformity
Magnesium 52 <= 500 ppm
Sodium 38 <= 500 ppm
Lead < 10 <= 10 ppm
Arsenic < 3 <= 3 ppm
pH of 5% solution 7,3 7,2 - 8,2
Readily oxidizable substances Conform test Conformity
Sulphate < 300 <= 600 ppm
Water 5,9 <= 7,0 %(m)
Chloride < 40 <= 330 ppm
Iron < 1,0 <= 20,0 ppm
Fluoride 6 <= 50 ppm
Strontium 125 <= 500 ppm
Nitrate (NO3) (according USP) Conform test Conformity
Appearance White powder White powder
Identification calcium Conform test Conformity
Identification of Acetate Conform test Conformity
Residual Solvents Conform test Conformity
Solubility Conform test Conformity
Appearance of Solution Clear Clear

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 1 (2)



Manufacturing date Expiration date
27.09.2022 27.09.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________
____________________________________________________________________

Remarks:

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not
tested for every batch, but these are tested periodically. All our raw materials are obtained from only
approved suppliers and match with our raw material specifications according to our ISO 9001 quality
management system. Representative samples of each batch are retained for four years and the
analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a)
batch number(s).

This CoA is only valid when the product is in its original undamaged packaging and when stored
under the recommended conditions.

This Certificate of Analysis has been approved electronically and is valid without a signature.

Approved by:
Approved by: Printing date:
Teamleader Laboratory 22.12.2023
Niacet b.v.
H. van den Hurk

Printing date:
22.12.2023

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 2 (2)



____________________________________________________________________

Description
CALCIUM ACETATE PO PH 50KG

Code Gross Weight Net Weight
52706 0,000 0,000

Batch Manufacturing date Expiration date
2000105017 01.11.2022 01.11.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________

Aluminium < 1 <= 1 ppm
Assay on dried material 100,1 99,0 - 100,5 %(m)
Potassium 66 <= 500 ppm
Barium Conform test Conformity
Magnesium 48 <= 500 ppm
Sodium 37 <= 500 ppm
Lead < 10 <= 10 ppm
Arsenic < 3 <= 3 ppm
pH of 5% solution 7,3 7,2 - 8,2
Readily oxidizable substances Conform test Conformity
Sulphate < 400 <= 600 ppm
Water 6,1 <= 7,0 %(m)
Chloride < 50 <= 330 ppm
Iron < 1,0 <= 20,0 ppm
Fluoride 7 <= 50 ppm
Strontium 107 <= 500 ppm
Nitrate (NO3) (according USP) Conform test Conformity
Appearance White powder White powder
Identification calcium Conform test Conformity
Identification of Acetate Conform test Conformity
Residual Solvents Conform test Conformity
Solubility Conform test Conformity
Appearance of Solution Clear Clear

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 1 (2)



Manufacturing date Expiration date
01.11.2022 01.11.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________
____________________________________________________________________

Remarks:

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not
tested for every batch, but these are tested periodically. All our raw materials are obtained from only
approved suppliers and match with our raw material specifications according to our ISO 9001 quality
management system. Representative samples of each batch are retained for four years and the
analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a)
batch number(s).

This CoA is only valid when the product is in its original undamaged packaging and when stored
under the recommended conditions.

This Certificate of Analysis has been approved electronically and is valid without a signature.

Approved by:
Approved by: Printing date:
Teamleader Laboratory 22.12.2023
Niacet b.v.
H. van den Hurk

Printing date:
22.12.2023

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 2 (2)



____________________________________________________________________

Description
CALCIUM ACETATE PO PH 50KG

Code Gross Weight Net Weight
52706 0,000 0,000

Batch Manufacturing date Expiration date
2000113251 28.09.2023 28.09.2026

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________

Aluminium < 1 <= 1 ppm
Assay on dried material 99,9 99,0 - 100,5 %(m)
Potassium 131 <= 500 ppm
Barium Conform test Conformity
Magnesium 50 <= 500 ppm
Sodium 36 <= 500 ppm
Lead < 10 <= 10 ppm
Arsenic < 3 <= 3 ppm
pH of 5% solution 7,3 7,2 - 8,2
Readily oxidizable substances Conform test Conformity
Sulphate < 400 <= 600 ppm
Water 5,9 <= 7,0 %(m)
Chloride < 50 <= 330 ppm
Iron < 1,0 <= 20,0 ppm
Fluoride 8 <= 50 ppm
Strontium 127 <= 500 ppm
Nitrate (NO3) (according USP) Conform test Conformity
Appearance White powder White powder
Identification calcium Conform test Conformity
Identification of Acetate Conform test Conformity
Residual Solvents Conform test Conformity
Solubility Conform test Conformity
Appearance of Solution Clear Clear

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 1 (2)



Manufacturing date Expiration date
28.09.2023 28.09.2026

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________
____________________________________________________________________

Remarks:

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not
tested for every batch, but these are tested periodically. All our raw materials are obtained from only
approved suppliers and match with our raw material specifications according to our ISO 9001 quality
management system. Representative samples of each batch are retained for four years and the
analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a)
batch number(s).

This CoA is only valid when the product is in its original undamaged packaging and when stored
under the recommended conditions.

This Certificate of Analysis has been approved electronically and is valid without a signature.

Approved by:
Approved by: Printing date:
Teamleader Laboratory 22.12.2023
Niacet b.v.
H. van den Hurk

Printing date:
22.12.2023

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 2 (2)



____________________________________________________________________

Description
CALCIUM ACETATE PO PH 50KG

Code Gross Weight Net Weight
52706 0,000 0,000

Batch Manufacturing date Expiration date
2000100794 19.09.2022 19.09.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________

Aluminium < 1 <= 1 ppm
Assay on dried material 100,2 99,0 - 100,5 %(m)
Potassium 119 <= 500 ppm
Barium Conform test Conformity
Magnesium 70 <= 500 ppm
Sodium 34 <= 500 ppm
Lead < 10 <= 10 ppm
Arsenic < 3 <= 3 ppm
pH of 5% solution 7,3 7,2 - 8,2
Readily oxidizable substances Conform test Conformity
Sulphate < 300 <= 600 ppm
Water 5,8 <= 7,0 %(m)
Chloride < 40 <= 330 ppm
Iron < 1,0 <= 20,0 ppm
Fluoride 5 <= 50 ppm
Strontium 115 <= 500 ppm
Nitrate (NO3) (according USP) Conform test Conformity
Appearance White powder White powder
Identification calcium Conform test Conformity
Identification of Acetate Conform test Conformity
Residual Solvents Conform test Conformity
Solubility Conform test Conformity
Appearance of Solution Clear Clear

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 1 (2)



Manufacturing date Expiration date
19.09.2022 19.09.2025

____________________________________________________________________

Characteristic Result Specification Unit____________________________________________________________________
____________________________________________________________________

Remarks:

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not
tested for every batch, but these are tested periodically. All our raw materials are obtained from only
approved suppliers and match with our raw material specifications according to our ISO 9001 quality
management system. Representative samples of each batch are retained for four years and the
analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a)
batch number(s).

This CoA is only valid when the product is in its original undamaged packaging and when stored
under the recommended conditions.

This Certificate of Analysis has been approved electronically and is valid without a signature.

Approved by:
Approved by: Printing date:
Teamleader Laboratory 22.12.2023
Niacet b.v.
H. van den Hurk

Printing date:
22.12.2023

Niacet b.v. Tel. +31 344 615 224 IBAN NL61BOFA0266533965

Papesteeg 91, 4006 WC Tiel Fax +31 344 611 475 Trade register Tiel

P.O.Box 60, 4000 AB Tiel tiel.info@kerry.com Registration 11044303

The Netherlands www.niacet.com VAT NL807461817B01

CERTIFICATE OF ANALYSIS 2 (2)



Certificate of Analysis

Niacet b.v. 
Papesteeg 91, 4006 WC Tiel 
P.O.Box 60, 4000 AB Tiel 
The Netherlands 
 

MANUFACTURING SITE

Niacet Tiel (MFG)

MATERIAL CALCIUM ACETATE AG PH NLI 25KG20710116

PRINT DATE 22.12.2023*

BATCH 0007643963
BEST BEFORE DATE/EXPIRY 
DATE

11.11.2026*

PRODUCTION DATE 12.11.2023*

RELEASE DATE 13.11.2023*

Page 1 of 3

SPECIFICATION

INSPECTION CHARACTERISTICS RESULT UNITS LOWER UPPER 

Appearance White agglomerate

Water 5.1 % mass 7.0

Assay on dried material 100.0 % mass 99.0 100.5

Chloride < 40 ppm 500

Sulphate < 300 ppm 600

Potassium 116 ppm 500

Sodium 31 ppm 5000

 



Page 2 of 3

BEST BEFORE DATE/EXPIRY 
DATE

11.11.2026*BATCH 0007643963

PRODUCTION DATE 12.11.2023*

RELEASE DATE 13.11.2023*

Magnesium 34 ppm 500

Aluminium < 1 ppm 2

pH of 5% solution 7.5 6.3 9.6

Sulphate < 3 ppm 3

Fluoride 7 ppm 50

Lead < 10 ppm 10

Readily oxidizable substances Conform

Strontium 122 ppm 500

Nitrate Conform

Barium Conform

Identification of Acetate Conform

Identification calcium Conform

Residual Solvents Conform

Bulk density (USP BD method 1) 0.66 g/mL 0.60

Particle size (>1000u) 0.0 % mass 1.0

Tapped density (USP TD method 1) 0.74 g/mL 0.70



Page 3 of 3

BEST BEFORE DATE/EXPIRY 
DATE

11.11.2026*BATCH 0007643963

PRODUCTION DATE 12.11.2023*

RELEASE DATE 13.11.2023*

This Certificate of Analysis is based on batch specific analysis. Parameters marked with * are not tested for every batch, but these are tested periodically. All our raw materials 
are obtained from only approved suppliers and match with our raw material specifications according to our ISO 9001 quality management system. Representative samples of 
each batch are retained for four years and the analysis results of each batch are archived for 10 years. Each sales order is directly linked to (a) batch number(s). 
  
This CoA is only valid when the product is in its original undamaged packaging and when stored under the recommended conditions. 
  
This Certificate of Analysis has been approved electronically and is valid without a signature. 
 

The product described in this certificate has been manufactured and tested in accordance with our standard procedures applicable to such product and conforms to the 
specifications for such product set forth herein. 
  
Unless we have agreed to provide per batch or other testing frequency (in which case conformity has been determined in accordance with our contractual agreement), conformity 
to specification has been determined based on our risk assessment and our periodic, statistically-based testing program for the product. 
  
All information appearing in this certificate is based upon tests and data we deem reliable. It is the customer's responsibility to determine the suitability of the product for its own 
use(s) and appropriate shipping, packaging, storage and/or distribution conditions, and no representation, warranty or guarantee, express or implied, is made by us in this 
certificate as to the suitability or effect of such use(s) or results to be obtained under actual use by customer or other third parties. 
  
 

*All dates in this document are expressed in the format DD.MM.YYYY















5 

In addition to the above response, Niacet would like to reconsider its specifications for heavy metals in light of 
the U.S. FDA’s closer to zero initiative. Accordingly, Niacet is reducing the specification for lead from 2 ppm to 
0. 5 ppm, arsenic from 3 to 1.5 ppm and a specification for mercury will be set at 0.1 ppm (See Attachment 1 fo 
a copy of the revised product specifications). 

We thank the FDA for their patience, and diligent review of the company’s proposed GRAS uses of calcium 
acetate in food and believe that our responses to the agency’s questions will address the FDA’s final 
outstanding points.  

 

Sincerely, 

 

Salvatore J. D’Angelo 

 

 

 
Niacet, A Kerry Company 
400 47th Street 
Niagara Falls, NY 14304 
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