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February 23, 2024 

Via email to orahafeast6firmresponses@fda.hhs.gov and Lauren.Crivellone@fda.hhs.gov  

Lauren Crivellone 
Compliance Officer 
U.S. Food and Drug Administration 
Office of Regulatory Affairs 
Office of Human and Animal Food Operations East, Division 6 
550 West Jackson Blvd, Room 1500 
Chicago, IL 60661 

Re: The Quaker Oats Co. – Response to Form FDA 483 Dated February 2, 2024 (FEI 
1417217; 1703 E. Voorhees St., Danville, IL) 

Dear Ms. Crivellone, 

I am writing to respond to the Form FDA 483 (483) issued to our Danville, Illinois facility on February 
2, 2024.  The 483 was issued following an inspection conducted by the U.S. Food and Drug 
Administration (FDA) between December 19, 2023 and February 2, 2024.  This inspection was 
initiated after we conducted a voluntary recall of granola products produced at the facility.  We are 
providing a detailed response as Appendix 1 and a copy of the 483 as Appendix 2.  

We stopped all food production in the Danville facility on December 21, 2023.  We are committed to 
remaining shut down until we recommission the facility, reanalyze our Food Safety Plan, and take 
other appropriate steps to ensure the food we produce is safe.  PepsiCo is committed to regulatory 
compliance and ongoing transparency and communication with FDA.  We will not restart operations 
in the facility without notifying FDA and providing remediation documentation.  We also will provide 
the agency with supplemental information regarding these 483 observations, where warranted, prior 
to restart.1  

Food safety is a top priority for PepsiCo.  We have robust global programs and quality management 
systems in place at our manufacturing facilities, with strong corporate and plant-level oversight and 
controls.  However, in light of the Danville recall, we recognize that there are opportunities to 
enhance our food safety practices.  We are conducting a comprehensive internal review to evaluate 
what events led to the recall and identify areas where we can strengthen our programs to further 
ensure food safety and quality.   

1 Additionally, we will take into account the agency’s Discussion Points that were conveyed to us 
verbally during the inspection close out meeting. 
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If you have any questions about this submission or other matters, please contact me at 
Mike.Klein@pepsico.com. 

Sincerely, 

Mike Klein 
Site Director 
Quaker Danville, Illinois 

cc: Arnab Sarkar, Ph.D, Sr. Director, North America Food Safety & Global Center of Excellence, 
PepsiCo R&D 
Sarah Meyer, Vice President Quality & Food Safety, PepsiCo Foods North America  
Harsha Ravindran, Director Quality & Food Safety, PepsiCo Foods North America 
William Weissinger, Program Director, HAF East Division 6 
Tamara Qtami, Director of Investigations Branch, HAF East Division 6 
Lieutenant Commander Kelli Wilkinson, Director of Compliance Branch, HAF East Division 6 
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Appendix 1: Detailed Response to Form FDA 483 Observations 

Below we repeat the agency’s observations in italics and then provide responses.  A copy of the 483 
is attached as Appendix 2. 

OBSERVATION 1 

Your written process monitoring procedures were not appropriate to significantly minimize or 
prevent the hazard requiring a preventive control. 

Specifically, you use a , located at the  as a kill step to control the hazard 
of pathogens in the manufacturing of oats and wheat into Chewy Bars. The  processes 
wheat and oats to a minimum temperature of  for a  as 
indicated in your process authority letter for the  The  process is a 
continuous process wheat and oats are continuously flowing through the . 

Your food safety plan for the  states a monitoring interval time of 
 

Your monitoring records for temperature are recorded in  on the  
Temperature Read Out and is recorded in  by the  on the  
Paperwork. The monitoring interval of  at the  does not ensure all 
product continuously processed in the  reaches a lethal kill step to control the 
hazard of pathogens during the entire processing run. 

While you state the temperature is continuously monitored and there is an audible alarm to 
indicate if temperatures fall below desired thresholds, there is no documentation of continuous 
monitoring of temperature in the . 

RESPONSE 

Although the  temperature was continuously monitored during operations prior 
to the recall and an alarm was in place to signal deviations, we acknowledge that the temperature was 
only recorded in  and that exception events were not recorded. Any future use of 

 equipment at the Danville facility will maintain use of continuous temperature monitoring, along 
with the new addition of a corresponding system that produces documentation that the system is 
operating within the validated operating parameters (including for deviations).  We will provide the 
agency with documentation of these changes before restarting operations at the Danville facility using 
the flaker.   

OBSERVATION 2 

Your written sanitation preventive control procedures were not appropriate to significantly 
minimize or prevent the hazard requiring a preventive control. 
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RESPONSE 

We acknowledge that there were gaps in the  divert system for the thermal process, which is 
activated during startup and changeovers.  We are evaluating approaches to modify this system if 
we resume use of the  at the facility, including using a combination of timing and 
recirculation to prevent downstream contamination and completing run time studies to scientifically 
define appropriate run times with a combination of intermittent and extensive cleaning.  Additionally, 
we are considering design and product flow changes to the equipment that will improve raw to RTE 
segregation.  We will provide the agency with documentation of these changes before restarting 
Danville  operations, which have their own unique design.  

OBSERVATION 4 

You did not implement your written supply-chain program. 

Specifically, your supply chain control for mycotoxins in the raw material of wheat is not 
being implemented as the C of A you require from your supplier, to control mycotoxins, does 
not specifically mention anything about mycotoxins or any type of mycotoxins, or the 
testing/analysis of any type of mycotoxins in the receiving of wheat. 

RESPONSE 

PepsiCo has implemented a robust program at the corporate level to manage supply-chain applied 
preventive controls, such as the hazard of mycotoxins in raw wheat.  In response to this observation, 
as explained below, we reviewed the regulatory and program requirements for this hazard and 
confirmed that we are compliant with 21 CFR Part 117, Subpart G, and are following our own 
process.  We believe there may be a misunderstanding here, as our program does not require a 
Certificate of Analysis from the supplier for the hazard of mycotoxins in raw wheat.  

Deoxynivalenol (DON) is a regional, seasonal, and temporal field and storage contaminant for 
wheat.  FDA has established a guidance level of 1 ppm for DON in wheat destined for human 
consumption.2  Historically, recalls related to mycotoxins have been classified as Class 
II.  Therefore, PepsiCo identifies DON as a “hazard requiring a preventive control” (HRPC) and 
considers DON a non-SAHCODHA3 HRPC. 

Our corporate-level supply chain program document establishes the following verification 
requirements where a supplier controls an HRPC:4   

2 Guidance for Industry and FDA: Advisory Levels for Deoxynivalenol (DON) in Finished Wheat 
Products for Human Consumption and Grains and Grain By-Products used for Animal Feed (July 
2010).  
3 “Serious adverse health consequences or death to humans or animals” (i.e., Class I recall 
equivalent).  
4 PepsiCo Supply Chain Program, Version 3, June 6, 2023.  This document was provided to FDA as 
part of the inspection.  
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