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Abstract 

Cold brew coffee is a relatively new food product. Because cold brew coffee is new it is a 

topic of concern for food safety professionals. Food safety regulations and policies in 

place for cold brew coffee across the U.S. are unknown. For this study, a survey was 

conducted of food regulatory agencies throughout the U.S. to determine how they 

regulate cold brew coffee. The results obtained indicate that cold brew coffee regulations 

are not keeping pace with industry practice. Many regulators are not fully aware of 

hazards present in cold brew coffee and how cold brew coffee is addressed by food safety 

regulations, including the FDA Food Code. Based on these results, it is recommended 

that cold brew coffee be added to the FDA Food Code as a specialized process. An AFDO 

initiative can begin the process of addressing cold brew coffee in the FDA Food Code. 

Food regulatory agencies, academia, and industry should work together to produce 

publicly available challenge studies and white papers on new types of cold brew coffee 

beverages to get ahead of industry trends and provide data that can serve as the basis 

for safe manufacturing. FDA guidance documents on cold brew coffee can help foster 

standardized regulation and safe processing throughout the U.S. 

 

Key words: Cold brew coffee, hazards, challenge studies, survey, food safety 

regulations, sanitation, environmental monitoring, preventive controls, FDA Food Code, 

policies, target organism, Listeria monocytogenes, Clostridium botulinum 
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Cold Brew Coffee Regulations and Policies 

Background 

Cold brew coffee is a relatively new and growing phenomenon. The cold brew 

coffee market grew 580% from 2011-16 (Sisel, 2016). Research into associated hazards 

has been limited to industry-funded challenge studies thus far, most of which are 

proprietary (B. Xavier, personal communication, July 19, 2019).  

There is no standard of identity for cold brew coffee. The name “cold brew” implies 

ambient temperature water is used for extraction (Zuniga, 2016). Extractions—the 

process of water steeping over the grounds to produce coffee—typically last between 12 

to 24 hours and are routinely conducted at ambient temperatures. 

Yeast, bacteria, and mold can all survive at ambient temperatures (danger zone 

40 to 140°F). Psychrophiles (i.e., Listeria monocytogenes) are a concern even under 

refrigeration. Sources of microbial contamination include water, containers, equipment, 

environment, personnel, and ingredients (Zuniga, 2016). Cold brew coffee often has no 

heat treatment for pathogen control, commonly referred to as a “kill step,” after roasting 

of the beans. After the beans have been roasted, the food is subject to environmental 

pathogen contamination until the finished product cold brew coffee is sealed into its final 

container.  

Oregon State University conducted a challenge study by inoculating refrigerated 

temperature (4°C, 39.2°F) cold brew coffee from a commercial processor with Salmonella 

species (Salmonella spp.), Listeria monocytogenes (L. mono.), and Escherichia coli. (E. 

coli). Viable cells of Salmonella spp. were found seven days after inoculation. Viable cells 
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of E. coli were found 10 days after inoculation. Viable cells of L. mono. were found 14 

days after inoculation (Daeschel et al., 2017).  

Cornell University’s challenge study found L. mono bacteria surviving for up to 

three weeks after inoculation of refrigerated cold brew coffee. L. mono is the pathogen of 

greatest concern for cold brew coffee production and must be controlled, in part, by a 

strict sanitation program (B. Xavier, personal communication, July 19, 2019). For both the 

studies described above, while there was no growth, the die-off of bacteria was not 

immediate. 

The potential for L. mono. to survive two to three weeks in cold brew coffee is of 

concern due to the low infective dose of L. mono. The approximate infective dose of L. 

mono. is estimated to be 10 to 100 million colony forming units (CFU) in healthy hosts, 

and only 0.1 to 10 million CFU in individuals at high risk of infection (Public Health Agency 

of Canada, 2011). As few as 20 viable cells may be enough to cause a miscarriage/ 

abortion (B. Xavier, personal communication, July 19, 2019).  

Clostridium botulinum (C. bot.) spores and toxin formation are another hazard 

present in the production of cold brew coffee. A major cold brew coffee recall was 

conducted in 2017 by Death Wish Coffee in New York (U.S. Food and Drug 

Administration, 2018). Death Wish Coffee was selling their nitrogen-infused cold brew 

coffee product in reduced-oxygen-packaging (sealed cans) labeled, “Please Keep 

Refrigerated.” There was no heat treatment of the product during manufacture. The 

potential for C. bot. growth and toxin formation was of concern as refrigeration was the 

sole barrier (B. Xavier, personal communication, Tuesday, July 19, 2019). 
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C. bot. challenge studies have been conducted for cold brew coffee, but 

information is privately held and generally not available, and safety hasn’t been 

benchmarked (B. Xavier, personal communication, July 19, 2019). 

A second cold brew coffee recall was conducted in 2018 by Califia Farms. The 

company issued a voluntary recall of its 48 oz. mocha cold brew coffee due to safety 

issues, warning that those who had consumed this product ran the risk of potentially 

serious health complications (Natural Grocers, 2018). 

Additional potential hazards associated with cold brew coffee include mycotoxins, 

pesticide residues, acrylamide, and polycyclic aromatic hydrocarbons from the drying and 

roasting process (U.S. Food and Drug Administration, 2016; British Columbia Centre for 

Disease Control, 2017; Jimenez et al., 2014). 

While the cold brew coffee industry is relatively new, and research on associated 

hazards is limited, there is enough information available from challenge studies, recalls, 

and knowledge of pathogens to make it clear that there are significant hazards that require 

control. A study into how food safety regulatory agencies regulate cold brew coffee is 

necessary in order to understand how the U.S. food safety system is adapting cold brew 

coffee as a new product and how cold brew coffee is being regulated. 

Problem Statement 

Regulatory strategies employed by food safety agencies to ensure food safety of 

cold brew coffee processors in the U.S. are unknown. 

Research Questions 

• What hazards have food regulatory agencies determined to be of concern in cold 

brew coffee and how did the agencies determine the hazards? 



COLD BREW COFFEE REGULATIONS AND POLICIES          6 
 

• What regulatory policies are in place for cold brew coffee and how are the policies 

enforced? 

• Are there any food regulatory agency plans for potential changes to regulatory 

policies related to cold brew coffee? 

Methodology 

A multiple-choice survey was developed, and Survey Monkey was utilized to 

disseminate the data collection tool. The survey was e-mailed to more than 1200 state, 

county, local, territorial, and tribal food regulatory agencies throughout the U.S.  

Results were compiled into graphs, and comments tagged to questions were 

compiled into lists, with assistance from IFPTI. Qualitative results were analyzed for 

similarities and trends, and conclusions were drawn from the quantitative and qualitative 

data. 

Results 

The number of responses received was 167, for a response rate of less than 10%. 

Most respondents - 74% - indicated that their agency had not determined whether there 

were any potential hazards associated with cold brew coffee production. For those 

agencies who had identified potential hazards, there was no common understanding of 

the potential hazards associated with cold brew coffee.  

For the 51 respondents stating that their agencies had conducted hazard analyses, 

all 51 hazard analyses provided were incomplete, not specifically listing all three potential 

significant hazards of L. mono., C. bot., and mycotoxins. Two respondents specifically 

listed the potential significant hazard of L. mono., with one of those listing only L. mono. 

Eight respondents specifically listed the potential significant hazard of C. bot., with seven 
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of those respondents listing C. bot. alone. Two respondents specifically listed the potential 

significant hazard of mycotoxins, with one of those respondents listing mycotoxins alone. 

Another respondent cited mold alone, without other hazards. When major hazards of cold 

brew coffee are not fully apprised and controlled, regulation of cold brew coffee can 

become inadequate.  

For 22 responses, environmental pathogen growth was addressed in a cursory 

manner, citing ambient/ room temperature steeping, Temperature Control for Safety 

(TCS) temperature control product, pathogen growth, low acid food, and other 

terminology indicating that some environmental pathogen concerns were present.  

For five responses cold brew coffee was identified as a non-hazardous food with 

no hazards to control. 

Figure one shows percentages for those respondents whose agency had 

determined whether there were potential hazards associated with cold brew coffee 

production and those whose agency had not. For 74% of respondents, their agency had 

not determined whether there were potential hazards. For the 26% of respondents who 

answered that their agency had determined potential hazards, 100% of the supplemental 

answers did not specifically list all three significant hazards of L. mono., C. bot., and 

mycotoxins.  

Figure 1 

Determination of Potential Hazards in Cold Brew Coffee 
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Figure 2 shows that 62% of respondents indicated that their agency regulates 

according to the FDA food code. 41% of respondents indicated “Other”, with common 

explanations being regulations based off the FDA food code, CFR 110, and/ or CFR 117. 

Multiple options were able to be checked for each respondent. The survey was sent to all 

non-federal food regulatory jurisdictions across the food safety regulatory system. The 

responses outlined in Figure 1 are from respondents in agencies across all non-federal 

food regulatory jurisdictions. Because multiple options were able to be selected, the 

results do not indicate that agencies that solely regulate based on the Food Code, such 

as county and local health departments, comprised the most respondents. Numerous 

agencies regulate according to both the Food Code and the CFR and would have selected 

multiple options. 

Figure 2 

Basis of Regulation of Cold Brew Coffee 
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The overwhelming majority of respondents, 94%, indicated that their agency had 

no plans for potential changes to regulatory policies related to cold brew coffee and that 

the cold brew coffee industry had not brought up any questions or concerns regarding 

potential hazards associated with cold brew coffee. 

Conclusions 

The results indicate that food regulatory agencies have a broad understanding that 

there are potential significant hazards related to the production of cold brew coffee, 

without clear specifics as to what the potential significant hazards are and the basis for 

evaluating those hazards. The fact that cold brew coffee is a new product type, with few 

publicly available challenge studies and information, likely accounts for the lack of 

understanding as to the significant hazards requiring control in cold brew coffee.  
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Sixty-two percent of respondents indicated that they use the FDA Food Code as 

their regulatory policy for cold brew coffee. This Code, which most states adopt to regulate 

retail food safety, identifies cold brew coffee as a low-acid food requiring a variance for 

ambient steeping or extended storage and serving beyond seven days. Without a 

complete hazard analysis of the cold brew operation, regulators may have insufficient 

information upon which to determine the acceptability of a variance application. The 

results speak to a clear need to move all parts of the food regulatory system towards a 

hazard analysis, systems-based approach, to be effective in controlling hazards. 

Research exists that demonstrates the need for control of L. mono., C. bot., and 

mycotoxins in cold brew coffee, yet it is not listed as a specialized process in the FDA 

Food Code. Additionally, the Food Code’s treatment of hot brewed coffee as an inherently 

safe process may lead regulators to believe that cold brew coffee is also inherently safe. 

Few regulatory agencies are looking into potential necessary changes to how they 

address cold brew coffee, and industry has not been active in reaching out to food 

regulators for advisement on safe cold brew processing. Changes are necessary, to 

better consider and address all potentially significant hazards related to the production of 

cold brew coffee.  

Recommendations 

1) Cold brewing of coffee should be identified as a specialized process in the FDA 

Food Code. Including cold brewing of coffee as a specialized process would 

include validating the cold brewing process. The Association of Food and Drug 

Officials could lead an initiative for the Conference on Food Protection to amend 

the Food Code in order to add in these protections. 
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2) Further public challenge studies should be conducted to better understand 

potential hazards associated with cold brew coffee production. Food regulatory 

agencies should work closely with academia, other food safety experts (e.g., the 

FDA Technical Assistance Network and the FDA Center for Food Safety & 

Nutrition, and industry to assess hazards in existing and emergent cold brew coffee 

products.  

3) Food regulatory agencies should develop specific policies towards their 

inspections of cold brew coffee, to include requiring written sanitation procedures, 

sanitation verification, and record keeping for control of L. mono. FDA guidance 

documents on cold brew coffee could help to standardize regulation and 

production of cold brew coffee throughout the U.S.  

4) All parts of the food regulatory system should continue to be developed towards a 

hazard analysis, systems-based approach, to be effective in controlling hazards. 

A good hazard analysis is the foundation for an understanding of product safety 

and effective regulation. 

Cold brew coffee has exploded in popularity, and the availability and 

dissemination of quality information are key to its proper regulation. By embracing the 

recommendations above, regulation will better keep pace with industry practice for the 

safe production of cold brew coffee.  

  



COLD BREW COFFEE REGULATIONS AND POLICIES          12 
 

Acknowledgments 

Thank you to all those who took the time out of your busy schedules and replied to the 

survey. An immense thank you to Bruno Xavier and Ann Charles-Vegdahl of Cornell 

University. Thank you to all the IFPTI staff for guidance and support in developing this 

project, including Mentors Dan Gump, Kathy Fedder, Joe Corby, and Doug Saunders. 

Thank you to AFDO Program Director Patrick Kennelly for help providing a list of food 

regulatory agencies. Special Thank You to IFPTI’s Chris Weiss for Survey Monkey 

technical assistance. Thank you to NYSDAM FSI for allowing me the time and support to 

complete this project. Thank you to FDA for training and resources. Thank you to my wife 

for taking care of our daughter while I was away and to my daughter for noticing I was 

missing for weeks at a time. 

 

 

 

 

 

 

 

 

 

 

 

 



COLD BREW COFFEE REGULATIONS AND POLICIES          13 
 

References 

British Columbia (BC) Centre for Disease Control (CDC). (2017). Nitro Cold Brew coffee 

food safety risks. http://www.bccdc.ca/resource-

gallery/Documents/Educational%20Materials/EH/FPS/Food/Nitro_Cold_Brew_Co

ffee_Food_Safety_Risks.pdf 

Center for Food Safety and Applied Nutrition. (2016). Guidance for industry acrylamide 

in foods. U.S. Food and Drug Administration 

https://www.fda.gov/media/87150/download 

Daeschel, M. A., Armbrust, N., & Vieru, C. (2017). Survival of non-spore 

forming foodborne pathogens in cold brewed coffee. 

https://mountaincity.com/images/Cold-Brew-Study.pdf 

https://www.mintel.com/blog/drink-market-news/the-strength-of-cold-brew 

https://www.naturalgrocers.com/product-recall/voluntary-recall-califia-farms-

mocha-cold-brew-coffee  

Jimenez, A., Aidsa, A., Woodham, C., & Saleh, M. (2014). Determination of polycyclic 

aromatichydrocarbons in roasted coffee. Journal of Environmental Science and 

Health, Part B 2014;49(11), 828-35. 

https://doi.org/10.1080/03601234.2014.938552  

Natural Grocers. (n.d.), Voluntary recall: Califia Farms Mocha Cold Brew coffee.  

Public Health Agency of Canada. (2011). Pathogen safety data sheets: Infectious 

substances – Listeria monocytogenes. Retrieved from Government of Canada 

website: https://www.canada.ca/en/public-health/services/laboratory-biosafety-

http://www.bccdc.ca/resource-gallery/Documents/Educational%20Materials/EH/FPS/Food/Nitro_Cold_Brew_Coffee_Food_Safety_Risks.pdf
http://www.bccdc.ca/resource-gallery/Documents/Educational%20Materials/EH/FPS/Food/Nitro_Cold_Brew_Coffee_Food_Safety_Risks.pdf
http://www.bccdc.ca/resource-gallery/Documents/Educational%20Materials/EH/FPS/Food/Nitro_Cold_Brew_Coffee_Food_Safety_Risks.pdf
https://www.fda.gov/media/87150/download
https://mountaincity.com/images/Cold-Brew-Study.pdf
https://www.mintel.com/blog/drink-market-news/the-strength-of-cold-brew
https://www.naturalgrocers.com/product-recall/voluntary-recall-califia-farms-mocha-cold-brew-coffee
https://www.naturalgrocers.com/product-recall/voluntary-recall-califia-farms-mocha-cold-brew-coffee
https://doi.org/10.1080/03601234.2014.938552
https://www.canada.ca/en/public-health/services/laboratory-biosafety-biosecurity/pathogen-safety-data-sheets-risk-assessment/listeria-monocytogenes.html


COLD BREW COFFEE REGULATIONS AND POLICIES          14 
 

biosecurity/pathogen-safety-data-sheets-risk-assessment/listeria-

monocytogenes.html 

Sisel, E. (2016, July 29). The strength of cold brew. Mintel Blog. 

U. S. Food and Drug Administration. (2018). Death Wish Coffee Co. announces recall of 

Nitro Cold Brew cans from retailers, online Sales. 

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/death-wish-

coffee-co-announces-recall-nitro-cold-brew-cans-retailers-online-sales  

Zuniga, M. (2016, May 16). Cold brew: Category or craze? Re;co: The Specialty Coffee 

Symposium. https://youtu.be/5KFo4c0UlLg  

 

 

https://www.canada.ca/en/public-health/services/laboratory-biosafety-biosecurity/pathogen-safety-data-sheets-risk-assessment/listeria-monocytogenes.html
https://www.canada.ca/en/public-health/services/laboratory-biosafety-biosecurity/pathogen-safety-data-sheets-risk-assessment/listeria-monocytogenes.html
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/death-wish-coffee-co-announces-recall-nitro-cold-brew-cans-retailers-online-sales
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/death-wish-coffee-co-announces-recall-nitro-cold-brew-cans-retailers-online-sales
https://youtu.be/5KFo4c0UlLg






Cold Brew Coffee Regulations and Policies



Joshua Lopez

Food Inspector 1 for New York State Department of Agriculture & Markets, Division of Food Safety & Inspection

International Food Protection Training Institute (IFPTI)

Fellowship in Food Protection 





Author Note

This research was conducted as part of the International Food Protection Training Institute’s Fellowship in Food Protection, Cohort VIII.

Correspondence concerning this article should be addressed to:

Joshua Lopez

Food Inspector 1 for New York State Department of Agriculture & Markets, Division of Food Safety & Inspection, 55 Hanson Pl., Brooklyn NY, 11217, 

or Joshua.Lopez@Agriculture.ny.gov







*Funding for this statement, publication, press release, etc., was made possible, in part, by the Food and Drug Administration through grant 5U18FD005964-04; views expressed in written materials or publications and by speakers and moderators do not necessarily reflect the official policies of the Department of Health and Human Services; nor does any mention of trade names, commercial practices, or organization imply endorsement by the United States Government.



COLD BREW COFFEE REGULATIONS AND POLICIES				        2





COLD BREW COFFEE REGULATIONS AND POLICIES				      1











Abstract

Cold brew coffee is a relatively new food product. Because cold brew coffee is new it is a topic of concern for food safety professionals. Food safety regulations and policies in place for cold brew coffee across the U.S. are unknown. For this study, a survey was conducted of food regulatory agencies throughout the U.S. to determine how they regulate cold brew coffee. The results obtained indicate that cold brew coffee regulations are not keeping pace with industry practice. Many regulators are not fully aware of hazards present in cold brew coffee and how cold brew coffee is addressed by food safety regulations, including the FDA Food Code. Based on these results, it is recommended that cold brew coffee be added to the FDA Food Code as a specialized process. An AFDO initiative can begin the process of addressing cold brew coffee in the FDA Food Code. Food regulatory agencies, academia, and industry should work together to produce publicly available challenge studies and white papers on new types of cold brew coffee beverages to get ahead of industry trends and provide data that can serve as the basis for safe manufacturing. FDA guidance documents on cold brew coffee can help foster standardized regulation and safe processing throughout the U.S.



Key words: Cold brew coffee, hazards, challenge studies, survey, food safety regulations, sanitation, environmental monitoring, preventive controls, FDA Food Code, policies, target organism, Listeria monocytogenes, Clostridium botulinum







Cold Brew Coffee Regulations and Policies

Background

Cold brew coffee is a relatively new and growing phenomenon. The cold brew coffee market grew 580% from 2011-16 (Sisel, 2016). Research into associated hazards has been limited to industry-funded challenge studies thus far, most of which are proprietary (B. Xavier, personal communication, July 19, 2019). 

There is no standard of identity for cold brew coffee. The name “cold brew” implies ambient temperature water is used for extraction (Zuniga, 2016). Extractions—the process of water steeping over the grounds to produce coffee—typically last between 12 to 24 hours and are routinely conducted at ambient temperatures.

Yeast, bacteria, and mold can all survive at ambient temperatures (danger zone 40 to 140°F). Psychrophiles (i.e., Listeria monocytogenes) are a concern even under refrigeration. Sources of microbial contamination include water, containers, equipment, environment, personnel, and ingredients (Zuniga, 2016). Cold brew coffee often has no heat treatment for pathogen control, commonly referred to as a “kill step,” after roasting of the beans. After the beans have been roasted, the food is subject to environmental pathogen contamination until the finished product cold brew coffee is sealed into its final container. 

Oregon State University conducted a challenge study by inoculating refrigerated temperature (4°C, 39.2°F) cold brew coffee from a commercial processor with Salmonella species (Salmonella spp.), Listeria monocytogenes (L. mono.), and Escherichia coli. (E. coli). Viable cells of Salmonella spp. were found seven days after inoculation. Viable cells of E. coli were found 10 days after inoculation. Viable cells of L. mono. were found 14 days after inoculation (Daeschel et al., 2017). 

Cornell University’s challenge study found L. mono bacteria surviving for up to three weeks after inoculation of refrigerated cold brew coffee. L. mono is the pathogen of greatest concern for cold brew coffee production and must be controlled, in part, by a strict sanitation program (B. Xavier, personal communication, July 19, 2019). For both the studies described above, while there was no growth, the die-off of bacteria was not immediate.

The potential for L. mono. to survive two to three weeks in cold brew coffee is of concern due to the low infective dose of L. mono. The approximate infective dose of L. mono. is estimated to be 10 to 100 million colony forming units (CFU) in healthy hosts, and only 0.1 to 10 million CFU in individuals at high risk of infection (Public Health Agency of Canada, 2011). As few as 20 viable cells may be enough to cause a miscarriage/ abortion (B. Xavier, personal communication, July 19, 2019). 

Clostridium botulinum (C. bot.) spores and toxin formation are another hazard present in the production of cold brew coffee. A major cold brew coffee recall was conducted in 2017 by Death Wish Coffee in New York (U.S. Food and Drug Administration, 2018). Death Wish Coffee was selling their nitrogen-infused cold brew coffee product in reduced-oxygen-packaging (sealed cans) labeled, “Please Keep Refrigerated.” There was no heat treatment of the product during manufacture. The potential for C. bot. growth and toxin formation was of concern as refrigeration was the sole barrier (B. Xavier, personal communication, Tuesday, July 19, 2019).

C. bot. challenge studies have been conducted for cold brew coffee, but information is privately held and generally not available, and safety hasn’t been benchmarked (B. Xavier, personal communication, July 19, 2019).

A second cold brew coffee recall was conducted in 2018 by Califia Farms. The company issued a voluntary recall of its 48 oz. mocha cold brew coffee due to safety issues, warning that those who had consumed this product ran the risk of potentially serious health complications (Natural Grocers, 2018).

Additional potential hazards associated with cold brew coffee include mycotoxins, pesticide residues, acrylamide, and polycyclic aromatic hydrocarbons from the drying and roasting process (U.S. Food and Drug Administration, 2016; British Columbia Centre for Disease Control, 2017; Jimenez et al., 2014).

While the cold brew coffee industry is relatively new, and research on associated hazards is limited, there is enough information available from challenge studies, recalls, and knowledge of pathogens to make it clear that there are significant hazards that require control. A study into how food safety regulatory agencies regulate cold brew coffee is necessary in order to understand how the U.S. food safety system is adapting cold brew coffee as a new product and how cold brew coffee is being regulated.

Problem Statement

Regulatory strategies employed by food safety agencies to ensure food safety of cold brew coffee processors in the U.S. are unknown.

Research Questions

· What hazards have food regulatory agencies determined to be of concern in cold brew coffee and how did the agencies determine the hazards?

· What regulatory policies are in place for cold brew coffee and how are the policies enforced?

· Are there any food regulatory agency plans for potential changes to regulatory policies related to cold brew coffee?

Methodology

A multiple-choice survey was developed, and Survey Monkey was utilized to disseminate the data collection tool. The survey was e-mailed to more than 1200 state, county, local, territorial, and tribal food regulatory agencies throughout the U.S. 

Results were compiled into graphs, and comments tagged to questions were compiled into lists, with assistance from IFPTI. Qualitative results were analyzed for similarities and trends, and conclusions were drawn from the quantitative and qualitative data.

Results

The number of responses received was 167, for a response rate of less than 10%. Most respondents - 74% - indicated that their agency had not determined whether there were any potential hazards associated with cold brew coffee production. For those agencies who had identified potential hazards, there was no common understanding of the potential hazards associated with cold brew coffee. 

For the 51 respondents stating that their agencies had conducted hazard analyses, all 51 hazard analyses provided were incomplete, not specifically listing all three potential significant hazards of L. mono., C. bot., and mycotoxins. Two respondents specifically listed the potential significant hazard of L. mono., with one of those listing only L. mono. Eight respondents specifically listed the potential significant hazard of C. bot., with seven of those respondents listing C. bot. alone. Two respondents specifically listed the potential significant hazard of mycotoxins, with one of those respondents listing mycotoxins alone. Another respondent cited mold alone, without other hazards. When major hazards of cold brew coffee are not fully apprised and controlled, regulation of cold brew coffee can become inadequate. 

For 22 responses, environmental pathogen growth was addressed in a cursory manner, citing ambient/ room temperature steeping, Temperature Control for Safety (TCS) temperature control product, pathogen growth, low acid food, and other terminology indicating that some environmental pathogen concerns were present. 

For five responses cold brew coffee was identified as a non-hazardous food with no hazards to control.

Figure one shows percentages for those respondents whose agency had determined whether there were potential hazards associated with cold brew coffee production and those whose agency had not. For 74% of respondents, their agency had not determined whether there were potential hazards. For the 26% of respondents who answered that their agency had determined potential hazards, 100% of the supplemental answers did not specifically list all three significant hazards of L. mono., C. bot., and mycotoxins. 

Figure 1

Determination of Potential Hazards in Cold Brew Coffee



Figure 2 shows that 62% of respondents indicated that their agency regulates according to the FDA food code. 41% of respondents indicated “Other”, with common explanations being regulations based off the FDA food code, CFR 110, and/ or CFR 117. Multiple options were able to be checked for each respondent. The survey was sent to all non-federal food regulatory jurisdictions across the food safety regulatory system. The responses outlined in Figure 1 are from respondents in agencies across all non-federal food regulatory jurisdictions. Because multiple options were able to be selected, the results do not indicate that agencies that solely regulate based on the Food Code, such as county and local health departments, comprised the most respondents. Numerous agencies regulate according to both the Food Code and the CFR and would have selected multiple options.

Figure 2

Basis of Regulation of Cold Brew Coffee



The overwhelming majority of respondents, 94%, indicated that their agency had no plans for potential changes to regulatory policies related to cold brew coffee and that the cold brew coffee industry had not brought up any questions or concerns regarding potential hazards associated with cold brew coffee.

Conclusions

The results indicate that food regulatory agencies have a broad understanding that there are potential significant hazards related to the production of cold brew coffee, without clear specifics as to what the potential significant hazards are and the basis for evaluating those hazards. The fact that cold brew coffee is a new product type, with few publicly available challenge studies and information, likely accounts for the lack of understanding as to the significant hazards requiring control in cold brew coffee. 

Sixty-two percent of respondents indicated that they use the FDA Food Code as their regulatory policy for cold brew coffee. This Code, which most states adopt to regulate retail food safety, identifies cold brew coffee as a low-acid food requiring a variance for ambient steeping or extended storage and serving beyond seven days. Without a complete hazard analysis of the cold brew operation, regulators may have insufficient information upon which to determine the acceptability of a variance application. The results speak to a clear need to move all parts of the food regulatory system towards a hazard analysis, systems-based approach, to be effective in controlling hazards.

Research exists that demonstrates the need for control of L. mono., C. bot., and mycotoxins in cold brew coffee, yet it is not listed as a specialized process in the FDA Food Code. Additionally, the Food Code’s treatment of hot brewed coffee as an inherently safe process may lead regulators to believe that cold brew coffee is also inherently safe.

Few regulatory agencies are looking into potential necessary changes to how they address cold brew coffee, and industry has not been active in reaching out to food regulators for advisement on safe cold brew processing. Changes are necessary, to better consider and address all potentially significant hazards related to the production of cold brew coffee. 

Recommendations

1) Cold brewing of coffee should be identified as a specialized process in the FDA Food Code. Including cold brewing of coffee as a specialized process would include validating the cold brewing process. The Association of Food and Drug Officials could lead an initiative for the Conference on Food Protection to amend the Food Code in order to add in these protections.

2) Further public challenge studies should be conducted to better understand potential hazards associated with cold brew coffee production. Food regulatory agencies should work closely with academia, other food safety experts (e.g., the FDA Technical Assistance Network and the FDA Center for Food Safety & Nutrition, and industry to assess hazards in existing and emergent cold brew coffee products. 

3) Food regulatory agencies should develop specific policies towards their inspections of cold brew coffee, to include requiring written sanitation procedures, sanitation verification, and record keeping for control of L. mono. FDA guidance documents on cold brew coffee could help to standardize regulation and production of cold brew coffee throughout the U.S. 

4) All parts of the food regulatory system should continue to be developed towards a hazard analysis, systems-based approach, to be effective in controlling hazards. A good hazard analysis is the foundation for an understanding of product safety and effective regulation.

Cold brew coffee has exploded in popularity, and the availability and dissemination of quality information are key to its proper regulation. By embracing the recommendations above, regulation will better keep pace with industry practice for the safe production of cold brew coffee. 
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