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Why are four notorious carcinogens approved by FDA for 
food? 
By EDF Blogs / Published: February 1, 2024 

By Liora Fiksel, Project Manager, Healthy Communities, and Lisa Lefferts, Environmental 
Health Consultant 

 
While exposure data are scant, people who are choosing decaf coffee during pregnancy or for other health reasons may not 
realize that some popular brands contain methylene chloride. 

What’s Happening? 
On December 21, 2023, FDA filed a food-additive petition and a color-additive petition 
submitted by EDF and partners that asks FDA to revoke its approval for four carcinogenic 
chemicals approved for use in food. 

There is broad agreement that benzene, trichloroethylene (TCE), methylene chloride, and 
ethylene dichloride are carcinogenic,1 and federal law2 is clear: additives that cause cancer 
in humans or animals are not considered “safe.” All the chemicals have been identified as 
causing cancer in humans or animals since the 1970s and 1980s.3 

  

http://www.edf.org/
https://www.edf.org/people/liora-fiksel
https://cleanlabelproject.org/wp-content/uploads/CLP-Decaf-Coffee-White-Paper_3_2.pdf
https://www.edf.org/media/petition-fda-must-stop-allowing-four-cancer-causing-chemicals-food-1
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftn1
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftn2
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftn3
https://blogs.edf.org/health/wp-content/blogs.dir/11/files/Pregnant_woman_with_coffee-scaled.jpeg
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Why It Matters 
The petition addresses the following chemicals: (Please note that all links in this list are to 
PDFs.) 

• Benzene: known to cause cancer in humans since 1980, is allowed in hops extracts 
(used in beer production and supplements). Benzene causes leukemia in humans 
and is also associated with other cancers in humans, including lymphomas and 
other blood cancers. 

• Trichloroethylene (TCE): known to be carcinogenic to humans is allowed in 
decaffeinated coffee, certain extracts of spices used as food and/or color 
additives, and hops extracts. TCE causes kidney cancer, non-Hodgkin lymphoma, 
and liver cancer in humans. 

• Methylene chloride: “likely to be carcinogenic to humans,” is allowed in 
decaffeinated coffee, certain extracts of spices used as food and/or color 
additives, ink used to mark produce, and hops extracts. Methylene chloride is also 
considered “reasonably anticipated to be a human carcinogen.” 

• Ethylene dichloride: a “probable human carcinogen,” allowed in certain extracts 
of spices used as food and/or color additives, hops extracts, in water used to wash 
sugar beets, and to dilute pesticides. It is also considered “reasonably anticipated 
to be a human carcinogen.” 

In fact, FDA has acknowledged that these chemicals cause cancer and other health harms. 
Based on the cancer evidence, FDA proposed to prohibit trichloroethylene in food in 1977, 
and in 1989 declared cosmetics to be adulterated if they contained methylene chloride as 
an ingredient. 

The agency also alerts drug manufacturers that “benzene is a known human carcinogen 
that causes leukemia and other blood disorders” and advises them not to use benzene or 
ethylene dichloride to manufacture drugs “because of their unacceptable toxicity.” 

In 2023, the EPA proposed banning all uses of trichloroethylene and most uses of 
methylene chloride regulated under the Toxic Substances Control Act, because of their 
known cancer risks and other health harms. 

Our Take 
Safer alternatives are available and allowing these notorious chemicals in food is 
unacceptable and unnecessary. 

For example, safer alternatives–like water–can be used to decaffeinate coffee. 
Independent testing in 2020 [PDF, 332KB] and 2022 [PDF, 1.9MB] by the Clean Label 
Project revealed that coffee manufacturers may opt for methylene chloride to extract 

https://iris.epa.gov/static/pdfs/0276_summary.pdf
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/benzene.pdf
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/trichloroethylene.pdf
https://www.epa.gov/sites/default/files/2020-11/documents/1._risk_evaluation_for_trichloroethylene_tce_casrn_79-01-6.pdf
https://iris.epa.gov/static/pdfs/0070_summary.pdf
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/dichloromethane.pdf
https://iris.epa.gov/static/pdfs/0149_summary.pdf
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/dichloroethane.pdf
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/dichloroethane.pdf
https://www.regulations.gov/document/FDA-1975-P-0006-0003
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-G/part-700
https://www.fda.gov/drugs/pharmaceutical-quality-resources/fda-alerts-drug-manufacturers-risk-benzene-contamination-certain-drugs
https://www.fda.gov/media/133650/download?attachment
https://www.epa.gov/newsreleases/biden-harris-administration-proposes-ban-trichloroethylene-protect-public-toxic
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/risk-management-methylene-chloride
http://cdn1.cleanlabelproject.org/app/uploads/20200115024034/CLP-Decaf-Coffee-White-Paper.pdf
https://cleanlabelproject.org/wp-content/uploads/CLP-Decaf-Coffee-White-Paper_3_2.pdf
https://cleanlabelproject.org/
https://cleanlabelproject.org/
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caffeine, leaving trace amounts of the carcinogen in some popular brands of decaffeinated 
coffee. 

To safeguard the health of consumers, workers and communities, companies should 
prioritize adopting safer alternatives. Clearly, the transition is not only feasible but 
necessary. 

Considering the evidence, FDA’s decision on this petition should be easy. There is a clear 
requirement in the law barring cancer-causing additives in food, and a scientific consensus 
that these chemicals cause cancer. FDA most recently exercised its authority on cancer-
causing additives in 2018 when it granted another of our petitions to remove approval of 
certain carcinogenic flavors. FDA should quickly act to do the same in this case to follow the 
law, protect public health, and ensure the use of safer alternatives in the food industry. 

Next Steps 
Comments on the petitions are due March 11, 2024, barring any extensions. You can 
comment in support of both petitions: 

• Comment on the food-additive petition. 

• Comment on the color-additive petition. 

Go Deeper 
Read our blogs on food-additive petitions. 

Read our blogs on color-additive petitions. 

NOTES 
1 The carcinogenicity of all four chemicals is recognized by the Agency for Toxic Substances and Disease 
Registry, American Cancer Society, California, Department of Health and Human Services/NTP, EPA, and the 
World Health Organization’s International Agency for Research on Cancer. 
2 Known as the Delaney Clause. See 21 U.S.C. § 348(c)(3)(A) for food additives and 21 U.S.C. § 379e(b)(5)(B) for 
color additives. 
3 TCE in 1976, ethylene dichloride in 1978, benzene since at least 1980, methylene chloride in 1986. 

https://www.edf.org/media/edf-and-health-advocates-prevail-fda-bans-seven-cancer-causing-flavorings
https://www.regulations.gov/docket/FDA-2023-F-5684/document
https://www.regulations.gov/docket/FDA-2023-C-5679/document
https://blogs.edf.org/health/?s=food+additive+petition&searchsubmit=Search&source=www.google.com&sub_source=%2F&custom_string16=blogs.edf.org%2Fhealth%2F&custom_string17=www.edf.org%2Fissue%2Fsafer-chemicals&custom_string18=blogs.edf.org%2Fhealth%2F&custom_string19=direct+%28blogs.edf.org%29&custom_string20=%28blank%29&custom_string22=1695762806
https://blogs.edf.org/health/?s=color+additive+petition&searchsubmit=Search&source=www.google.com&sub_source=%2F&custom_string16=blogs.edf.org%2Fhealth%2F%3Fsearchsubmit%3DSearch%26source%3Dwww.google.com%26sub_source%3D%252F%26custom_string16%3Dblogs.edf.org%252Fhealth%252F%26custom_string17%3Dwww.edf.org%252Fissue%252Fsafer-chemicals%26custom_string18%3Dblogs.edf.org%252Fhealth%252F%26custom_string19%3Ddirect%2B%2528blogs.edf.org%2529%26custom_string20%3D%2528blank%2529%26custom_string22%3D1695762806&custom_string17=www.edf.org%2Fissue%2Fsafer-chemicals&custom_string18=blogs.edf.org%2Fhealth%2F&custom_string19=direct+%28blogs.edf.org%29&custom_string20=%28blank%29&custom_string22=1695762806
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftnref1
https://www.atsdr.cdc.gov/toxprofiledocs/index.html
https://www.atsdr.cdc.gov/toxprofiledocs/index.html
https://www.cancer.org/cancer/risk-prevention/understanding-cancer-risk/known-and-probable-human-carcinogens.html
https://oehha.ca.gov/proposition-65/proposition-65-list
https://ntp.niehs.nih.gov/whatwestudy/assessments/cancer/roc
https://iris.epa.gov/AdvancedSearch/?keyword=
https://monographs.iarc.who.int/list-of-classifications
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftnref2
https://blogs.edf.org/health/2024/02/01/why-are-four-notorious-carcinogens-approved-by-fda-for-food/#_ftnref3
https://ntp.niehs.nih.gov/sites/default/files/ntp/htdocs/lt_rpts/tr002.pdf
https://ntp.niehs.nih.gov/publications/reports/tr/000s/tr055
https://ntp.niehs.nih.gov/sites/default/files/ntp/roc/content/profiles/benzene.pdf
https://ntp.niehs.nih.gov/publications/reports/tr/300s/tr306
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