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Nearly 99 percent of all food chemicals introduced since 2000 were
greenlighted for use by the food and chemical industry, according to a new
EWG analysis — not by the Food and Drug Administration, the agency

responsible for ensuring food is safe.

That’s because food and chemical companies exploited a loophole in the law
allowing them to decide which chemicals are safe to consume, contrary to

what Congress intended when it enacted food chemical laws in 1958. What’s
more, taking advantage of this loophole is now the way most new chemicals,

lncludlng EGCG (https://www.ewg.org/news-insights/news/2021/11/fda-not-food-companies-should-decide-whether-green-tea-extract-

@ 5 pmppraraben (https://www.ewg.org/research/propyl-paraben), al’ld theobl‘omine (https://www.ewg.org/news-

insights/news-release/2014/11/new-guide-warns-dirty-dozen-food-additives) , are allowed mn fOOdS.

Since 2000, food and chemical companies have petitioned the FDA only 10
times to approve a new substance. By contrast, for 756 of 766 new food
chemicals added to the food supply since then, or 98.7 percent, these
companies have exploited a loophole for substances that are “generally

recognized as Safe,” or GRAS (https://www.fda.gov/food/food-ingredients-packaging/generally-recognized-safe-

gras#:~:text=2%622GRAS%229%20is%20an%20acronym%%z2ofor,phrase%20Generally%20Recognized %20As%208afe.) « The 100ph01€ lets

them - not the FDA - decide a substance is safe.

Food additive petitions versus GRAS notices for new chemicals (2000-

2021)
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B Food additive petitions [l GRAS notices

Nine of the 10 food additive petitions for new chemicals were first filed more

than 10 years ago, including:
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In 2000, Ecolab Inc. filed a petition for an antimicrobial agent

(https:/[www.federalregister.gov/documents/2000/06/13/00-14906/ecolab-inc filing-of food-additive-petition) .

In 2001, Avecia, Inc. filed a petition for poly(hexamethylenebiguanide)
hydrochloride (withdrawn).

In 2002, Intralytix, Inc. filed a petition for an antimicrobial agent

(https://www.federalregister.gov/documents/2002/07/22/02-18465/intralytix-inc-filing-of-food-additive-petition) «

In 2002, Safe Foods Corp. filed a petition for an antimicrobial agent

(https://www.federalregister.gov/documents/2004/04/02/04-7399/secondary-direct-food-additives-permitted-in-food-for-human-consumption) «

In 2005, Kareem I. Batarseh filed a petition for an antimicrobial agent.

(https:/www.govinfo.gov/content/pkg/FR-2009-03-18/html/E9-3852.htm)

In 2006, ARCH Chemicals, Inc. filed a petition for poly
(iminoimidocarbonyliminoimido-carbonyliminohexamethylene)
hydrochloride (withdrawn).

In 2008. Lubrizol Advanced Materials. Inc. filed a petition for cassia
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(awaiting approval).
* In 2008, Zentox Corp. filed a petition for monochloramine (withdrawn).

* In 2009, Ajinomoto Co. filed a petition for advantame

(https://www.federalregister.gov/documents/2009/07/21/E9-17250/ajinomoto-co-inc-filing-of-food-additive-petition), a non-

nutritive sweetener (an amended petition was filed in 2012).
* In 2018, Oakshire Naturals LP filed a petition for vitamin D2

mushroom pOWdeI' (htrps://www.federalregister.gov/documents/2018/09/18/2018-20217/0oakshire-naturals-Ip-filing-of-food-

additive-petition).

A food additive petition triggers rigorous pre-market safety review of a
chemical, which can only be used after FDA approval. The 1958 Food
Additives Amendment intended this review to be the primary way new food

chemicals are approved.

But just one food additive petition for a new chemical has been filed in the

past decade.

For the other 756 new food chemicals added to the food supply since 2000,
food chemical companies exploited the GRAS loophole so they could make

their own safety determinations.

This GRAS loophole was created in the 1958 law and intended to apply

narrowly, to common ingredients like sugar, vinegar and baking soda

(https://www.consumerreports.org/food-safety/gras-hidden-ingredients-in-your-food/) . But as EWG’S analysis ShOWS,

the loophole - not FDA safety review - has become the main way new

chemicals are allowed into food.

When a company makes a GRAS determination aupsiswwsia govfoodfood-ingredients-

packaging/generally-recognized-safe-gras#:~:text=2%22GRAS%22%20is%20an%20acronym%2ofor,phrase%20Generally%20Recognized%20As%208afe.) 5

which shows the company believes “the substance is generally recognized,
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the conditions of its intended use,” it can submit a NOtiCe upsywwwita govood/generally-

recognized-safe-gras/how-us-fdas-gras-notification-program-works), to the FDA, through a prOCCSS that iS

entirely voluntary. The FDA can review these notices and issue a “no
questions” letter, but it does not approve GRAS substances or affirm a

company’s GRAS determination.

If the FDA does raise questions about a company’s safety conclusions, the

company can WithdraW itS GRAS notice (https://www.cspinet.org/sites/default/files/attachment/GRAS-

mogmphiceompdf) — dESPite agency reservations — and continue to use the

ingredient anyway, without further FDA review. Moreover, concerned
citizens do not have the chance to provide public comment on or challenge

GRAS determinations.

EWG’s analysis includes only substances that have gone through this

voluntary process, because little to no information is available when

companies make their own GRAS determinations but do not notify the FDA.
So the analysis is certainly an undercount of what is added to food through

the GRAS IOOphOIC. EXpel’tS eStil’nate at leaSt l,OOO (https://healthandenvironment.net/uploads-

old/PublishedzeaoNavigatingzaoarticleaono s pdt) SUDStances have been added to the food supply

without GRAS notices being submitted to the FDA.

EWG also looked at filings related to new or modified uses for existing food
chemicals, in addition to new chemicals. For new or modified uses of existing
food chemicals, petitions were submitted slightly more often, at 42 times. But
this number of petitions is dwarfed by the 195 GRAS notices submitted for
new or modified uses of existing chemicals since 2000, in addition to the 756

new substances for which industry exploited the GRAS loophole.
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Additives
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Stay informed by signing up to receive email tips, action alerts,
promotions to support our work and more from EWG. You can opt-out

at any time.

The GRAS loophole puts consumers at risk

Because of the GRAS loophole, harmful ingredients have made their way into,

and continue to enter, the food supply.

For example, the Flavor and Extract Manufacturers Association

(https:/www.consumerreports.org/food-safety/gras-hidden-ingredients-in-your-food/), or FEMA, a trade group

composed of industry insiders, reviews and makes GRAS determinations on

nearly all flavor ingredients. Seven carcinogenic flavor supssmwesgorgiens insightsnews-

release/fda-bans-7-cancer-causing-food-additives-found-popular-foods), lngredlents rubbel’-stamped as GRAS by
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FEMA were later banned in response to a petition by EWG and other

nonprofit groups in 2018.

Other GRA.S SubStanCCS inClude BHA. (https://www.ewg.org/consumer-guides/ewgs-dirty-dozen-guide-food-

additiveshuryared-hydroxyroluene) , Classified as “reasonably anticipated to be a human

carcinogen” by the National Toxicology Program, and BHT upsiswwergorgiconsumer.

guides/ewgs-dirty-dozen-guide-food-additives#butylated-hydroxytoluene) , WhiCh may diSI‘upt endOCI'il‘le ful‘lCtiOl‘l

by causing thyroid changes and affecting animal development. Green tea

eXtraCt EGCG (https:/[www.ewg.org/news-insights/news/2021/11/fda-not-food-companies-should-decide-whether-green-tea-extract-safe),

may increase risk of cancer but is classified as GRAS.

For decades, partially hydrogenated oils were considered GRAS - even
though they are a major source of trans fat in the diet, which can increase

cholesterol and harm the heart. When the FDA revoked GRAS status

(https://www.fda.gov/food/food-additives-petitions/final-determination-regarding-partially-hydrogenated-oils-removing-trans-fat), 1n a rare

action, in 2015, the agency said removing these oils from food “could prevent

thousands of heart attacks and deaths each year.”

Many of the GRAS notices lack critical health data. A 2020 review

(http://blogs.edf.org/health/files/2020/09/Additives-Cumulative-Effects-Citizen-Petition-FINAL-9_23_20.pdf), Of GRAS notices

submitted since 1997 found they were nearly all inadequate. Among almost
900, only one assessed the effect of that chemical in combination with other
similar chemicals, even though both manufacturers and the FDA are required

to consider cumulative impacts as part of a safety determination.

It's fime to close the GRAS loophole

The FDA is charged with protecting the U.S. food supply but has fallen short.

Even Michael Taylor, a former FDA deputy commissioner for food

(https://www.washingtonpost.com/national/food-additives-on-the-rise-as-fda-scrutiny-wanes/2014/08/17/828e9bf8-1cb2-11¢4-ab7b-
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soseagsddfar storvhemy, admitted in 2014 that the FDA “simply do[es] not have the

information to vouch for the safety of many of these chemicals.”

It is time to close the GRAS loophole and prevent new chemicals from being

added to food through a side door, with no government oversight.

A bill introduced by Rep. Rosa DeLauro (D-Conn.), the Toxic Free Food Act

(https://www.govtrack.us/congress/bills/117/hr36909/text),, Would requil"e the FDA tOo narrow the IOOphole

by making the GRAS process more transparent, with public input and robust

data requirements.

And the Food Chemical Reassessment Act Of 2021 ups:/wwwcongress goviizbills/hrs6o4/BILLS-

whnsoshpas), iNtroduced by Rep. Jan Schakowsky (D-IlL.), aims to address
inadequacies in food additive rules by requiring the FDA to regularly review
and reassess food chemicals, many of which have not been reevaluated in

decades.

Congress should act quickly to stop the continued use of unsafe chemicals in

our food supply.

GRAS data analysis: Methodology

To compare uses of the GRAS loophole and petitions, EWG looked at how

many of each were filed for new chemicals between 2000 to 2021.

To find out how often the loophole was used, EWG reviewed all filings in the

FDA,S GR.AS nOtice inventory_(h_ttps://www.cfsanappsexternal.fda.gmipts[fdcc[?set:GRASNotices). SinCC

2000. For new substance notices that were filed, we located and categorized

all notices for duplicate substances, based on whether they were:

* the original filing for a new substance
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Our analysis found that between 2000 and 2021, there were 756 original
GRAS notices for novel food chemicals. And out of a total of 992 GRAS
filings, there were 41 refilings and 195 filings for a new food chemical or

varied use of an existing one.

Because submission of a GRAS notice is voluntary, it’s impossible to know
exactly how many more chemicals or uses companies have determined to be

GRAS that are not included in this analysis.

To find out how many food additive petitions were filed, EWG searched the
Federal Register for food additive petitions filed between 2000 and 2021. We

identified a total of 97 petitions:

10 for new substances (one awaiting approval, three later withdrawn)
42 for a new or varied use of an already existing chemical (two later
withdrawn)

11 to ban or restrict existing food chemicals (three have not been acted
on by FDA, one denied, one withdrawn, and six granted)

Nine for food irradiation (two later withdrawn)

12 correcting or amending previous petitions (i.e., change scope of use,
correct information error)

Two converted to food contact notifications after the FDA created a
new notification process for food contact chemicals

One submitted in response to a determination that a substance is not
GRAS

10 withdrawn and not refiled (original petitions included three petitions
for new chemicals; two for food irradiation; two for a new or varied use
of an already existing substance; and two converted to food contact
notifications after the FDA recently launched a new process to regulate

food additives that are food contact chemicals).
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EWG’s comparison focuses only on differences between GRAS notices and
food additive petitions for new chemicals and requests to expand or change

uses of existing chemicals added directly to food.

Food additives: More than you may have bargained f...

AREAS OF FOCUS: Food & Water (/areas-focus/food-water Water (/areas-focus/food-water/water,

Children's Health (/areas-focus/family-health/childrens-health)

Toxic Chemicals (/areas-focus/toxic-chemicals)

Food Chemicals (/areas-focus/toxic-chemicals/food-chemicals)

Disqus Comments

RELATED NEWS

Continue Reading
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(/news-insights/news/2024/09/three-decades-later-bha-remains-food),

FOOD (/AREAS-FOCUS/FOOD-WATER/FOOD) FOOD CHEMICALS (/JAREAS-FOCUS/TOXIC-
CHEMICALS/FOOD-CHEMICALS)

T h ree d eca d es I aTe I", B H A rema i ns i n fOOd (/news-insights/news/2024/09/three-decades-later-

bha-remains-food

SEPTEMBER 19, 2024

In 1990, a doctor filed a petition asking the Food and Drug Administration to ban the use of the

additive BHA in food - and they’re still waiting for a response.
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(/news-insights/news/2024/09/new-study-suggests-environmental-chemicals-can-trigger-early-puberty)

COSMETICS (/AREAS-FOCUS/PERSONAL-CARE-PRODUCTS/COSMETICS) CLEANING SUPPLIES (/AREAS-
FOCUS/HOUSEHOLD-CONSUMER-PRODUCTS/CLEANING-SUPPLIES) REPRODUCTIVE HEALTH (/AREAS-

FOCUS/FAMILY-HEALTH/REPRODUCTIVE-HEALTH) CHILDREN'S HEALTH (/AREAS-FOCUS/FAMILY-
HEALTH/CHILDRENS-HEALTH)

New study suggests environmental chemicals can trigger early,

p u be rTy N g | l'| S (/news-insights/news/2024/09/new-study-suggests-environmental-chemicals-can-trigger-early-puberty)

SEPTEMBER 13, 2024

A WOI'I'yil’lg trend of girls starting Dubertv (https://www.ewg.org/news-insights/news/2024/05/menstruation-starting-earlier-and-

carlier-does-chemical-exposure-play), €arlier is raising questions about whether chemical exposures play a

role. Now a new study suggests a link (https:/academic.oup.com/endolarticle/165/10/bqae103/7749680%login=false) between

certain chemicals in everyday products...
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(/news-insights/news/2024/09/house-trio-urges-fda-end-foot-dragging-ban-toxic-formaldehyde-hair)

COSMETICS (/AREAS-FOCUS/PERSONAL-CARE-PRODUCTS/COSMETICS)

House trio urges FDA to end foot-dragging, ban toxic
formaldehyde in hair STraig hTeners(/news-insighTs/new5/2024/09/h0u5e-1rio-urges-fda-end-foor-

dragging:-ban-toxic-formaldehyde-hair)
SEPTEMBER 11, 2024
Three House lawmakers are calling out the Food and Drug Administration for its yearslong delay

in banning hair-straightening treatments that contain or emit cancer-causing

(https://pubmed.ncbi.nlm.nih.gov/31797377)). formaldehyde (https://www.ewg.org/skindeep/ingredients/702500-FORMALDEHYDE) . They
urge the...
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(/news-insights/news/2024/09/what-are-parts-million-billion-and-trillion)

PFAS CHEMICALS (/AREAS-FOCUS/TOXIC-CHEMICALS/PFAS-CHEMICALS)

What are parts per million, billion and 1rillion? inewsinsights/news/2024/00/what-are-parts-

million-billion-and-trillion)
SEPTEMBER 6, 2024

EWG often talks about pollution and health risks in terms of parts per billion or trillion. But

what does that mean in simple terms? How can you use this information to live a healthier life?

ALL NEWS (/NEWS-INSIGHTS/NEWS)

181

Shares

https://lwww.ewg.org/news-insights/news/2022/04/ewg-analysis-almost-all-new-food-chemicals-greenlighted-industry-not-fda#:~:text=Nearly 99 perc... 14/14



