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Executive Summary
This report explains the legal authority by which the Food and Drug Administration (FDA) can amend 
its regulations to require premarket notification and other premarket procedures before substances that 
are considered “generally recognized as safe” (GRAS) are allowed to be used in the U.S. food supply. The 
FDA’s authority to take these steps derives from the Federal Food, Drug, and Cosmetic Act (FDCA) and its 
1958 Food Additives Amendment (FAA). While the FAA prescribes detailed procedures for approving food 
additives, it exempts GRAS substances, leaving discretion for oversight of them to the FDA and creating 
space for the agency to design oversight for such substances.

Congress enacted the FAA to close a dangerous gap in prior law that allowed untested substances to be 
added to food and remain on the market for years before the government could prove harm. The statute 
establishes a broad default: any substance added to food is a “food additive” and is deemed unsafe unless it 
has gone through a detailed premarket additive approval process set out in the statute. Congress provided for 
a narrow exception to this process for GRAS substances: defined as those with a well-established history of 
safe use (e.g., sugar, salt, butter, lard, pepper) or a strong, generally recognized scientific consensus of safety. 
As analyzed in this report, the legislative history makes clear that Congress did not envision GRAS as an 
open-ended alternative pathway for novel chemicals, but as a practical exception for well-known ingredients 
and subject to ongoing FDA oversight and reevaluation.

Over time, and due to permissive FDA regulations that have allowed use of GRAS substances without 
mandatory FDA oversight, industry reliance on the GRAS pathway has largely supplanted the food additive 
petition process. Because GRAS notification is voluntary, FDA frequently does not know which chemicals 
are being added to food until after they are widely marketed and consumed. This outcome undercuts the 
central purposes of the FDCA and FAA. Thousands of substances now have entered the food supply through 
self-GRAS, without any FDA notification, and the overwhelming majority of new food chemicals have 
bypassed the traditional food additive process. Some of these GRAS substances, like tara flour, have been 
discovered to pose serious health risks after use in the food supply. 

In August 2026, the U.S. Food and Drug Administration (FDA) proposed a rule to refine its requirements 
for the use of substances that are “generally recognized as safe” (GRAS) in food.1 Despite proposing to make 
GRAS notifications to FDA mandatory, the proposed rule does not require these notification to be made 
prior to using the GRAS substances in food products. But as this report explains, FDA has ample authority to 
require such notifications to be premarket, which would better align with the statutory purpose, legislative 
history, and public health mission of the FDA.

Under current administrative law jurisprudence post-Loper Bright, courts no longer apply Chevron deference 
but require an independent analysis of the “best reading” of the statute and may accord Skidmore respect 
to agency interpretations. As described in this report, a reviewing court should find that the best reading of 
the FAA permits, and even strongly supports, FDA adoption of mandatory premarket procedures for GRAS 
substances. The text and legislative history show Congress intended premarket review to be the default for 
new food substances, with GRAS as a limited exception. A regime that allows companies to self-certify safety 
without meaningful FDA engagement recreates the precise premarket gap the FAA was enacted to close in 
the first place.
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Courts have also repeatedly held that the FDCA should be interpreted broadly, in light of its overriding 
public health purpose. Courts have been loath to allow gaps in the law that create public health risks or harms, 
instead supporting FDA interpretations of the FDCA that aim to protect consumers. Viewed in this light, any FDA 
regulations that are within its authority to ensure food safety and public health should be supported by the courts.

Finally, the FDA has the authority to ensure “efficient enforcement” of the FDCA. Together with the FDA’s 
duty to keep unapproved food additives out of the food supply, that authority supports requiring anyone 
who invokes the GRAS exception to notify the FDA, and share the basis for the determination, before the 
substance is used in food. Courts have long upheld the FDA’s power to find that a substance or a certain use 
of a substance is not GRAS and is therefore an unapproved additive. The FDA cannot make those findings 
about substances it does not know exist, and voluntary notification under the 2016 GRAS rule leaves many 
substances unknown. Taken together, this supports FDA’s authority to require premarket procedures for 
GRAS substances. 

There is a limiting principle: FDA may not create a GRAS review process that is identical to the food additive 
petition process. This is because Congress created a category of GRAS substances and explicitly stated that 
they would be exempt from the food additive definition and thus the food additive petition process. However, 
the FDA can still require premarket GRAS notification, prescreening to determine whether a substance 
properly belongs in the GRAS or additive pathway, and submission of evidence showing general recognition 
of safety, all without collapsing GRAS into the additive approval process.

In sum, the structure, legislative history, and purpose of the FDCA and FAA, together with modern 
administrative jurisprudence and related FDCA case law, strongly support FDA’s authority to require 
mandatory premarket notification and related procedures for GRAS substances. A well-crafted rule that 
preserves a procedural distinction from the food additive petition process would be a lawful response to 
growing evidence that the current voluntary GRAS system allows unsafe chemicals to enter and remain in 
the U.S. food supply without adequate oversight.
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Issue 
In August 2026, the U.S. Food and Drug Administration (FDA) proposed a rule to refine its requirements for 
the use of substances that are “generally recognized as safe” (GRAS) in food.2 While the proposed rule would 
make GRAS notifications mandatory, it would not require that such notification take place prior to using the 
substance in foods being marketed in the United States. Some stakeholders have questioned FDA’s authority 
to require premarket notice or other premarket procedures for GRAS substances. However, as described in 
this report, FDA has additional authority and could require premarket notification for GRAS substances. 
This report answers the question: Does the FDA have the authority under the Federal Food, Drug, and 
Cosmetic Act (FDCA) to require premarket notification or other premarket procedures for substances that 
are considered by food industry actors to be GRAS?

Brief Answer
Yes. Under the Food Additive Amendment (FAA) to the FDCA, the FDA can establish premarket procedures 
to ensure GRAS status before a substance is used in food. These can include mandatory premarket notification 
or review of a GRAS determination or premarket screening of a substance to determine whether it can use 
the GRAS process or must use the additive approval process, provided that the premarket notification and 
review process for GRAS substances differs from the food additive petition process set out by Congress in 
the in the FAA.

Background
In recent years, concern has grown about additives and chemicals in the U.S. food supply.3 There are thousands 
of ingredients in the U.S. food supply, but many of these substances have never been reviewed by the FDA 
for safety.4 Under current FDA regulations, the majority of such substances can legally enter the market with 
limited or no FDA oversight, based solely on a determination by the food or ingredient manufacturer that 
the substance is “generally recognized as safe” (GRAS). If a food or ingredient manufacturer determines that 
a substance is GRAS (a “self-GRAS” determination or “self-certified” GRAS), they may voluntarily notify 
the FDA of the determination, in which case the FDA can issue a “no questions” letter, stating they do not 
question that determination. The manufacturer may alternatively make a confidential GRAS determination, 
sometimes colloquially described as “secret-GRAS”5 and add the substance to food without ever notifying 
the FDA or the public. 

Over time, the use of GRAS determinations—including those where the FDA has been notified and those 
where it has not—has overtaken the use of the Congressionally-created additive approval process. Research 
published in 2011 by Pew Health Group found that between 1990 and 2010, many new substances in food 
did not go through FDA review: those researchers discovered an estimated 1000 GRAS decisions were self-
determined and never reported to the FDA, and another 2072 substances were determined GRAS by an 
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industry panel of experts (frequently through the Flavors and Extracts Manufacturers Association).6 A 2025 
study by the Environmental Working Group (EWG) found that nearly 99% of the new chemicals added to 
food between 2000 and 2025 (863 chemicals) bypassed the statutorily-created additive process and were 
instead used following voluntary notification to the FDA, a much less onerous process with limited FDA 
review; in that time period, only 10 chemicals were added to food via additive petition to FDA..7 EWG 
research in 2026 also identified 111 food chemicals added to food using secret-GRAS in recent years, 
of which 49 are in common use and are listed as ingredients in thousands of food products as extracts, 
supplements, and alternative proteins.8 Importantly, a growing body of scientific evidence suggests that 
many substances in use under the GRAS designation—either with notification to the FDA or through self-
GRAS determinations—pose health risks.9 Mounting concern over many of these substances has led to calls 
for the FDA to take action.10 In 2025, the agency announced that it would be exploring an update to its GRAS 
rule,11 and in August 2026, the agency published a proposed rule that aims to strengthen agency review of 
GRAS substances.12 This section lays out the statutory definitions of food additives and GRAS substances, 
along with the history of FDA regulation and further detail on some of the concerns that are prompting FDA 
to take action now.

In 1938, Congress enacted the Food, Drug, and Cosmetic Act (FDCA), which built upon and replaced its 
predecessor, the 1906 Pure Food and Drug Act, and more fully empowered the FDA as a regulatory agency 
with oversight over the safety and labeling of food, drugs, medical devices, and cosmetics.13 The FDCA 
allows the FDA to establish minimum standards for foods and prohibits the sale of foods that are adulterated 
or misbranded.14 The FDCA is the core federal legislation relating to the FDA’s authority, and all subsequent 
legislation on food, drugs, medical devices, and cosmetics are enacted as amendments to the FDCA.15 

One such amendment was enacted by Congress in 1958 to increase regulatory oversight for food additives. 
The Food Additives Amendment (FAA) added provisions to the FDCA stating that any food containing 
unapproved additives is considered “adulterated.”16 The FAA added the following definition of a “food 
additive”: “any substance the intended use of which results or may reasonably be expected to result, directly 
or indirectly, in it becoming a component or otherwise affecting the characteristics of any food.”17 This 
definition was intentionally quite broad and aimed to require oversight for all substances added to food 
intentionally or unintentionally. However, in the FAA, Congress also included an exception to the definition 
of “additive” that exempts any substance considered “generally recognized as safe” (GRAS). The exception 
states that a substance is not an additive if it is:

generally recognized, among experts qualified by scientific training and experience to evaluate 
its safety, as having been adequately shown through scientific procedures (or, in the case of 
a substance used in food prior to January 1, 1958, through either scientific procedures or 
experience based on common use in food) to be safe under the conditions of its intended 
use[.]18 
	

Congress’s purpose in enacting the FAA was two-fold: first, to protect the health of consumers by requiring 
manufacturers of food additives and food processors to ensure the safety of any substances that will be 
added to food before those substances are used on the market; and second, to advance food technology 
by permitting the use of food additives to support innovation in food taste, handling, or storage.19 In light 
of these two objectives, the FAA prohibited the use of food additives unless authorized by the FDA via a 
rigorous premarket food additive petition process.20 
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The additive petition process prescribed by Congress is data-intensive and lengthy. The FAA requires 
anyone who intends to use a food additive to first seek approval from the FDA by submitting a food additive 
petition.21 The burden is on the petitioner to prove safety, and the petition must provide evidence that the 
substance is safe for the ways in which it will be used, including the foods in which it will be used and the 
intended levels of use.22 After a petition is submitted, the FDA must publish a notice of the petition in the 
federal register, allowing the opportunity for public comment.23 The FDA must then evaluate the petition and 
the public comments to determine if the data demonstrate that the food additive is safe under the proposed 
conditions of use.24 For every food additive the FDA approves, the agency must promulgate a regulation 
authorizing the approved uses of the additive that meet the safety standard for food use.25 Additives cannot 
be used except as authorized by such a regulation. 

GRAS was intended as a relatively narrow exemption from the food additive definition (and thus from the 
premarket additive petition process). The legislative history, fleshed out in more detail below in Section IV. 
A., shows that members of Congress intended that food additives go through rigorous premarket review, and 
that only a narrow set of substances that had been commonly used in food prior to 1958 or were generally 
known to be safe for consumption be exempt. Statements from the Department of Health, Education and 
Welfare (precursor to the Department of Health and Human Services) also confirmed the Department’s 
understanding that the GRAS exemption would only apply to common substances, like “sugar, salt, butter, 
lard, pepper.”26 

In contrast to its detailed description of the procedures required for additive approvals, the FAA includes no 
information about procedures for GRAS substances or GRAS determinations. The FAA does not state whether 
industry or the FDA is responsible for determining general recognition among experts that a substance is 
safe. Nor does the FAA detail any procedural mechanism for determining whether a substance is GRAS.27 

Under the general authority granted to it by the FDCA, the FDA has consistently demonstrated its authority 
over the procedures required for GRAS. However, the FDA’s regulatory oversight of GRAS has undergone 
several changes in the decades since the FAA was enacted. In 1958, shortly after the enactment of the FAA, 
the FDA created “the GRAS list,” where it confirmed the GRAS status of a multitude of food substances 
that were used in food prior to 1958.28 However, the FDA acknowledged it was impossible to list every safe 
substance, and many substances that were considered GRAS by the food industry were not included in 
the GRAS list.29 Thus, manufacturers often asked the FDA for informal, non-binding “opinion letters” to 
confirm a substance’s status as GRAS, which the FDA would issue.30

After cyclamates were linked to cancer and removed from the GRAS list in 1969, President Nixon ordered 
a comprehensive safety review of all presumed GRAS substances that same year.31 As a result, in 1970, 
the FDA established formal criteria to determine if a substance should be “affirmed” as GRAS, regulated 
as a food additive, or be listed in an interim food additive regulation.32 In 1972, the FDA created a “GRAS 
affirmation petition” process, allowing a manufacturer to voluntarily request the FDA to review and verify 
the safety of a substance.33 Unfortunately, the affirmation petition process was slow and resource-intensive 
for both the government and industry, as the FDA utilized notice-and-comment rulemaking for each such 
substance, similar to the additive petition process.34 Thus, the FDA began to allow industry entities to self-
certify new substances as GRAS without informing the agency, a rule it proposed in 1997 and formally 
adopted with very little modification in 2016.35 
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Under its 1997 Proposed and 2016 Final Rule on Substances Generally Recognized as Safe (“2016 Final 
GRAS Rule”), the FDA allows companies to voluntarily notify the FDA of a GRAS designation.36 The FDA 
then has several options as to how it responds. First, the FDA can issue a “no questions” letter, saying it does 
not question the GRAS designation and thus allows it to stand.37 Second, the FDA can issue a letter rejecting 
the GRAS designation.38 Lastly, the FDA can issue a notice that it has ceased to evaluate the substance at the 
request of the manufacturer. In practice, the FDA will generally cease to evaluate a substance after it writes 
privately to the manufacturer raising questions about the safety or scientific process used to assess safety, 
which prompts the manufacturer to withdraw its GRAS notice.39 Yet, since the GRAS notification process is 
voluntary, companies may use a substance in food without notifying the FDA (sometimes called self-GRAS), 
or even if the FDA has raised serious questions about its safety and the GRAS notice was withdrawn.40

Without mandatory premarket review or notification, the FDA lacks the means to know when a new 
substance is used in food. Because manufactures may use generic terms on the food label (e.g., flavors),41 
there is often no way for the FDA (or the public) to know that a new substance was added to food through 
this self-GRAS process.42 If FDA does identify a substance added to food through this self-GRAS process, 
it would only discover it after the product has already been manufactured, marketed, sold, and consumed.

FDA unquestionably has the post-market authority to review and revoke the GRAS and food additive 
status of ingredients in the food supply.43 There are numerous examples of substances used under a GRAS 
designation that were later revoked due to health harms. For example, in 2022, the novel ingredient tara flour 
led to the illness and hospitalization of hundreds of people for gastrointestinal symptoms and abnormal 
liver function.44 Tara flour was never submitted to FDA via a food additive petition or a voluntary GRAS 
notification. Instead, the substance was used in food products after a supplier self-determined its GRAS 
status.45 . However, reports allege that only one toxicity study was conducted at the Universidad Peruana 
Cayetano Heredia prior to the self-designation of tara flour as GRAS.46 Food safety attorney Bill Marler 
pointed out in a 2023 letter to the FDA’s Deputy Commissioner for Foods:

The study begs the question as to how [the manufacturer] knew to specifically test for liver 
function and whether there were prior indications or concerns about the potential for tara 
[flour] to cause liver injury. It also raises questions as to why [the distributor] proceeded with 
the import and distribution of tara flour, especially given the absence of GRAS status for tara 
flour, the restricted scope of [the distributor’s] study, and the paucity of other studies at the 
time.47

The FDA investigated the outbreak, but could not prove that tara flour was the cause; however, it spurred 
the FDA to conduct its own assessment of the evidence, and eventually the FDA officially revoked tara 
flour’s GRAS status based on absence of data to support its safe use in food.48 This action occurred in 2024, 
two years after the outbreak, despite the fact that the outbreak injured more than 400 people, in some cases 
resulting in organ damage.49

The FDA has acknowledged the need for better oversight of additives and GRAS substances pre- and post-
market in statements50 and in its 2026 proposed rule.51 Congress has also considered action to address the 
GRAS loophole.52 While Congress has the clear power to amend the FAA to change its food additives and 
GRAS definitions and procedures more holistically, as this report argues, the FDA also has authority to 
revise its GRAS regulations and implement mandatory premarket procedures for GRAS substances. 
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This report addresses the FDA’s statutory authority to revise its existing GRAS regulations and enact a new rule 
requiring premarket notification and review procedures for GRAS substances. This authority will be broadly 
referred to throughout this report as the authority to establish “premarket procedures.” First, this report 
will demonstrate that the text and legislative history show Congressional intent that the GRAS definition 
be a narrow exception to the clear default that substances added to food must go through premarket review. 
Second, it will discuss why current administrative law jurisprudence under Loper Bright Enterprises would 
not bar the FDA from requiring premarket GRAS procedures. Third, it will discuss the broader purpose of 
the FDCA and how courts have historically interpreted this purpose and addressed the scope of the FDA’s 
authority over food safety. Fourth, it will show that the FDA has a duty to ensure unapproved additives are 
not used in food and undisputed authority to determine that a substance or a particular use of a substance 
is not GRAS and is thus an unapproved food additive. That authority, coupled with the FDA’s rulemaking 
power, gives it authority to implement premarket GRAS requirements. Finally, this report will outline what 
the FDA has the authority to require in terms of premarket procedures in GRAS rulemaking.

Legal Authorities and Discussion
A.	 The Language and Legislative History of the FAA Weigh in Favor of GRAS Premarket 

Procedures and Clear FDA Oversight 
As discussed in this section, the FAA establishes a broad default rule subjecting all substances added to food 
to premarket safety review, carves out a narrowly drawn exemption for GRAS substances, and leaves the 
procedural implementation of that exemption up to the FDA. The legislative history confirms that Congress 
enacted the FAA to prevent unreviewed substances from entering the food supply without oversight.53 The 
FAA also provides the statutory foundation for the FDA’s authority to oversee the safety of GRAS substances 
and to implement premarket procedures governing their use.

The text and structure of the FAA, along with its legislative history, provide strong evidence that Congress 
intended that new substances being added to the food supply go through premarket review. The FAA was 
enacted to more clearly define and regulate food additives. The amendment added the term “food additive” 
to the FDCA and defined it broadly as “any substance the intended use of which results or may result . . . in 
its becoming a component or otherwise affecting the characteristics of any food.”54 This definition establishes 
a default rule that any substance added to food is a food additive and is presumptively unsafe without 
FDA approval. The statute then carves out a narrow exemption to this definition for substances “generally 
recognized, among experts qualified by scientific training and experience to evaluate its safety, as having been 
adequately shown through scientific procedures . . . (or experience based on common use in food) to be safe 
under the conditions of its intended use.”55 These elements are codified at 21 U.S.C. §321(s). The language 
of the FAA describes two ways for a substance to be GRAS: either by means of scientific procedures or, in 
the case of substances in use prior to the passage of the FAA, by means of experience based on common 
use in food.56 A substance that fails to meet these conditions should fall back within the default category of 
“food additive” and be presumed unsafe, absent successful completion of the statutorily-mandated additive 
review process and FDA-prescribed conditions of safe use.57 The FDA is under no obligation to consider any 
substance GRAS until a general recognition of safety has been shown to the FDA. 
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The legislative history of the FAA provides insight into Congressional intent. There are two primary 
takeaways about the GRAS definition and purpose that emerge from reviewing this history. First, Congress 
enacted the FAA to ensure that harmful substances were not used in food for extended periods of time 
before the FDA could prove their harm and remove them. Second, Congress intended premarket additive 
review for new substances used in food to be the default, with GRAS serving as a narrow exception, rather 
than an alternative regulatory pathway.

As numerous statements in the legislative record show, members of Congress were concerned that harmful 
substances were being in food for years before the FDA knew about their harm. Representative Delaney, 
Chairman of the House Select Committee to Investigate the Use of Chemicals in Food and Cosmetics, 
explained on the House floor that the legislation was enacted to respond to the rapid pace of food technology 
development in the 1950s, which demanded better safeguards to protect public health: “[t]he safeguarding of 
the health of the American public should ever be uppermost in our minds. In these fast moving times, food 
technology changes almost from day to day and it is difficult to keep up with developments.”58 Representative 
McDonough noted, “I favor this legislation as one means of protecting the public because I think that many 
of these chemicals are very dangerous in many instances and may be harmful to the health of many people 
throughout the Nation. These additives should be pretested before they are used.”59

The Senate Report submitted by the Committee on Labor and Public Welfare—the Committee to which 
the bill was referred—was also direct about the specific harms Congress sought to prevent by enacting the 
legislation:

[E]xisting law permits any processor who chooses to pay no heed either to the public’s health 
or to his continuance in one particular line of business to unfairly compete with responsible 
processors, to defy the Food and Drug Administration and to endanger the health of millions 
by using an untested additive for as long a time as it may take for the Government to suspect 
the deleteriousness of his additives, schedule research into its properties and effects, and, 
finally—perhaps years later—to begin the years-long experiments needed to prove the 
particular additive safe or unsafe.60

Senator Hill similarly worried that a chemical “may be added to foodstuffs and used for a considerable period 
of time before anyone begins to suspect that it may be having ill effects” and that by the time suspicion arose, 
still more time would pass before the FDA could schedule an investigation.61 The record also shows that 
Congress intended the FAA to protect against “any substances the ingestion of which reasonable people 
would expect to produce not just cancer but any disease or disability.”62

The GRAS exemption was not conceived as an alternative pathway for novel substances to enter the food 
supply, but as a practical carve-out for ingredients with a well-established history of safe use or common 
scientific agreement of their safety, subject to FDA oversight and evaluation. A letter from the Department 
of Health, Education, and Welfare (precursor to the Department of Health and Human Services) submitted 
during a 1958 House floor debate on the FAA clarified its understanding of what would be covered by the 
definition:

Another provision of [the bill] . . . is the one that would exempt from the definition of food 
additive substances used in food prior to January 1, 1958, that have been adequately shown 
through experience based on common use in food to be safe under the conditions of intended 
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use. Our Department believes that it is not necessary to good public health protection to have 
chronic toxicity studies conducted of common food chemicals, such as salt, sugar, vinegar, 
baking soda, and a great many other materials that have been in common use for a long 
time. As a matter of fact, these substances have been established as suitable food ingredients 
through feeding to generations of human beings. . . . 

But this is not a grandfather clause either. If later developments show that a substance 
previously considered safe because of common use in food were [] subject to question and not 
generally recognized as safe, then the substance would become subject to the definition of a 
food additive and would have to be cleared under the procedures of the proposed law.63

FDA Commissioner Larrick submitted a partial list to Congress of what the FDA would consider “GRAS,” 
including items such as butter, coffee, gelatin, lemon juice, mustard, paprika, salt, vinegar, and wine.64 
Likewise the Congressional record gives as examples common ingredients like “sugar, salt, butter, lard, [and] 
pepper,”65 because they are known to be “suitable food ingredients through feeding to generations of human 
beings.”66 

In contrast with GRAS based on common use, the legislative history describing GRAS based on scientific 
procedures is comparatively sparse.67 However, given Congress’s concern about new ingredients and 
the plain language of this section instituting a more rigorous review for all additives going forward, it is 
reasonable to presume that Congress viewed it as being at least as protective as GRAS based on common 
use, if not even more stringent, requiring a level of expert consensus and public data equivalent to or better 
than historical certainty. 

Indeed, the FDA’s GRAS regulations in place today and since the 1970’s have stated its view that GRAS using 
scientific procedures be more rigorous than GRAS based on prior use. FDA’s GRAS regulations explain that 
“an ingredient not in common use in food prior to January 1, 1958 may achieve general recognition of safety 
only through scientific procedures.”68 As to the scientific procedures required, the FDA regulations have 
stated since that time that:

General recognition of safety based upon scientific procedures shall require the same quantity and 
quality of scientific evidence as is required to obtain approval of a food additive. General recognition 
of safety through scientific procedures shall be based upon the application of generally available 
and accepted scientific data, information, or methods, which ordinarily are published, as well as 
the application of scientific principles, and may be corroborated by the application of unpublished 
scientific data, information, or methods.69

In all of this history, there is no indication that Congress intended to provide the food industry a “loophole” 
to add ingredients into the food supply without FDA oversight or knowledge. In fact, the legislative history 
points to the exact opposite purpose in passing the FAA. The Senate Report by the Committee on Labor and 
Public Welfare states that: 

This huge loophole [in which a processor may use an untested additive for as long as time as it may 
take for the Government to suspect the deleteriousness of the additives and subsequently review and 
research its effects] is 1 of 2 flaws in existing law which, through this measure, we are attempting to 
fill.70
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A regime that permits manufacturers to self-determine that novel substances are GRAS without any 
premarket notification to FDA recreates the precise harm Congress sought to prevent: the public unknowingly 
consuming unreviewed and unsafe substances for years before suspicion of harm arises. This is at odds with 
Congress’s key concerns and goals in enacting the FAA: to ensure that substances would be reviewed for 
safety before being added to the food supply. 

B.	 Applying Current Administrative Law Jurisprudence, a Court Should Uphold an FDA Rule 
Requiring Premarket GRAS Notifications

The legislative history of the FAA demonstrates the narrow scope that was intended for the GRAS exemption, 
however, any action taken by the FDA must be evaluated in light of how a court would interpret it using 
current administrative law jurisprudence. As explained in this section, a court reviewing FDA action using 
that jurisprudence should uphold an FDA rule establishing mandatory premarket procedures for GRAS 
substances. The Supreme Court recently announced a change in how courts should review an agency action. 
Previous jurisprudence on agency rulemaking applied the doctrine in Chevron U.S.A., Inc. v. Natural Resources 
Defense Council, Inc., requiring that courts defer to an agency’s permissible interpretation of an ambiguous 
statute.71 Chevron set up a two-step process, whereby courts would first identify whether Congress had 
directly spoken to the issue, and if not—if the court determined the statute to be ambiguous on the specific 
issue—the court would move to the second step and would defer to a reasonable agency interpretation of the 
statute.72 The FDA’s existing GRAS voluntary notification rule has been upheld by a court applying Chevron 
deference.73 However, the U.S. Supreme Court’s ruling in Loper Bright Enterprises v. Raimondo abandoned 
Chevron deference and held that the power to interpret statutes is squarely in the domain of the judiciary.74 
Thus, any analysis of a future GRAS rule’s success must apply the court’s reasoning under Loper.75 

Loper holds that every statute has a “single, best meaning” that “is fixed at the time of [its] enactment.”76 To 
find this meaning, courts are directed to use every tool at their disposal to resolve any ambiguity.77 While 
courts must exercise their independent judgment in deciding whether an agency has acted within its statutory 
authority,78 agency interpretations can still be given weight or respect depending on certain factors described 
in the 1944 case Skidmore v. Swift & Co.79 Alternatively, a court may determine that a “statute’s meaning may 
well be that the agency is authorized to exercise a degree of discretion,”80 and when the “statute delegates 
authority to an agency . . . courts must respect the delegation, while ensuring that the agency acts within 
it.”81

In reviewing an FDA rule requiring premarket GRAS procedures under Loper, a court would therefore 
determine whether: (1) FDA’s required premarket procedures for GRAS substances is the best meaning of 
the statute at the time of its enactment; (2) an FDA rule requiring premarket GRAS procedures should be 
entitled to respect under Skidmore; or (3) the FDCA delegated discretionary authority over GRAS substances 
to the FDA, which should be respected by courts under Loper  by upholding an FDA rule requiring premarket 
procedures. Under any of these interpretive methods, a court should uphold an FDA rule requiring premarket 
procedures for GRAS substances. Each of these arguments will be addressed below in turn.

i.	 The best meaning of the FAA is that it requires a premarket notification requirement for 
GRAS substances.

Loper first tells reviewing courts to take steps to determine the “best reading” of a statute, or to determine 
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whether Congress clearly delegated discretion over the provision at issue to the agency. Loper holds that 
statutes: 

no matter how impenetrable, do—in fact, must—have a single, best meaning. That is the whole 
point of having written statutes: “every statute’s meaning is fixed at the time of enactment.” So 
instead of declaring a particular party’s reading ‘permissible’ in such a case, courts use every 
tool at their disposal to determine the best reading of the statute and resolve the ambiguity.82

The GRAS clause of the FAA covers substances “generally recognized, among experts . . . to be safe under 
the conditions of [their] intended use[.]”83 However, the clause is silent on the specifics of how to determine 
whether something is GRAS. For example, it does not describe how the general recognition of safety among 
experts needed to establish GRAS status is created, established, or verified. It also does not specify how many 
experts and which experts (e.g., industry, government, consumer, academic experts) are needed to establish 
general recognition among experts.

An interpretation that premarket procedures are required for GRAS substances aligns with the purpose of 
the FAA and the GRAS exemption, as detailed in the FAA’s legislative history above, in Section IV.A. Loper 
holds that a statute’s meaning is fixed at the time of its enactment.84 At the time of enactment of the FAA, 
Congress and the FDA both agreed that premarket review should be the norm for any additives entering 
the food supply,85 and that the less rigorous GRAS pathway was intended only for substances already in the 
food supply before January 1, 1958, such as sugar, salt, butter, lard, and pepper, that “have been established 
as suitable food ingredients through feeding to generations of human beings,”86 or for which there is clear 
expert consensus and public data on their safety.

By contrast, the existing FDA rule reproduces the very deficiencies in the law which the FAA sought to 
remedy with required premarket review of additives. Contrary to Congressional intent, virtually all new 
substances now enter the market through the GRAS exception rather than the Congressionally-specified 
additive process.87 This turns the GRAS exception into the default, allowing new, untested chemicals to enter 
the food supply with little or no FDA oversight, and thus to bypass Congress’s intended scrutiny. 

Increasing scientific evidence that suggests that many GRAS substances may pose substantial health risks 
only further emphasizes this reading as the “best meaning” of the statute.88 While some substances cause 
acute effects within hours or days,89 others are associated with chronic risks that may take years to develop 
(e.g., cardiovascular diseases, reproductive harms, harms to the microbiome), with early changes remaining 
unnoticed for many years.90 Reviewing GRAS substances only postmarket, after their introduction into the 
food supply, does not achieve the purposes of the FAA, which is to keep unapproved additives out of the 
food supply. Additionally, without any premarket procedures, the FDA’s uncontroverted postmarket review 
authority91 is severely hampered, as the FDA cannot know that a new substance is in use—and thus should 
be examined for any potential negative health effects—until it is already marketed, sold, and consumed. 
These factors weigh in favor of a “best meaning” that would require premarket notification to the FDA of a 
GRAS determination. 

In reviewing the existing GRAS rule, even while upholding the FDA’s voluntary notification regime, the 
district court judge in the 2021 case Center for Food Safety v. Becerra acknowledged that a rule requiring 
premarket notification may actually represent the best reading of the statute.92 However, Center for Food 
Safety was decided when Chevron was still the applicable framework; thus, the court was constrained 
by  Chevron  to defer to the FDA’s policy choice, rather than independently selecting the best statutory 
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interpretation.93 If Center for Food Safety had been decided under Loper, the same court would likely have 
held that mandatory GRAS notifications were required by statute. 

In Center for Food Safety, the issue was whether the FDA’s chosen approach to administering the GRAS 
exemption was within its statutory authority.94 Plaintiffs challenged the FDA’s 2016 GRAS rule on grounds 
that the rule violated the express language of the FAA and also exceeded the FDA’s statutory authority 
under the FDCA.95 The court rejected both arguments and upheld the rule as a lawful exercise of the FDA’s 
discretion.96 Applying the Chevron doctrine, the court found that the FDCA “is silent or ambiguous” on 
whether GRAS notifications must be mandatory and accordingly deferred to the FDA’s choice of the voluntary 
notification regime as, according to the FDA, the “best use of its resources to effectuate Congressional intent 
and the core statutory purpose.”97 

This holding carries two important implications in the argument for the FDA’s premarket GRAS authority. 
First, by reaching step two of the Chevron analysis, the court found the statute ambiguous, which also means 
that it found that nothing in the statute prohibits mandatory premarket GRAS procedures. The court did 
not say that a premarket notification requirement would be impermissible—such a finding would mean the 
statute was unambiguous and the court would stop at the first step of the Chevron analysis.98 In addition, 
the FDA’s acknowledgment during rulemaking that “even without express authorization from the FDCA, it 
could potentially make GRAS notifications mandatory” was noted approvingly by the court.91

Second, the court explicitly acknowledged that the FDCA’s broad food safety mandate—to “protect the 
public health” by ensuring “foods are safe, wholesome, sanitary, and properly labeled” actually “cuts in 
favor of Plaintiffs’ argument, as the FDA may be hindered in carrying out this objective if it does not have 
access to all GRAS determinations.”99 The court thus acknowledged that mandatory premarket notification 
may represent the best reading of the statute, but was constrained by Chevron to defer to the FDA’s contrary 
policy choice rather than independently selecting the best interpretation. 

Finally, the legislative history of the FAA forecloses a construction of the statute that would bar the FDA from 
requiring premarket procedures as a condition of invoking the GRAS exemption, further contributing to the 
notion of the “best reading” of the statute being one requiring premarket GRAS procedures. As mentioned, 
a regime that permits manufacturers to self-determine novel substances as GRAS risks recreating the precise 
harm Congress sought to prevent: the public unknowingly consuming unreviewed and unsafe substances 
for years before suspicion of harm arises.100 The FAA was enacted to close that gap. The text of the FAA 
plus the legislative history strongly supports an FDA rule requiring premarket GRAS procedures as the best 
reading of the FAA. 

ii.	Post-Loper, an FDA rule requiring premarket GRAS notifications would still be entitled to 
respect under Skidmore.

As discussed in the previous subsection, courts can apply Loper to conduct a de novo review to determine a 
single “best reading” of a statute. If a court conducts a strictly textual analysis of the FAA, the best reading 
would be one that requires premarket GRAS procedures. However, in determining the best reading, Loper 
also exhorts courts to consider whether the agency’s interpretation is entitled to respect from the court. 

As noted above, Loper holds that “[c]ourts must exercise their independent judgment in deciding whether an 
agency has acted within its statutory authority.”101 Courts may no longer defer to an agency’s interpretation 
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of a statute simply because it is ambiguous, as they did under Chevron.102 While agency interpretations 
of ambiguous text are no longer entitled to the deference they received under Chevron, they can still be 
persuasive, according to Loper.103 In overturning Chevron, Loper resurrected the doctrine in Skidmore v. Swift 
& Co., where the Court explained that the “interpretations and opinions” of the relevant agency, “made in 
pursuance of official duty” and “based upon . . . specialized experience,” “constitute[d] a body of experience 
and informed judgment to which courts and litigants [could] properly resort for guidance,” even on legal 
questions.104 The revival of Skidmore means that pre-Chevron case law, in which courts were largely inclined 
to defer to the FDA’s judgment in order to effectuate the FDCA’s purpose to protect public health, is now 
particularly relevant and supports respecting the FDA’s authority should it decide to implement mandatory 
premarket procedures for GRAS substances.105 

A court applying the Skidmore analysis to an FDA rule requiring premarket GRAS procedures would likely 
conclude that respect is warranted. The following Skidmore factors are used to determine whether an 
agency’s interpretations are entitled to respect or weight: (1) the thoroughness of the agency’s interpretation; 
(2) the validity of the interpretation’s reasoning; (3) the interpretation’s consistency with earlier and later 
pronouncements; and (4) other factors that give the interpretation the power to persuade.106 Here, the four 
factors would, on the whole, likely weigh in favor of Skidmore respect, especially if the FDA could show how 
it believes the new rule would increase public health and safety.

The first Skidmore factor, thoroughness, depends on whether the agency’s interpretation underwent 
rigorous consideration and public scrutiny.107 Therefore, the evaluation of this factor will depend on how 
scrupulously the FDA discusses its considerations and analysis of the statutory text of the FDCA and FAA, 
as well as how such a rule would support public health and safety, in any GRAS rule revision. All of FDA’s 
proposed and final rules on GRAS substances have been lengthy, thorough, and subject to rigorous public 
input, including its 2016 final rule and its 2026 proposed rule.108 Based on these proposed and final rules, 
thoroughness should not pose an obstacle to Skidmore respect.

As to the second factor, validity, courts have required that an agency pronouncement be “well-reasoned, 
substantiated, and logical.”109 Courts have said that this validity inquiry focuses on “whether the agency has 
consulted appropriate sources, employed sensible heuristic tools, and adequately substantiated its ultimate 
conclusion.”110 Here, premarket requirements for GRAS will likely satisfy the validity factor. There are many 
reasons, explored above, that support an FDA decision to impose more stringent requirements for GRAS than 
it currently does. The legislative history of the GRAS exemption also confirms that Congress understood it 
to be narrow in scope and intended the FDA to have an active enforcement role.111 Consequently, the second 
Skidmore factor also weighs in favor of respect.

The third Skidmore factor refers to whether the agency’s interpretation is consistent with its earlier and later 
pronouncements.112 Here, a proposed GRAS rule to require premarket procedures would be a departure from 
the GRAS rules allowing voluntary premarket notification that have governed since the 1970s. However, 
changes in FDA GRAS procedures over time should not diminish from Skidmore respect. FDA initially 
exercised greater oversight by creating “the GRAS list,” to confirm the GRAS status of food substances used 
in food prior to 1958.113 It was not until it met resource constraints that the FDA abandoned this practice to 
issue informal “opinion letters” to confirm a substance’s status as GRAS, and eventually moved to voluntary 
notification.114
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Moreover, while the FDA has changed the specifics of GRAS procedures over time, it has been consistent in 
asserting its authority to oversee and promulgate regulations for GRAS substances—via the GRAS list, the 
GRAS voluntary affirmation process, and the current voluntary notification framework.115 First, in its Center 
for Food Safety reply brief, the FDA itself acknowledged the breadth of its authority.116 The FDA has therefore 
been consistent in its assertion that it has general, broad regulatory authority over GRAS and can change the 
regulatory process for GRAS as needed. Second, while the FDA also has not previously required mandatory 
GRAS notices, it has never taken the position that it lacks authority to do so. At most, the FDA has taken 
the position that Congress does not require “premarket engagement” in any form for GRAS substances, but 
it has not argued that Congress prohibited it from imposing premarket requirements.117 To the contrary, the 
FDA implied that it could have such authority in the 2016 Final GRAS Rule, where it stated that “mandating 
submission of GRAS notices would need to be done in a separate rulemaking to ensure adequate notice 
and comment.”118 Third, courts have held that “confronting a new problem is not the same thing as acting 
inconsistently.”119 While the FDA may have perceived voluntary notification to be sufficient in the past,120 the 
FDA is now arguably confronting a problem that has only recently been identified: as the court acknowledged 
in Center for Food Safety, the number of additives has been increasing rapidly, and nearly all new substances 
now enter the market through GRAS rather than the additive petition process.121 Finally, consistency has 
been deemed less dispositive than other Skidmore factors.122 Also, diet-related diseases of various sorts have 
continued to rise in prevalence nationally.123 FDA must confront this growing challenge with a revised rule. 
Because the other Skidmore factors weigh heavily in favor of respect, any finding of inconsistency should 
not bar respect here.

The final Skidmore factor is a catch-all for other elements that enhance the persuasiveness of the agency’s 
interpretation, such as the agency’s expertise in a regulated area, or lack thereof, which may do the opposite.124 
In the area of food safety and public health, courts have consistently recognized the FDA’s expertise and 
authority, as described below in Section IV.C., and should therefore give respect to its interpretations of 
FDCA provisions like the FAA.125 

In summary, the Skidmore factors weigh in favor of respect for FDA’s interpretation of its authority. Thus, a 
court that decides to apply Skidmore respect to an FDA rule requiring GRAS premarket procedures should 
uphold such a rule. 

iii.	In the alternative, courts could use Loper to find that Congress delegated broad rulemaking 
authority to the FDA, including the authority to require premarket GRAS notifications, 
and thus the best reading of the statute is that the court should defer to the FDA.

As discussed above, a court could apply Loper to find that the “best reading” of the FAA is one that requires 
premarket GRAS notification or could uphold such a rule by using Skidmore respect for FDA’s interpretation 
of its authority. A court could separately uphold a rule by finding that Congress clearly delegated discretion 
over GRAS substances to the FDA. Loper specifies that:

“[w]hen the best reading of a statute is that it delegates discretionary authority to an agency, 
the role of the reviewing court [is] to independently interpret the statute and effectuate the 
will of Congress subject to constitutional limits. The court fulfills that role by recognizing 
constitutional delegations, fixing the boundaries of the delegated authority . . . and ensuring 
the agency has engaged in ‘reasoned decisionmaking’ within those boundaries.”126 

FDA’s Statutory Authority to Require Premarket Notification and Review of GRAS Substances Under the Food, Drug, and Cosmetic Act
Page 14



The Loper court explained that statutes may delegate discretionary authority by empowering an agency to 
prescribe rules to “fill up the details” of a statutory scheme, or to regulate subject to the limits imposed by a 
term or phrase that “leaves agencies with flexibility,” such as “appropriate” or “reasonable.”127

While the best reading of the FAA would be one that requires premarket GRAS notification, a court could 
alternatively uphold a premarket GRAS requirement rule based on a finding that the best reading of the 
statute is that Congress clearly delegated discretion to the FDA. Under 21 U.S.C. § 371(a), Congress granted 
the FDA “authority to promulgate regulations for the efficient enforcement” of the FDCA.128 Courts have 
acknowledged this authority means the FDA can enact a broad array of regulations, both substantive and 
procedural to fulfill the public health and food safety purpose of the FDCA.129 In enacting the FAA, as 
discussed above, Congress’s desired result was to protect the public health by requiring new, untested 
substances to be evaluated for safety before entering the food supply.130 While the FDA may have previously 
concluded that mandatory GRAS submissions would be too resource-intensive and a voluntary system was 
preferable, the FDA has now acknowledged the negative public health impacts of a voluntary GRAS system, 
and has the authority to regulate in order to better support public health and safety. 

Post-Loper, courts have interpreted statutory language analogous to the FAA in a way that similarly finds 
Congress delegated the agency discretion. The most pertinent example is the Federal Circuit’s decision 
in Lesko v. United States.131 There, the overtime statute obligated the Office of Personnel Management (OPM) 
to pay for overtime “officially ordered or approved,” but did not specify what this phrase means or expressly 
delegate to the agency the authority to define this phrase.132 The Federal Circuit held that the plain language 
of the phrase presupposes a process for authorizing overtime but provides no guidance as to the mechanics.133 
Because OPM was granted the authority to “prescribe regulations . . . necessary for the administration [of 
the overtime statute],” the Federal Circuit concluded that Congress expressly delegated regulatory discretion 
to the OPM to define the phrase, so long as it is necessary for administration.134

Like the overtime statute in Lesko, the FAA exempts substances “generally recognized” as safe from the 
additive process but does not specify what the phrase means or expressly delegate authority to define it to 
the FDA within the FAA. The GRAS provision presupposes a procedure for determining whether there has 
been general recognition and thus an exemption from the statutorily-mandated additive procedures, but 
does not provide guidance as to the mechanics. Because the FDA was granted the “authority to promulgate 
regulations for the efficient enforcement” of the FDCA,135 including the GRAS provision, it is expressly 
delegated regulatory discretion to define GRAS procedures, so long as they efficiently enforce the FDCA.

Under Loper, a court must exercise its independent judgment to determine the single best meaning of a 
statute. Agencies no longer receive automatic deference for their definition of ambiguous terms, as they 
did under Chevron. A court may uphold a rule based on the fact that the court believes it matches the 
“best reading” of the statute. Or, a court may extend Skidmore respect based on the agency’s specialized 
knowledge, thoroughness, validity of their reasoning, and consistency of their interpretation. Alternatively, 
a court may uphold an agency action by determining the statute clearly delegated discretionary authority 
to the agency. Ultimately, a court using any of these interpretative methods should uphold an FDA rule 
requiring premarket procedures for GRAS substances.
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C.	 Courts Have Consistently Construed the FDCA Broadly to Support FDA’s Food Safety Mandate, 
Which Supports FDA Efforts to Improve GRAS Oversight

Courts have consistently interpreted the FDCA expansively, recognizing that it confers a broad public-health 
mandate on the FDA. A broader statutory analysis of the FDCA and the FDA’s authority under it supports 
the argument that the FDA has the authority to change the requirements for GRAS substances to mandate 
premarket procedures for GRAS substances if it believes they are required to fulfill its food safety mandate. 
The FDCA establishes the FDA as the primary federal agency responsible for ensuring the safety of the 
nation’s food supply by ensuring that “foods are safe, wholesome, sanitary, and properly labeled.”136 The Act 
specifies that the term “safe” as used in the food additive definition, “has reference to the health of man or 
animal.”137 Notably, this broad definition is not limited by any cost-benefit analysis or other constraints. 

 
It would certainly frustrate the FDA’s purpose if it were prevented from having a reliable means of knowing 
what substances are entering the food supply. A reading of the FAA that forecloses FDA action to close 
this gap is inconsistent with Congress’s clearly-articulated purpose of the FDCA and, as the cases below 
demonstrate, with the interpretive principle applied by the Supreme Court and circuit courts that show the 
FDCA should be construed broadly to give effect to its protective purpose. The Supreme Court established 
that interpretive principle soon after the FDCA’s enactment, in U.S. v. Dotterweich.138 

In Dotterweich, the Supreme Court, in interpreting whether the FDCA’s criminal penalties provisions 
could reach a corporate officer involved in the interstate shipment of misbranded and adulterated drugs, 
grounded its construction of the FDCA in the social realities the legislation was designed to address.139 
The Court noted that in the circumstances of modern industrialism, consumers are “largely beyond self-
protection” with respect to the safety of what they eat and consume.140 From that premise, the Court drew 
an important conclusion that has defined FDCA jurisprudence since. According to the Dotterweich court, 
“[r]egard for [keeping impure and adulterated food and drugs out of commerce] should infuse construction 
of the legislation if it is to be treated as a working instrument of government and not merely as a collection 
of English words.”141 This is a directive that, where two readings of the FDCA are available, courts should 
choose the one that makes the statute function so that the FDA can do what Congress created it to do: 
protect the public health through ensuring food safety.

The Court reaffirmed this approach in United States v. Sullivan.142 In Sullivan, the Court rejected the 
argument that Congress could not have intended the FDCA’s labeling requirements and penalties to reach 
downstream retail drug transactions.143 The Court held that no argument of textual inconvenience or 
practical burden “justifies a distortion of the congressional purpose,” which the Court notes is to “protect 
consumers from dangerous products.”144 The Court also recognized that the FDCA confers on the FDA 
“rather broad discretion—broad enough undoubtedly to enable [the FDA Administrator] to perform his 
duties fairly.”145 The Court reaffirmed this interpretation twenty years later, after the passage of the FAA, in 
United States v. Bacto-Unidisk.146 The Court rejected the defendant’s narrow reading of the FDCA, articulating 
the governing principle for the FDCA as a whole: “remedial legislation such as the [FDCA] is to be given a 
liberal construction consistent with the Act’s overriding purpose to protect the public health.”147 

Although Dotterweich, Sullivan, and Bacto-Unidisk each arose in the drug context, the interpretive principle 
they establish is not drug-specific—it is a rule of construction for the FDCA, rooted in the statute’s overriding 
purpose and applied uniformly across its provisions. This rule of construction has been applied in the 
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food context.148 For example, the Second Circuit applied this principle in United States v. Nova Scotia Food 
Products Corp., which sustained the FDA’s time-temperature-salinity regulations for smoked fish processing 
against a challenge that the agency had exceeded its authority.149 The court held that the FDA’s regulations 
will be sustained so long as they are “reasonably related to the purposes of the enabling legislation” and that 
courts are generally unwilling to prohibit administrative action necessary to achieve the agency’s statutory 
objectives absent compelling evidence of contrary congressional intent.150 Drawing on Dotterweich and 
Bacto-Unidisk, the court confirmed that “when we are dealing with the public health, the language of the 
Food, Drug and Cosmetic Act should not be read too restrictively.”151 The court rejected a challenge to the 
FDA’s action premised on the absence of express statutory authorization, noting “[t]he public interest will 
not permit invalidation simply on the basis of a lack of delegated statutory authority in this case. A gap in 
public health protection should not be created in the absence of a compelling reading based upon the utter 
absence of any statutory authority[.]”152 This principle supports the proposition that the absence of express 
authorization is not a sufficient basis to invalidate FDA action to ensure public health.

Taken together, these cases establish a consistent interpretive principle that where two readings of the FDCA 
are available, courts choose the one that upholds FDA’s efforts to make the statute function broadly as an 
effective instrument of public health protection. As mentioned, Congress granted the FDA broad authority 
to promulgate rules needed to enforce the FDCA.153 In the context of the FAA, proper administration of 
food additive and GRAS oversight is directly related to the FDCA’s core food safety purpose. Mandatory 
premarket GRAS procedures would not expand or alter the statutory criteria for GRAS, it would merely 
require submission of the scientific evidence required for a GRAS determination to the FDA before the 
substance is used in food. The lack of premarket notification has frustrated the FDA’s ability to ensure food 
safety, as it has no reliable means of knowing what substances are entering the food supply. The FDA must 
have the procedural tools to enforce the substantive standards the statute sets, and to meet its statutory 
mandate to ensure food safety and public health. 

D.	 The FDA’s Duty to Keep Unapproved Additives Out of Food, Coupled with its Power to Promote 
“Efficient Enforcement” of the FDCA, Confirm Its Authority to Require Premarket Procedures 
for GRAS Substances 

Section 701(a) of the FDCA, codified at 21 U.S.C. § 371(a), vests the Secretary of HHS and by delegation, 
the FDA, with “[t]he authority to promulgate regulations for the efficient enforcement of this chapter.”154 
This provision empowers the FDA to issue substantive rules so long as they are “reasonably related to the 
purposes of the enabling legislation.”155 Requiring anyone who invokes the GRAS exception to notify the 
FDA of that GRAS determination and its basis before the substance is used in food is a reasonable exercise 
of that power. It enables the FDA to fulfill its duty to keep unapproved food additives off the market,156 
rather than rely predominantly on postmarket enforcement after consumers have already been exposed to 
the unapproved additives.157 It also reduces the costly burdens of identifying substances postmarket and the 
uncertainty of postmarket enforcement for the FDA and food manufacturers. 

A substance whose intended use is not GRAS is a food additive. Under the FAA, a food additive used 
without FDA approval, or in a manner the FDA has not approved, is deemed “unsafe” and renders any 
food that contains it adulterated.158 In Southeastern Minerals, Inc. v. Harris, the Fifth Circuit recognized 
FDA’s undisputed authority to determine that a product requires a food additive regulation, explaining that 
“[t]he FDA . . . cannot intelligently and rationally perform its regulatory duties unless it determines what 
products are ‘food additives’ under 21 U.S.C. § 321(s) and what products, because of their GRAS status, are 
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exempt from regulation.”159 But the FDA cannot make that determination for substances it does not know 
are in use. Because the 2016 GRAS rule made notification voluntary, countless substances are now in the 
food supply without the FDA’s knowledge.160 Lack of knowledge of these substances impedes the FDA from 
implementing its statutory mandate to ensure that these substances and their uses are GRAS and are not 
unapproved food additives. 

Since the FAA’s enactment in 1958, the FDA has exercised its authority to declare that substances or their 
uses are not GRAS and are therefore unapproved food additives.161 Courts have consistently upheld FDA’s 
authority to determine that the use of a substance was not GRAS and therefore was an unapproved food 
additive. In United States v. An Article of Food (FoodScience Laboratories), the Seventh Circuit noted that “a 
food additive is presumed to be unsafe unless the Secretary of Health and Human Services has promulgated 
a regulation ‘prescribing the conditions under which such additive may be safely used,’”162 and agreed with 
the FDA that the substance at issue was not GRAS but was an unapproved food additive.163 In United States 
v. Articles of Food & Drug, Coli-Trol 80, the Fifth Circuit supported FDA’s finding that a substance was not 
GRAS and was thus an unapproved food additive, as there were “no . . adequate studies of any kind” related 
to the substance’s safety, and thus no recognition of safety.164 In United States v. An Article of Food (Coco Rico), 
the First Circuit agreed with FDA that a particular use of a substance was not GRAS—and was therefore 
an unsafe food additive—even if other uses of that substances were GRAS.165 Taken together, these cases 
establish three principles. First, GRAS status requires expert consensus grounded in adequate scientific 
evidence, and GRAS status for one use does not automatically extend to another. Second, the proponent of 
a substance’s GRAS status must possess, and be able to produce, evidence of general recognition of safety. 
Lastly, the FDA can determine that a substance, or a particular use of it, is not GRAS—and is therefore an 
unapproved food additive—when that evidence is lacking. 

Requiring premarket procedures for GRAS substances would allow the FDA to ensure that the GRAS 
exception is correctly used at the very moment the statute already demands compliance. A substance that 
is not “generally recognized, among experts qualified by scientific training and experience to evaluate its 
safety, as having been adequately shown through scientific procedures . . . (or experience based on common 
use in food) to be safe under the conditions of its intended use” is a food additive, requiring FDA premarket 
approval,166 and these conditions must be satisfied when a substance enters the U.S. food supply.167 Premarket 
procedures would thus let the FDA fulfill its statutory mandate to ensure that foods “are safe, wholesome, 
sanitary, and properly labeled”168 before they reach consumers. Because a manufacturer that lawfully invokes 
the GRAS exception must already possess the data supporting its GRAS determination before using the 
substance in food, the only added cost of premarket notification is that of submitting that evidence to the 
FDA. 

A GRAS regime under which the FDA learns of a substance or its use only after consumers fall ill 
recreates the pre-1958 evil Congress sought to cure in enacting the FAA. The Delaney Committee, whose 
recommendations led to enactment of the FAA, identified precisely this problem: that the government could 
“take no action until after the food has been placed upon the market and injury may have occurred.”169 As the 
Committee concluded, “the public is entitled to greater protection with respect to the foods it must necessarily 
consume.”170 Congress charged the FDA with ensuring that no unapproved additives enter the food supply. 
That duty, coupled with its authority to promulgate regulations that ensure “efficient enforcement,” gives 
the FDA ample power to require premarket procedures for GRAS substances prospectively, rather than 
merely policing unapproved food additives after the fact.171
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Regulatory Options Available to the FDA
As described throughout this report, there is strong legal justification for the FDA’s authority to issue a 
new rule requiring premarket procedures for GRAS substances, based on the text, structure, and legislative 
history of the FAA, current administrative law jurisprudence, and prior case law regarding the FDCA and 
FAA. This section will address what such premarket GRAS procedures can entail.

While FDA can require premarket notification and other procedures for GRAS substances, there is a limiting 
principle on FDA’s authority inferred from the wording of the FAA. Because the GRAS category operates 
to exempt substances from the definition of additive, and thus from the food additive approval process, 
the FDA may not impose premarket review requirements on GRAS substances that are identical to those 
prescribed by Congress for food additives. Requiring premarket notification or other premarket procedures 
for GRAS substances, however, is not the same as requiring affirmative approval under the prescribed food 
additive petition process. Premarket notification procedures merely allow the FDA to track what substances 
are entering the food supply and verify that the statutory criteria for the GRAS exemption are satisfied. These 
procedures would also enable better postmarket enforcement by equipping the FDA with a list of substances 
that have entered the food supply. The procedures would also allow the FDA to identify substances that, 
rather than being eligible for the GRAS exemption, are more accurately identified as additives that should 
thereby be subject to the additive review process.172 FDA regulations can also define who constitutes an 
expert, minimum qualifications for such experts, and what representative group of experts are needed to 
establish a general recognition of safety among “experts qualified by scientific training and experience.”173 

Because the FAA made an explicit distinction between GRAS substances and food additives, Congress 
legislated a distinction between the process for establishing GRAS and the food additive premarket approval 
process. However, this does not mean that the FAA prohibits the FDA from requiring any premarket review 
of GRAS substances. The statutory distinction merely requires that the GRAS review process and the food 
additive approval process be different. Additives have a detailed process prescribed in the FAA that includes 
a petition and rulemaking process with notice and comment, by contrast, required notification to and 
review by the FDA without those other rulemaking steps is sufficiently different. Implementing premarket 
notifications in this manner would not make GRAS determinations the same nor equally as onerous as the 
food additive petition process.

As a necessary corollary to its authority to require premarket GRAS notifications, the FDA also has the 
authority to “prescreen” a substance to determine the proper regulatory pathway for that substance (i.e., 
whether it should be subject to GRAS procedures or should instead utilize the food additive petition process). 
Given its expansive authority for determining GRAS status and protecting food safety, there is no reason the 
FDA cannot enforce mandatory prescreening.

While the FDA can implement a premarket notification requirement in various ways, the requirement 
should cover all substances used in food, meaning not only new substances that have not yet been marketed, 
but also substances that are already being used in food under preexisting GRAS determinations. The FDA 
may thus require manufacturers to submit a notification if they want to continue using a substance that was 
previously determined to be GRAS before the implementation of the new rule. 
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In addition to requiring premarket GRAS notifications or mandatory “prescreening,” the FDA can continue 
to monitor compliance and safety postmarket and revoke a substance’s GRAS status postmarket, even if the 
agency previously allowed the substance to be used in food. The FDA has exercised that authority to revoke 
GRAS status for at least twenty substances,174 and courts have generally upheld the FDA’s decisions in these 
instances.175

Conclusion 
The FDA has ample authority to promulgate a rule requiring premarket notification and other premarket 
procedures for GRAS substances. The legislative history to the FAA confirms that Congress wanted the 
default rule to be premarket review of substances added to food, and that it understood the GRAS exemption 
to be narrow in scope. This would support a GRAS rule that requires premarket notification before market 
entry, along with clearer limits on what substances qualify as GRAS and what should instead be regulated 
as additives. Under a Loper analysis, a court likely would find the best reading of the statute is that the 
FAA allows and arguably even mandates the FDA to require premarket procedures for GRAS substances. 
More generally, the FDCA supports an expansive reading of the FDA’s authority, as courts have consistently 
interpreted the FDCA (which includes the FAA) to further the FDA’s mission to protect public health. The 
FDA also has a duty to ensure no unapproved additives enter the food supply, which includes the authority 
to require premarket GRAS procedures using its rulemaking authority to ensure those substances are 
indeed GRAS and not unapproved additives. Given all the foregoing, the FDA is well within its authority 
to promulgate a rule requiring mandatory premarket notification and related procedures for every GRAS 
substance, and the courts should uphold such a rule.
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