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Dear Dr. Califf, Dr. Mayne, Dr. Choiniere and Mr. Stearn: 
 

The Attorneys General of New York, Colorado, Connecticut, Delaware, 
Hawaii, Illinois, Iowa, Maine, Maryland, Massachusetts, Michigan, Minnesota, New 
Jersey, New Mexico, Nevada, North Carolina, Oregon, Pennsylvania, Vermont, 
Washington, and Wisconsin, respectfully request, pursuant to 21 C.F.R. § 10.33, 
that the U.S. Food and Drug Administration (FDA) reconsider its May 2, 2022 
denial (the “FDA Denial”) of our citizen petition, filed October 21, 2021 (the 
“Petition”) pursuant to 5 U.S.C. § 553(e) and 21 C.F.R. §§ 10.25(a)(2), 10.30(b), in 
which we requested that FDA issue interim guidance to begin driving down toxic 
heavy metals in food intended for babies and young children.  

DECISION INVOLVED 

The Attorneys General submitted the Petition based on our grave concerns 
that babies and young children in our states are exposed to toxic heavy metals in 
commercially packaged food products specifically designed for them, and in light of 
the lengthy timelines in FDA’s Closer to Zero Action Plan, announced in April 2021.  
The Petition urges FDA to adopt a series of interim guidance measures intended to 
complement the long-term approach of the Closer to Zero Plan. Because the Closer 
to Zero Plan may not result in concrete regulatory action for three of the toxic 
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elements of concern until 2024 or beyond, the Petition sought FDA’s issuance of: (1) 
interim proposed action levels for four toxic heavy metals—inorganic arsenic, lead, 
cadmium, and mercury—in all relevant categories of infant and toddler (baby) 
foods1 in accordance with a science-based, data-driven, and achievability-focused 
methodology; (2) an action level for inorganic arsenic in infant rice cereal that is 
lower than the existing action level of 100 parts per billion (ppb) using the same 
methodology; and (3) guidance to industry that testing of finished baby food 
products for inorganic arsenic, lead, cadmium and mercury is a “preventive control” 
baby food manufacturers should perform to limit the concentration of these heavy 
metals in their products. 

  On May 2, 2022, FDA denied the Petition in full.  FDA denied the first and 
second components of the Petition—pertaining to proposed action levels—stating 
that it (1) determined that the Petition had not set forth “adequate legal grounds” 
for requesting interim proposed actions based on a “best-performer” methodology 
detailed in the Petition, and (2) raised “statistical issues” that FDA believes render 
the “best performer” methodology “unsuitable for setting and applying action 
levels.”  See FDA Denial, at 2-4.  As to the third action urged in the Petition, FDA 
determined that it “d[id] not agree with your request that FDA issue guidance 
regarding the use of finished product testing as a preventive control.”  Id. at 4-7 
(emphasis in original). 

 

ACTION REQUESTED ON RECONSIDERATION 

The Attorneys General request that FDA reconsider its denial as to each 
aspect of the Petition, and, upon reconsideration, overrule the Denial, and grant the 
Petition pursuant to 21 C.F.R. § 10.30(e)(2)(i), by expeditiously taking the requested 
interim guidance measures.2 

 
1 The Attorneys General did not, and do not, consider that our Petition’s definition of “baby 
foods” includes “infant formula” defined at 21 U.S.C. § 321(z) and regulated under 21 U.S.C. 
§ 350a. 
2 The Attorneys General understand that FDA has already submitted for interagency 
review to the Office of Management and Budget “Draft Guidance to Industry” on “Action 
Levels for Lead in Food Intended for Babies and Young Children.”  See 
https://www.reginfo.gov/public/do/eoDetails?rrid=238813.  Accordingly, the Attorneys 
General do not request that FDA, upon reconsideration, apply the “best performer” 
methodology to develop interim proposed action levels for lead in baby food, with the 
understanding that FDA’s proposed lead action levels will be published in due course.     

https://www.reginfo.gov/public/do/eoDetails?rrid=238813
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STATEMENT OF GROUNDS FOR RECONSIDERATION 

Under FDA regulations, “[t]he Commissioner shall grant a petition for 
reconsideration in any proceeding if the Commissioner determines all of the 
following apply: 
 

(1) The petition demonstrates that relevant information or views contained in 
the administrative record were not previously or not adequately considered. 

 
(2) The petitioner’s position is not frivolous and is being pursued in good 
faith. 

 
(3) The petitioner has demonstrated sound public policy grounds supporting 
reconsideration. 
 
(4) Reconsideration is not outweighed by public health or other public 
interests.” 

21 C.F.R. § 10.33(d). 

 As discussed below, this Reconsideration Petition meets each of these four 
elements as to each aspect of the FDA Denial.   

1.   The FDA Denial Did Not Consider Information in the Administrative 
Record Relevant to the Petition’s Request for Interim Proposed 
Action Levels for Toxic Heavy Metals. 

a.   FDA Has Authority to Propose Achievability-Based Action 
Levels for Toxic Heavy Metals, As Requested in the Petition.  

i. Because FDA Action Levels Identify the Level of a 
Contaminant at Which FDA May Regard the Food as 
Adulterated Under 21 U.S.C. § 342(a)(1), the Petition’s 
Request for FDA to Issue Interim Proposed Action Levels 
Is Tied to the Statutory Adulteration Standard. 

 FDA asserts that the Petition’s “proposed methodology is not tethered to the 
adulteration standard in section 402(a)(1) of the FD&C Act.” FDA Denial at 2.  But 
as the FDA Denial itself goes on to explain, FDA “[a]ction levels are tied to the 
adulteration standard in section 402(a)(1) of the FD&C Act” and “[t]his connection 
is codified in 21 CFR 109.6(d), which provides that ‘[a]n action level for an added 
poisonous or deleterious substance in any food may be established at a level at 
which the Food and Drug Administration may regard the food as adulterated within 
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the meaning of section 402(a)(1) of the [FD&C Act].’”  Id.  Indeed, the modern FDA 
regulations governing “action levels,” first adopted in 1977, were promulgated in 
part based on the statutory authority provided to FDA under 21 U.S.C. § 342(a), the 
federal adulteration standard.3      

As the Petition points out, FDA has for years acknowledged that excessive 
exposure to lead, inorganic arsenic, cadmium and mercury in foods can be 
“especially harmful” to children’s “neurological development.” See Petition at 2.4  A 
food containing elevated levels of lead, inorganic arsenic, cadmium or mercury 
therefore may be regarded as “adulterated” under 21 U.S.C. § 342(a)(1) because 
such a food contains a “poisonous or deleterious substance” to such a degree that the 
contaminant’s presence “may render [the food] injurious to health” for a significant 
proportion of the food’s consumers.  See 21 U.S.C. § 342(a)(1); United States v. Blue 
Ribbon Smoked Fish, Inc., 179 F.Supp.2d 30, 48 (E.D.N.Y. 2001) (“Because L. 
monocytogenes is a poisonous or deleterious substance that may render Blue 
Ribbon’s fish products injurious to the health of significant populations of 
consumers, such products are adulterated within the meaning of Section 342(a)(1) of 
the FDCA.”), aff’d as modified 56 Fed.Appx. 542 (2d Cir. 2003). 

However, in its Denial, FDA overlooks a significant part of 21 C.F.R. § 
109.6(d), which states, as relevant here, that “[a]n action level for an added 
poisonous or deleterious substance in any food may be established at a level at 
which the Food and Drug Administration may regard the food as adulterated within 
the meaning of section 402(a)(1) of the act, without regard to the criteria in 
paragraph (b) of this section or in section 406 of the act” (emphasis added).  Despite 
quoting from a portion of 21 C.F.R. § 109.6(d), the FDA Denial omits the italicized 
text.  See FDA Denial, at 2.  The omission is significant: the omitted language 
provides that FDA may set an “action level” for a substance even if the criteria for 
setting a “tolerance” under 21 C.F.R. § 109.6(b) and section 406 of the FD&C Act (21 
U.S.C. § 346) are not met.  These criteria for a “tolerance” require a showing that, in 
addition to the “unavoidability” of the “added poisonous or deleterious substance,” 
the “tolerance” level must be “sufficient for the protection of the public health” and 
“no technological or other changes are foreseeable in the near future that might 

 
3 See Poisonous or Deleterious Substances in Food, 42 Fed. Reg. 52,813, 52,819 (Sept. 30, 
1977) (Final Rule), available at https://www.federalregister.gov/citation/42-FR-52819  
(stating that the FDA regulations codified at 21 C.F.R. Part 109 were being issued under 
section 402(a), inter alia, of the Federal Food, Drug and Cosmetic Act).   
4 FDA, What FDA is Doing to Protect Consumers from Toxic Metals in Foods, April 20, 2018, 
https://www.fda.gov/food/conversations-experts-food-topics/what-fda-doing-protect-
consumers-toxic-metals-foods  

https://www.federalregister.gov/citation/42-FR-52819
https://www.fda.gov/food/conversations-experts-food-topics/what-fda-doing-protect-consumers-toxic-metals-foods
https://www.fda.gov/food/conversations-experts-food-topics/what-fda-doing-protect-consumers-toxic-metals-foods
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affect the appropriateness of the tolerance established.”  See 21 C.F.R. § 109.6(b) 
(emphasis added).  But FDA “action levels” need not be based on such a strict public 
health risk assessment, and are appropriate where “technological or other changes 
that might affect the appropriateness of the tolerance are foreseeable in the near 
future.”  Id. § 109.6(d) (emphasis added).  FDA regulations governing “action levels” 
do not prescribe any particular methodology that FDA is required to follow in 
developing action levels.  Rather, FDA explained in the Federal Register—when  
adopting final regulations on action levels and tolerances—“that action levels, as 
opposed to tolerances under section 406 of the act [21 U.S.C. § 346], are appropriate 
in dynamic circumstances. Thus, an action level is appropriate if industrial 
practices are improving so quickly that the extent to which a substance is avoidable 
changes significantly from year to year, or if toxicological data are scanty or 
conflicting but additional data are being developed.”5 

In other words, FDA’s regulations authorize it to set action levels—unlike 
tolerances—at levels that might not presently be “sufficient for the protection of the 
public health” but that may soon be modified due to the foreseeability of 
technological or other changes in the “near future.”  See 21 C.F.R. § 109.6(d).  An 
“action level” may essentially be a determination by FDA of the level of contaminant 
control that is feasible, in the near future, for the regulated industry.  Once an 
action level is identified by FDA, that action level (which may have been set with 
industry achievability in mind) represents a threshold of contamination over which 
FDA “may regard the food as adulterated within the statutory definition of 
adulteration at section 402(a)(1) of the FD&C Act.  See 21 C.F.R. § 109.6(d); 21 
U.S.C. § 342(a)(1).6   

And indeed, with the Closer to Zero Plan, FDA intends to propose and 
finalize a series of iterative “action levels,” not static “tolerances.”7  FDA recognizes 
that the levels of toxic metals found in commercially packaged baby food products 
depend not only on naturally-occurring environmental conditions and biological 
processes, but on “industrial, manufacturing, and agricultural processes,” which is 

 
5 42 Fed. Reg. at 52,817. 
6 The Petition does not request that FDA treat action levels as “binding,” as FDA posits in a 
footnote in its Denial.  See FDA Denial, at 3 n.2.  The Attorneys General recognize that 
FDA retains discretion as to enforcement in a given case, and that exceedance of an action 
level would be a key factor, though not the only factor, for FDA to consider.  
7 https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods  

https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods
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why FDA emphasizes that a “cycle of continual improvement” by industry is a key 
objective of the Closer to Zero Plan.8   

ii. FDA Has Independent Statutory Authority to Issue Action 
Levels Based on Risk and to Consider Industry 
Achievability in Setting an Action Level. 

Further, FDA’s assertion that the Petition’s “proposed methodology is not 
tethered to the adulteration standard in section 402(a)(1) of the FD&C Act,” see 
FDA Denial at 2, mistakenly assumes that the adulteration provision in the original 
Food, Drug & Cosmetic Act, 21 U.S.C. § 342(a)(1), is the only relevant statutory 
standard for FDA action levels. FDA has additional statutory authority, which the 
Attorneys Generals relied on in the Petition, see Petition, at 5, n.17; 16 n.48, to 
issue “guidance documents regarding action levels . . . when appropriate to reduce 
the risk of serious illness or death to humans or animals[.]” 21 U.S.C. § 2201(b)(1). 

 Indeed, as discussed in the Petition, FDA issued an action level of 100 ppb 
for inorganic arsenic in infant rice cereal to “reduce the possible risks of 
neurodevelopmental and other health effects”9 without reference to “adulteration” 
as a basis for establishing the specific level of 100 ppb.10  Petition, at 12 (discussing 
FDA’s March 2016 risk assessment for inorganic arsenic in rice products, which 
supported a proposed 100 ppb action level for inorganic arsenic in infant rice cereal 
while finding that “[l]imits of 50 ppb and 75 ppb were estimated to have significant 
reduction in the predicted risk of lung and bladder [cancer] estimates, compared 
with the baseline”).  

FDA has found and publicly acknowledged that excessive exposure to lead, 
inorganic arsenic, cadmium and mercury through food can be “especially harmful” 
to children’s “neurological development.” See Petition at 2.11  The very logic of FDA’s 
Closer to Zero Plan is that because babies and young children’s “smaller body sizes 

 
8 Id.  
9 FDA, Supporting Document for Action Level for Inorganic Arsenic in Rice Cereals for 
Infants, August 2020, at 6, available at https://www.fda.gov/media/97121/download.  
10 Consistent with 21 C.F.R. § 109.6(d), FDA stated when publishing its action level that, 
going forward, FDA “intend[s] to consider the action level of 100 µg/kg or 100 ppb inorganic 
arsenic as an important source of information for determining whether infant rice cereal is 
adulterated within the meaning of section 402(a)(1) of the FD&C Act (21 U.S.C. 342(a)(1)).”  
FDA, Inorganic Arsenic in Rice Cereals for Infants: Action Level; Guidance for Industry,  
Notice of Availability, 85 Fed. Reg. 47, 797, 47,798 (August 6, 2020), available at,  
https://www.govinfo.gov/content/pkg/FR-2020-08-06/pdf/2020-17169.pdf 
11 See supra note 4. 

https://www.fda.gov/media/97121/download
https://www.govinfo.gov/content/pkg/FR-2020-08-06/pdf/2020-17169.pdf
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and metabolism make them more vulnerable to the harmful effects of these 
contaminants,” it is important to reduce exposure to these contaminants in food 
intended for babies and young children “to as low as possible” in order to reduce the 
health risks from exposure to these contaminants.12 

Accordingly, under 21 U.S.C. § 2201(b)(1),13 FDA (through the Secretary of 
Health and Human Services) is statutorily authorized to issue “guidance documents 
regarding action levels” to “reduce the risk of serious illness or death” posed by 
these toxic metals to babies and young children, whether or not those action levels 
meet the standard of “adulteration” in section 402(a)(1) of the FD&C Act, 21 U.S.C. 
§ 342(a)(1).  

FDA’s Denial also states that “[t]he Petition does not explain the basis for 
concluding that a food may be regarded as adulterated within the meaning of 
section 402(a)(1) of the FD&C Act merely because it contains a level of a particular 
toxic element above the amount present in what you refer to as the ‘best performer’ 
in that food category.”  FDA Denial, at 3.  But, again, FDA based the action level for 
inorganic arsenic in infant rice cereal on risk reduction within the scope of 21 
U.S.C. § 2201(b)(1), without focusing on the adulteration standard of 21 U.S.C. § 
342(a)(1).14  Moreover, as discussed in the Petition, FDA took industry achievability 
into account in setting the action level for inorganic arsenic in infant rice cereal.  
When FDA proposed that level, it stated that it “expects manufacturers can produce 
infant rice cereal that meet or are below the proposed limit with the use of good 
manufacturing practices, such as sourcing rice with lower inorganic arsenic 
levels.”15  See Petition, at 12. Thus, FDA has authority to base action levels for lead, 

 
12 https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods  
13 Under 21 U.S.C. § 2201(a), the Secretary of Health and Human Services, in coordination 
with the Secretary of Agriculture, is to collaborate on determining “the most significant 
foodborne contaminants.”  In the Closer to Zero Plan, which FDA is pursuing in 
coordination with the United States Department of Agriculture, lead, inorganic arsenic, 
cadmium, and mercury are identified as the toxic elements of concern as contaminants in 
food intended for babies and young children.  See https://www.fda.gov/food/metals-and-your-
food/closer-zero-action-plan-baby-foods.    
14 FDA, Supporting Document for Action Level for Inorganic Arsenic in Rice Cereals for 
Infants, August 2020, at 6, available at https://www.fda.gov/media/97121/download. 
15 https://www.fda.gov/news-events/press-announcements/fda-proposes-limit-inorganic-
arsenic-infant-rice-cereal  

https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods
https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods
https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods
https://www.fda.gov/media/97121/download
https://www.fda.gov/news-events/press-announcements/fda-proposes-limit-inorganic-arsenic-infant-rice-cereal
https://www.fda.gov/news-events/press-announcements/fda-proposes-limit-inorganic-arsenic-infant-rice-cereal
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inorganic arsenic, cadmium and mercury on the reduction of risk, and to take into 
account industry achievability.        

b.  FDA’s Statistical Concerns with the “Best Performer” 
Methodology Fail to Consider Relevant Information in the 
Administrative Record.  

i.  FDA Action levels are intended to be action-forcing 
standards. 

 FDA’s critiques of the statistics that form the basis of the Petition’s request 
for interim proposed action levels are also misplaced. FDA’s primary critique of the 
“best performer” methodology is that application of the proposed “compliance” 
metric—a 95% confidence limit around the “best performer’s” mean—would likely 
result in even the “best performer” frequently being deemed out of “compliance.”  
See FDA Denial, at 3.  But FDA overlooks that the Petition’s proposed methodology 
was deliberately designed to facilitate action-forcing measures by the entire 
industry—including by the “best performer”—within a given baby food category and 
for a particular contaminant.  There are three key reasons why it should be 
acceptable to FDA that even a “best performer” may not uniformly meet an interim 
proposed action level based on the “best performer’s” mean. 

First, the goal of an FDA action level—if set at an appropriate level—is that 
it should be achievable, if initially aspirational, for the relevant industry.16 It 
should serve as an inducement for every company in the relevant market segment 
to implement the attainable processing technologies, raw material sourcing and 
supply chain interventions, and finished product testing regimes that may be 
required to manufacture and distribute finished products that consistently comply 
with the action level.   

Second, as FDA notes in its Denial, “[d]ecisions regarding enforcement 
actions are made on a case-by-case basis and are within the discretion of FDA.”  
FDA Denial, at 7.  To the extent FDA has concerns regarding specific exceedances of 
interim proposed action levels established pursuant to the methodology presented 
in the Petition, FDA retains the ability to exercise enforcement discretion as it sees 
fit. 

Third, FDA asserts that the Petition’s methodology of setting interim 
proposed action levels based on the mean of the “best performer” is “defined with no 

 
16 See 42 Fed. Reg. at 52,817 (FDA explaining that “action levels . . . are appropriate in 
dynamic circumstances”). 



Dr. Califf, Dr. Mayne, Dr. Choiniere and Mr. Stearn 
Page 9 
June 1, 2022 
 
 

9 
 

consideration of the uncertainty of that point estimate.”  FDA Denial, at 3.  
However, the methodology proposed in the Petition calls for the use of normally-
distributed data sets for determining the “best performer” and setting interim 
proposed action levels based on the mean of the “best performer.”  Petition, at 7.  
And while it is true that the Attorneys General’s methodology does not explicitly 
call for application of a 95% confidence limit on the sample mean to set an interim 
proposed action level, if FDA believes that such a modification of the methodology 
would make the methodology more statistically acceptable to FDA, then FDA may 
make that modification.   

Thus, FDA’s concern about the use of a 95% confidence limit around the “best 
performer’s” mean for assessing compliance is not an adequate justification for FDA 
to reject the “best performer” methodology outright.  

ii.  FDA’s concern that there will be no single “best 
performer” is not based on any data analysis and fails to 
consider relevant information. 

  FDA’s other major concern with the “best performer” methodology is that “for 
a given toxic element and product category, there may be no single ‘best performer’ 
that is substantively and meaningfully statistically different from its competitors.”  
FDA Denial, at 4.  FDA does not support this point with any empirical data and 
overlooks the three examples in the administrative record that were attached to the 
Petition. These examples were based on real-world baby food sampling data, 
reported by Consumer Reports, to illustrate the “best performer” methodology.  In 
each of those three examples, the mean of the “best performer” was discernibly 
lower than the mean of the “second-best” performer.17  

FDA suggests that some “manufacturers deploy similar processing and 
sourcing strategies” and that FDA would expect that for a group of such 
manufacturers, “no statistically significant differences” should be expected to exist 
among them.  See FDA Denial, at 4.  While it may be the case that “processing and 
sourcing” strategies for multiple brands within a single sector may be similar, the 
February 2021 and September 2021 reports of the U.S. House Oversight 
Committee’s Subcommittee on Economic and Consumer Policy (the “House 
Subcommittee”), which were cited in the Petition, and other information in the 
administrative record, revealed that companies maintain varying internal targets 

 
17 Nevertheless, the Attorneys General acknowledge that the possibility does exist that it 
may be difficult to discern a statistically significant difference between the means of one or 
more “best performers.”  
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and “specifications” for controlling toxic elements, and apply different policies on 
finished product testing.  This makes it likely that there will be sufficient 
variability that FDA would be able to ascertain a “best performer” for each of the 
four toxic elements at issue, within each baby food category. 

For example, one U.S. brand apparently based its internal “guidance levels 
for finished food products” in part on lead and cadmium limits for “processed cereal-
based foods for infants” and “baby foods” that were then effective in the European 
Union and the company identified as limits of 40 ppb.18  Another company, which 
describes itself as “the nation’s fastest growing shelf-stable baby & toddler food 
brand,” and which submitted a letter to FDA in support of the Petition, states that 
“in the absence of U.S. regulations, we chose to follow European standards.”19  The 
Petition also points out that another U.S. baby food manufacturer had set an 
internal ‘specification’ of 100 ppb for lead, inorganic arsenic, and cadmium for key 
ingredients in virtually all of its baby food products.20  Additionally, as observed in 
the Petition, the House Subcommittee reported that only one of the four brands that 
provided information to the Subcommittee as of the February 2021 report is known 
to routinely rely on finished product testing for the full range of its baby food 
products distributed in the U.S.21  These differences in internal specifications and 
policies suggest that there will be variability in finished product testing sufficient to 
identify a single ”best performer.” 

Further, as the Petition acknowledged, gathering sufficient sample data 
across the relevant toxic elements is a threshold task—and one that is readily 
attainable—for implementation of the requested “best performer” methodology.  As 
stated in the Petition, “[t]o the extent FDA presently lacks access to sufficient 
sample data, the agency should immediately procure and sample finished products 
in all baby food categories that are available through retail channels, sufficient to 
develop normal distributions and associated means for the four heavy metals in 
each baby food, for each manufacturer.”  Petition, at 10.  Thus, the Petition requests 
that interim proposed action levels only be identified when there is sufficient 

 
18 See Petition, at 18 n.54 (citing Gerber Products Co. Letter to House Subcommittee dated 
Dec. 19, 2019, available at https://oversight.house.gov/sites/democrats.oversight.house.gov/ 
files/7_Redacted.pdf).   
19 March 8, 2022 Letter from Serenity Kids, Inc. to FDA, available on the Petition docket at 
https://www.regulations.gov/comment/FDA-2021-P-1144-0008  
20 See Petition, at 18 n.53 (citing The Hain Celestial Group, Inc. testing data pulled 
November 26, 2019 and shared with House Subcommittee in December 2019, available at 
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/3_0.pdf).   
21 See Petition, at 17 n.52 (citing page 56 of February 2021 House Subcommittee Report). 

https://www.regulations.gov/comment/FDA-2021-P-1144-0008
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/3_0.pdf
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sampling data to do so within a given baby food category, as to a specific toxic 
element. 

In the event that FDA does encounter a scenario where it cannot, after 
collecting an adequate volume of normally distributed sample data for each 
manufacturer within a market segment, identify a single “best performer” to a high 
degree of statistical confidence, it can address that issue in various statistically 
defensible ways. For example, FDA may opt to average the means of the two 
companies with the lowest mean levels of a heavy metal, and set the interim 
proposed action level based on that average.  Alternately, FDA may look to the 
distributions of each of the several best-performing manufacturers to determine 
which one not only has the lowest mean, but factor in the standard deviation from 
the mean as well.  Or if use of the means (arithmetic averages) does not yield a clear 
single “best performer,” FDA could consider the medians.  In any event, should the 
testing data indicate a statistical tie in the lowest means of two (or more) companies 
within a given baby food category for a particular contaminant, FDA should set the 
interim proposed action level at that level, and that approach would be consistent 
with the methodology proposed in the Petition.    

2.   The FDA Denial Did Not Consider Information in the Administrative 
Record Relevant to the Petition’s Request for an Action Level for 
Inorganic Arsenic in Infant Rice Cereal Lower than 100 ppb.  

 The Petition urges FDA to propose an action level for inorganic arsenic in 
infant rice cereal that is lower than the existing 100 ppb action level, and to do so 
“by application of the ‘best performer’ approach, resulting in enhanced protection of 
children’s health.”  See Petition, at 11-12.  FDA denied that request for the same 
reasons that it denied the Attorneys General’s request for interim proposed action 
levels using the “best performer” methodology.  See FDA Denial, at 4.  Accordingly, 
FDA should reconsider its Denial for the reasons above.     

To the extent FDA suggests that we are seeking to “lower the existing action 
level” for inorganic arsenic in infant rice cereal products, FDA Denial at 4, the 
Petition only requests an interim “proposed” action level that is lower than 100 ppb. 
As with the interim proposed action levels that the Petition urges for other baby 
food categories, a proposed lower action level for inorganic arsenic in infant rice 
cereal based on the “best performer” method would be superseded when FDA is 
ready to issue proposed action levels for inorganic arsenic in all baby food 
categories, based on an interim reference level for inorganic arsenic that FDA is 
developing. FDA should not reject an interim proposed action level on the grounds 
that a final action level may someday be established.   
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3.   The FDA Denial Did Not Consider Information in the Administrative 
Record Relevant to the Petition’s Request for the Issuance of Guidance 
to Industry that Testing of Finished Baby Food Products Should be 
Performed by Baby Food Manufacturers as a Preventive Control. 

FDA denied the Petition’s request for FDA to issue clear guidance to baby food 
manufacturers that they should perform finished product testing to control for toxic 
heavy metals, in furtherance of their duties under FDA’s Preventive Control Rule.22  
See FDA Denial, at 7.  FDA concluded that “finished product testing is not a 
preventive control” but is instead a “verification activity.”  Id. at 5.  

Whether FDA issues the guidance as a preventive control or a verification 
activity, we urge FDA to reconsider its Denial of this action requested in the 
Petition, and expeditiously issue guidance designed to prevent baby food 
manufacturers from releasing finished baby food products that exceed applicable 
action levels.  Moreover, FDA has discussed finished product testing as a form of 
preventive control in the past. 

a.  FDA Should Issue Guidance on Finished Product Testing as a 
Verification Activity. 

Fundamentally, there is an urgent need for FDA to issue clear guidance to 
baby food manufacturers on testing measures that can reduce infants’ and young 
children’s exposure to toxic heavy metals in their food. As the Petition states, 
“[s]ince FDA action levels apply to finished products (not raw ingredients), FDA 
should issue guidance to industry on the application of the Preventive Control Rule 
to limiting toxic heavy metal contamination in the manufacture of baby food 
products.”  Petition, at 14.  The Petition’s references to preventive control were 
generally intended to invoke the overall regulatory framework for preventing or 
minimizing contamination in human food, as embodied in the entirety of the 
regulations codified through the Preventive Control Rule. See Petition, at 2 
(defining the term “Preventive Control Rule”). If FDA cannot issue finished product 
testing as a preventive control, the Attorneys General request that FDA instead 
construe the Petition to request that FDA issue guidance to baby food 
manufacturers on finished product testing as a verification activity. 

 

 

 
22 See Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive 
Control for Human Food, 80 Fed. Reg. 55,907 (Sept. 17, 2015) (“Preventive Control Rule”). 
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b.   Finished Product Testing Can Be a Preventive Control.  

The Petition’s reference to finished product testing as a “preventive control” 
is consistent with the regulatory definition of that phrase.  FDA’s definition of a 
“preventive control” focuses on “risk-based, reasonably appropriate procedures, 
practices and processes” for “significantly minimiz[ing]” or “prevent[ing]” hazards, 
including chemical hazards, and that are “consistent with the current scientific 
understanding of safe food manufacturing, processing, packing, or holding at the 
time of the analysis.”  See Denial, at 5 (quoting  21 C.F.R. § 117.3).  Nothing in this 
regulatory definition prohibits the use of finished product testing as a preventive 
control for foods intended for babies and young children that are, or soon will be, 
covered by a proposed or final FDA action level for a toxic element.   

   Moreover, FDA has treated finished product testing as a form of preventive 
control in the past, and has indicated that verification activities, which can include 
finished product testing, can also be part of preventive controls. The FDA Denial 
noted that FDA is “currently working to develop guidance on preventive controls for 
chemical hazards that will address preventive controls, including applicable 
monitoring, corrective actions, and verification activities, for a variety of chemical 
hazards.”  FDA Denial, at 5.  Likewise, FDA’s existing guidance to the baby food 
industry has acknowledged the importance of finished product testing by explicitly 
describing it as both a verification activity, and a preventive control.  In 
summarizing a March 5, 2021 letter reminding the industry of its existing 
obligations under the Preventive Control Rule,23 FDA states on its website:   

Research has shown that reducing exposure to toxic elements is 
important to minimizing any potential long-term effects on the 
developing brains of infants and children. . . . The preventive control 
provisions require industry to implement controls to significantly 
minimize or prevent any identified chemical hazards requiring a control. 
For example, some manufacturers may conduct verification activities 
like testing the final product.24 

Information about the baby food industry that became available after FDA 
issued its 2015 Preventive Control Rule, which stated that product testing was not 
a preventive measure, see FDA Denial, at 5 (citing 80 Fed. Reg. 55,907, 56,060), 
further supports treating finished product testing as a preventive control today. As 

 
23 The March 5, 2021 letter was cited in the Petition.  See Petition, at 7 n.21. 
24 https://www.fda.gov/food/cfsan-constituent-updates/fda-letter-industry-chemical-hazards-
including-toxic-elements-food-and-update-fda-efforts-increase 
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described in the Petition, after FDA finalized a 100 ppb action level for inorganic 
arsenic in infant rice cereal finished products in August 2020, a major U.S. national 
manufacturer of infant rice cereal announced a “nationwide recall of a production 
lot of single grain rice cereal based on inorganic arsenic contamination,” and the 
company’s recall notice, which was also disseminated by FDA, explained that the 
company had relied on arsenic testing of the rice flour lots but indicated that the 
finished product had apparently not been tested before distribution.25 As discussed 
in the Petition, this experience demonstrates that ”supply-chain” testing of 
ingredients alone is not sufficient to prevent the release of finished products with 
elevated levels of dangerous heavy metals. 

Likewise, and as the Petition also discusses, in May 2021, the CEO of 
another U.S. manufacturer of infant rice cereal publicly stated that “[t]he only 
regulations that we have from the government are arsenic levels in rice cereal, and 
we are 100% compliant with the levels that they have specified.”26 “In fact, we 
rejected 12% of the finished goods last year to make sure that everything we have is 
compliant.”27  When a baby food manufacturer rejects 12% of finished goods based 
on arsenic levels, it is wholly appropriate to regard finished product testing in this 
context as a preventive control measure designed to “significantly minimize” (if not 
“prevent”) arsenic contamination from reaching the vulnerable infant consumers of 
those finished goods.28   

It is now appropriate, and urgently needed—as FDA anticipates proposing 
additional action levels for toxic heavy metals in baby foods as part of the Closer to 
Zero Plan—for the agency to issue guidance to baby food manufacturers stating that 
finished product testing for heavy metals is not only appropriate as an ad hoc 
verification activity but as a risk-based, reasonably appropriate preventive control 
intended to “significantly minimize” excessive levels of heavy metals contained in 

 
25 Petition, at 15, citing https://www.fda.gov/safety/recalls-market-withdrawals-safety-
alerts/beech-nut-nutrition-company-issues-voluntary-recall-one-lot-beech-nut-single-grain-
rice-cereal-and  
26 Petition, at 19, citing https://www.fool.com/earnings/call-transcripts/2021/05/07/hain-
celestial-group-inc-hain-q3-2021-earnings-cal/  
27 Id.  
28 By the same measure, it is perhaps less appropriate to consider this purely a voluntary 
“verification activity” solely intended to “verify,” as FDA posits, that other preventive 
controls instituted at earlier “critical control points” are “consistently implemented and are 
effectively and significantly minimizing or preventing the hazards.”  See FDA Denial, at 6 
(quoting 21 C.F.R. § 117.165(a)).      

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/beech-nut-nutrition-company-issues-voluntary-recall-one-lot-beech-nut-single-grain-rice-cereal-and
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/beech-nut-nutrition-company-issues-voluntary-recall-one-lot-beech-nut-single-grain-rice-cereal-and
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/beech-nut-nutrition-company-issues-voluntary-recall-one-lot-beech-nut-single-grain-rice-cereal-and
https://www.fool.com/earnings/call-transcripts/2021/05/07/hain-celestial-group-inc-hain-q3-2021-earnings-cal/
https://www.fool.com/earnings/call-transcripts/2021/05/07/hain-celestial-group-inc-hain-q3-2021-earnings-cal/


Dr. Califf, Dr. Mayne, Dr. Choiniere and Mr. Stearn 
Page 15 
June 1, 2022 
 
 

15 
 

finished food intended for babies and young children. See 21 C.F.R. §§ 117.3, 
117.165(a)(2). 

4. The Attorneys’ General Position is Not Frivolous and is in Good Faith. 

As demonstrated above and in our Petition, the Attorneys’ General positions 
are not frivolous, and are made in good faith. Like FDA, the Attorneys General have 
a strong interest in protecting our most vulnerable residents—babiesand young 
children—from chemical hazards (e.g., toxic heavy metals) in the food supply, and 
specifically in commercially packaged food marketed to this vulnerable population.  
Indeed, the Attorneys General have interests as parens patriae in the health and 
welfare of our states’ residents, particularly children.    

We filed the Petition in light of the lengthy timelines in the Closer to Zero 
Plan, set against the reality that, without FDA regulations or guidance on 
controlling toxic heavy metals for virtually every category of baby food, the baby 
food industry is presently “failing to effectively protect the most vulnerable of all 
consumers—our children—from the deleterious effects of these heavy metals.” 
Petition, at 3. Our Petition was never intended to displace the Closer to Zero Plan 
but to complement it. Id.   

The Attorneys General are aware that FDA has begun implementing the 
Closer to Zero Plan, having submitted draft guidance for industry on “Action Levels 
for Lead in Food Intended for Babies and Young Children” for interagency review.29 
Accordingly, the Attorneys General no longer request, as the Petition had sought, 
that a “best performer” methodology be used in developing interim proposed action 
levels for lead, but only for the three other contaminants of concern—inorganic 
arsenic, cadmium and mercury—for which FDA has not indicated any plans to 
propose action levels potentially for several more years.  

Additionally, given the Attorneys General’s strong interest in protecting 
children in our states from hazards in their food, we have appreciated the 
opportunity provided by FDA to engage as stakeholders on the Closer to Zero Plan.  
A representative of the New York Attorney General’s Office was among the 
speakers during the public comments session on FDA’s November 18, 2021 public 
meeting on the Closer to Zero Plan.30  Further, the Attorneys General submitted 

 
29 See note 2 supra. 
30 https://www.youtube.com/watch?v=Sb9Uhiq6Hv4  

https://www.youtube.com/watch?v=Sb9Uhiq6Hv4
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written comments to FDA regarding the Closer to Zero Plan on December 20, 
2021.31      

5. Sound Policy Reasons Support Reconsideration of the Petition, and 
Reconsideration is Not Outweighed by Public Health or Other Public 
Interests. 

Sound policy reasons support reconsideration, and reconsideration is not 
outweighed by public health or other public interests.  Indeed, urgent public health 
concerns call for reconsideration. Over four years ago, Dr. Choiniere of FDA stated, 
in an interview published on FDA’s website about the work of FDA’s Toxic 
Elements Working Group, that excessive exposure to lead, inorganic arsenic, 
cadmium and mercury can be “especially harmful” to children’s “neurological 
development.”32 As discussed above, public health interests weigh heavily in favor 
of reconsideration by FDA of its Denial of the Petition. 

FDA has stated that there are “potential long-term effects on the developing 
brains of infants and children” from exposure to toxic elements in the food supply.33 
We urge FDA to address this as an urgent public health priority.  That 
overexposure to toxic heavy metals through food presents a “long-term” health risk 
to children rather than an acute health risk (as is common with many foodborne 
pathogens) should not make this public health concern any less urgent for FDA.  If 
anything, the need for swift action by FDA cannot be overstated because the risks of 
neurotoxic and other health effects from exposure to toxic metals may inflict 
permanent damage.   

As the Environmental Defense Fund stated in comments to FDA filed in the 
regulatory docket for our Petition (and which refer to the Petition) and are part of 
the administrative record:34 

We are concerned that FDA’s communications regarding the risk creates 
problems. Phrases like “no immediate health risk to children from 
exposure” that FDA leadership used repeatedly in announcing the 

 
31 See https://www.regulations.gov/comment/FDA-2021-N-0966-1154  
32 https://www.fda.gov/food/conversations-experts-food-topics/what-fda-doing-protect-
consumers-toxic-metals-foods  
33 https://www.fda.gov/food/cfsan-constituent-updates/fda-letter-industry-chemical-hazards-
including-toxic-elements-food-and-update-fda-efforts-increase 
34 See 21 C.F.R. § 10.30(i)(2) (stating that “[a]ll comments received on the petition, including 
all information submitted as a part of the comments” are part of the administrative record 
on a citizen petition). 

https://www.regulations.gov/comment/FDA-2021-N-0966-1154
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[Closer to Zero Action Plan] and again at the November 18, [2021] 
workshop are at odds with the science showing long-term effects on 
children’s brain development from relatively short-term, low-level 
exposures to lead and inorganic arsenic. The presentations by scientists 
at the workshop and colloquium showed in stark terms that the harm 
from short low-level exposure can be significant and, often irreversible, 
even when the diet has sufficient nutrients. The fact that the harm to 
brain development and impact on behavior may not be manifested for 
years or be clinically diagnosed in an individual child because of 
confounding factors, does not make it less immediate or imminent from 
a public health perspective.35 

Immediate action by FDA is needed.  Interim FDA guidance to industry—as 
proposed in the Petition—is critical for protecting babies and young children during 
the coming months and years.  Without concrete and immediate actions by FDA, 
millions of babies and young children in our states will consume solid baby foods in 
the next few years that likely will expose them to greater health risks than babies 
and children who begin consuming solid baby foods after April 2024, the next 
milestone date for further FDA guidance under the Closer to Zero Plan.   

Nor do any countervailing public interests, like those that FDA has 
referenced in discussing its Closer to Zero Plan, outweigh the public health interests 
in FDA taking interim measures to facilitate reductions by industry of toxic heavy 
metal concentrations in baby food.  FDA has noted, in the context of explaining its 
Closer to Zero Plan and in other contexts, that “it is crucial to ensure that measures 
taken to limit toxic elements in foods do not have unintended consequences—like 
eliminating from the marketplace foods that have significant nutritional benefits or 
reducing the presence of one toxic element while increasing another.” Petition, at 
19.36  FDA did not articulate any such concerns about purported “unintended 
consequences” in its Denial. 

The Attorneys General have stated in the Petition that “FDA rightly 
considers whether consumer access to nutritious and affordable baby food may be 
impaired by aggressive FDA regulation of heavy metals.”  Petition, at 19.  But the 
Petition also points to evidence of the baby food industry’s existing capacity to 
achieve lower levels of toxic heavy metals, including with the benefit of finished 

 
35 https://www.regulations.gov/comment/FDA-2021-P-1144-0007  
36 https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods    

https://www.regulations.gov/comment/FDA-2021-P-1144-0007
https://www.fda.gov/food/metals-and-your-food/closer-zero-action-plan-baby-foods
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product testing, that provides a strong basis for assessing the risk of any such 
“unintended consequences” to be low.   

FDA has not offered support for its hypothetical concern (referenced in FDA’s 
description of the Closer to Zero Plan) that taking actions to “reduc[e] the presence 
of one toxic element” could somehow result in an increase of another toxic element 
in the finished food product.  If anything, this concern supports the Petition’s 
request that FDA issue guidance on interim proposed action levels for all four 
contaminants of concern—lead, inorganic arsenic, cadmium, and mercury—
concurrently.  Further, the expeditious release of guidance on finished product 
testing as to all four toxic elements is likely to prompt the baby food industry to 
obtain more information about lead, inorganic arsenic, cadmium and mercury in 
finished baby food products so that any production lots of finished products where 
excessive levels of any of these contaminants is detected can be withheld from 
distribution, and the source of the adulteration or contamination timely and 
thoroughly investigated by the manufacturer and/or it suppliers, and under FDA’s 
oversight.      

Accordingly, sound public health reasons support reconsideration, and 
reconsideration of the Denial is not outweighed by competing public health 
interests, or other public interests. 

Conclusion 
 

For these reasons, the Attorneys General urge FDA to expeditiously 
reconsider its denial of the Petition, and to overrule the FDA Denial by 
expeditiously:  

 
(1) issuing interim proposed action levels for three of the four contaminants 

at issue—inorganic arsenic, cadmium, and mercury—in all relevant categories of 
baby foods in accordance with a science-based, data-driven, and achievability-
focused methodology, as detailed in the Petition;  

(2) proposing an action level for inorganic arsenic in infant rice cereal that is 
lower than the existing action level of 100 parts per billion (ppb); and  

(3) issuing guidance to industry that baby food manufacturers should perform 
testing of finished baby food products for inorganic arsenic, lead, cadmium and 
mercury as a preventive control and/or verification activity to limit the 
concentration of these toxic heavy metals in their products. 
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