
  

 
SUBMITTED VIA REGULATIONS.GOV                                                                   November 12, 2018  
 
Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 

Re:  Proposed Rule Amending FOIA Regulations; Docket No. FDA–2018–
N–1622 

 
The undersigned associations are pleased to submit these comments in response to the 

U.S. Food and Drug Administration’s (“FDA”) proposed amendments to FDA’s regulations 
implementing the Freedom of Information Act (“FOIA”) in 21 C.F.R. Part 20 (Docket No. FDA–
2018–N–1622).1  We appreciate the opportunity to provide input for FDA’s consideration as the 
agency incorporates amendments made to the FOIA by the Openness Promotes Effectiveness in 
our National Government Act of 2007 (“OPEN Government Act”)2 and the FOIA Improvement 
Act of 2016 (“FOIA Improvement Act”),3 and also updates FDA’s FOIA regulations to reflect 
organizational changes, to make the FOIA process easier for the public to navigate, and to make 
various provisions clearer.4 

 
In particular, we strongly encourage FDA to ensure, through regulation, a balanced yet 

comprehensive protection of “trade secrets and commercial or financial information obtained 
from a person [that is] privileged or confidential” (information protected from disclosure by 
“Exemption 4” of the FOIA),5 and to formalize, by regulation, procedures for appropriately 
seeking input from submitters before evaluating whether to disclose information designated as 
trade secret or confidential commercial information.  For the reasons set forth below, 
consultation with and notification to the submitters of potentially confidential information that 
is the subject of a FOIA request are critical steps to ensuring that FDA’s disclosure practices 
protect the interests encompassed in Exemption 4.  Adopting a broad policy explicitly providing 
for such notification in both FDA regulations and informal procedures will assist the Agency in 
meeting these goals and will ensure FDA’s compliance its own disclosure obligations. 

I. Increasingly, FDA programs require regulated entities to submit trade 
secret and confidential commercial information to the Agency for review.  
In order to promote the Agency’s interests in receiving full and reliable 
submissions, and to protect the rights of the submitters of such information, 
FDA must ensure its implementation of FOIA requirements provides 
adequate protection for this information.  

                                                 
1 See 83 Fed. Reg. 46437 (Sept. 13, 2018).  

2 Pub. L. 89-487. 

3 Pub. L. 114-185. 

4 See 83 Fed. Reg. at 46437. 

5 5 U.S.C. § 552(b)(4). 
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Congress made clear that Exemption 4 of the FOIA was intended to protect the interests 
of both the government and private submitters of information.6  The very existence of 
Exemption 4 should encourage submitters to voluntarily furnish useful commercial or financial 
information to the government while also providing the government with an assurance that 
required submissions will be reliable, because submitters of such information can be confident 
that the information will be protected from the potential harms of public disclosure.7  
Exemption 4 also affords protection where information is required to be submitted under 
statutory or regulatory requirements, by safeguarding such information from the significant 
competitive disadvantages that could result from disclosure.8  

These interests apply to all areas of the federal government, and they are particularly 
critical for the FDA-regulated industry.  FDA is charged with implementing a broad range of 
statutory requirements governing food products, dietary supplements, prescription and over-
the-counter drugs, vaccines and biological products, blood transfusions, medical devices, 
electromagnetic radiation emitting devices, cosmetics, tobacco products, animal food and feed, 
and veterinary products.  FDA thus oversees an incredibly broad range of programs requiring 
the submission of certain trade secret or confidential commercial information, and FDA’s 
authority to require such submissions continues to expand.   

 
Specifically, in the food space, FDA has recently, pursuant to the Food Safety 

Modernization Act (“FSMA”),9 finalized seven major implementing rules: Accredited Third-
Party Certification; Current Good Manufacturing Practice and Hazard Analysis and Risk-Based 
Preventive Controls for Human Food; Current Good Manufacturing Practice and Hazard 
Analysis and Risk-Based Preventive Controls for Food for Animals; Foreign Supplier 
Verification Programs; Mitigation Strategies to Protect Food Against Intentional Adulteration; 
Sanitary Transportation of Human and Animal Food; Standards for the Growing, Harvesting, 
Packing, and Holding of Produce for Human Consumption; and the Voluntary Qualified 
Importer Program.  These newly promulgated regulations require the submission of an 
unprecedented amount of information held by firms throughout the food supply chain, meaning 
such records will potentially be subject to public disclosure upon submission of an appropriate 
FOIA request or through other voluntary disclosure by FDA.  FDA has a legal obligation to 
protect trade secret or confidential commercial information submitted under these authorities, 
and the submitters of such information could be subject to substantial competitive harm if this 
information is improperly disclosed.  

 
Similarly, under FDA’s final rule updating the Nutrition Facts Label requirements,10 

manufacturers must make and keep new and detailed categories of written records regarding 
the amount of declared nutrients, including specific information relating to sourcing and 
composition of sugar, dietary fiber, and other ingredients.11  FDA has authority to review and 
collect copies of these records,12 meaning that, in the course of inspections, FDA will likely 

                                                 
6 See, e.g., Nat’l Parks & Conservation Ass’n v. Morton, 498 F.2d 765, 767-70 (D.C. Cir. 1974). 

7 See, e.g., Critical Mass Energy Project v. NRC, 975 F.2d 871, 878 (D.C. Cir. 1992) (en banc). 

8 See Nat’l Parks, 498 F.2d at 768. 

9 Pub. L. 111-353. 

10 See 21 C.F.R. § 101.9; see also 81 Fed. Reg. 33741 (May 27, 3016).   

11 21 C.F.R. § 101.9(g)(10). 

12 Id. § 101.9(g)(11). 
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obtain detailed and very confidential information about the formulation of food products.  These 
records may be subject to requests for public disclosure; any disclosure of such information 
would very likely lead to significant competitive harm to the manufacturers that otherwise 
maintain this information as highly confidential. 

 
We also understand that FDA is modernizing its tools for sharing information with 

regulated companies and with its state partners, which has key implications relating to the 
protection of trade secret or confidential commercial information.  For example, FDA is in the 
process of implementing the OCAR (Observation, Corrective, Action, Report) system, through 
which industry and FDA could share information with one another following an FDA inspection, 
but also through which FDA could potentially share information with its state counterparts.  
While this system will likely streamline communication between FDA and industry, it will also 
generate an additional subset of information that must be appropriately protected under 
Exemption 4 of the FOIA. 

   
FDA must, therefore, ensure appropriate procedures are in place to identify and 

withhold information that should be withheld under Exemption 4 and that also reflect the scope 
of confidential information that FDA currently receives and the manners in which FDA receives 
this information.  This is particularly important in the context of the high volume of FOIA 
requests processed by FDA.  According to the Department of Health and Human Services’ 
(“HHS”) Annual FOIA Report, FDA received 11,062 total requests for agency records in Fiscal 
Year 2017 alone—the second highest number of such requests received by any HHS agency or 
component.13  And FDA grants such requests at a remarkable rate.  Of the 11,062 requests 
received, FDA granted 8,318 in full (75.2%) and 83 in part (0.8%), with only 162 full denials 
(1.5%).14  By contrast, CMS, which received the highest number of requests at 18,016, granted 
just 3,972 in full (22.0%) and 3,040 in part (16.9%), with 5,931 full denials (32.9%).15 

 
As discussed in more detail below, although FDA regulations require notification of and 

consultation with submitters of potentially confidential information in certain instances, in 
practice FDA appears to make determinations as to confidentiality and potential competitive 
harm without consistent engagement with the entities who submitted such information.  We 
encourage FDA to adopt appropriate formal and informal procedures to ensure submitter 
consultation, particularly because such entities are best positioned to provide relevant context 
for the harm that could result from release of such information in the first instance.  

II. While FDA’s current regulations require consultation with and notification 
to submitters of confidential commercial information upon a request for 
public disclosure, FDA does not, in practice, consistently provide such 
notification.  This practice risks harming the very interests Exemption 4 is 
intended to protect and should be remedied by formally providing for broad 
notification, consistent with other federal agencies.  

                                                 
13 HHS Fiscal Year 2017 Freedom of Information Annual Report, HHS.gov, 
https://www.hhs.gov/foia/reports/annual-reports/2017/index.html.   

14 See id.  Of note, because HHS’s calculations include certain requests that may have been received in a 
prior Fiscal Year and granted in the next Fiscal Year, these calculations do not reflect the actual number of 
requests received and granted in a given fiscal year.  

15 See id.  

https://www.hhs.gov/foia/reports/annual-reports/2017/index.html
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Under 21 C.F.R. 20.47, “[i]n situations where the confidentiality of data or information is 
uncertain and there is a request for public disclosure,” FDA must “consult with the person who 
has submitted or divulged the data or information or who would be affected by disclosure before 
determining whether or not such data or information is available for public disclosure.”  
Similarly, pursuant to 21 C.F.R. 20.61, “when the agency has substantial reason to believe that 
information in [requested] records could reasonably be considered exempt under [E]xemption 
4,” the Agency must “make reasonable efforts to notify the submitter about these facts.”  While 
these regulations provide for submitter consultation and notification in certain circumstances, 
in practice, FDA frequently response to requests for this information without first engaging with 
submitters.  We strongly encourage FDA to, through this rulemaking, adopt a formal policy of 
broad notification to ensure trade secret and confidential commercial information is adequately 
protected.16   

A. FDA’s current practice of making determinations with respect to the 
confidentiality of information and the potential harm that could result from 
release—without consulting or notifying the submitters of such information—is 
inconsistent with federal requirements and the practices of other agencies. 

Federal agencies and departments have been required since 1987 to provide notice to 
entities who submitted confidential business information to the government when that 
information could be released to the public through a FOIA request.  Specifically, based upon 
the principle that business submitters are entitled to notification and an opportunity to object to 
disclosure before an agency decides to release confidential business information,17 Executive 
Order 12600 directs federal agencies to “establish procedures to notify submitters of records 
containing confidential commercial information” if the agency “determines that it may be 
required to disclose the records.”18  As a result, while the FOIA itself does not require agencies to 
notify submitters that confidential business information may be subject to disclosure, agencies 
must provide for submitter notification in their regulations or through other procedures under 
Executive Order 12600.19   

In alignment with Executive Order 12600, federal agency regulations generally provide 
for notification to submitters of potentially confidential information when that information 
might be subject to release under the FOIA.  While some agency regulations codify the standards 

                                                 
16 FDA has not proposed any amendments to these regulatory requirements in its proposed rule.  FDA has 
proposed one amendment to 21 C.F.R. § 20.61(e)(2) to allow 10 days, rather than 5 days, from the date of 
submitter notification for submitters to object to disclosure.  This change would bring the Agency in line 
with broader HHS requirements, see 45 C.F.R. § 5.42(a)(2), but does not otherwise affect FDA 
determinations on when such notification is required.  

17 See DOJ, FOIA Update: Executive Order on Business Data Issued (Jan. 1, 1987), 
https://www.justice.gov/oip/blog/foia-update-executive-order-business-data-issued. 

18 Exec. Order. No. 12600, 52 Fed. Reg. 23781 (June 23, 1987).   

19 The submitter notification provisions of Executive Order 12600 apply where the records at issue are 
designated as confidential or otherwise give the agency “substantial reason to believe that disclosure of 
the information would result in competitive harm.”  Id., sec. 3(b), 8(e).  The Executive Order does not 
apply where: (1) the agency determines that the information should not be disclosed or is being withheld 
from release; (2) the information has otherwise been made public; (3) disclosure of the information is 
required by law or agency rulemaking; (4) the information is not designated by the submitter as exempt 
from disclosure when the submitter had the opportunity to do so; or (5) the submitter made a designation 
that appears obviously frivolous.  Id., sec. 8. 

(continued…) 

https://www.justice.gov/oip/blog/foia-update-executive-order-business-data-issued
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expressly articulated in Executive Order 12600, others establish some process for submitter 
notification but do not directly reflect the terms of that Executive Order.  As a result, different 
agencies have applied different criteria in providing notice and allowing submitters the 
opportunity to object to the release of information that may be confidential and otherwise 
exempt from disclosure. 

Under FDA’s FOIA regulations, the agency must “make reasonable efforts to notify” 
submitters if the information is designated as exempt by the submitter, or if the agency “has 
substantial reason to believe” that the information should be exempt under Exemption 
4.20  FDA’s regulatory criteria for submitter notification closely align with Executive Order 
12600, including the exemptions from submitter notification set forth in the Executive Order.21  
In particular, FDA’s regulations provide that submitter notification is not required when 
“[d]isclosure is required by a regulation.”22  FDA's Staff Manual Guides (“SMGs”) related to 
disclosure, which do not appear to currently be publicly accessible,23 previously provided the 
following explanation:  “[t]hese criteria exempt many FDA records from [submitter notification] 
. . . largely because FDA has promulgated many regulations, in 21 CFR Part 20 as well as in other 
sections of title 21 of the CFR, which do specify narrow categories of records to be released 
under FOIA.”24   

Based on this, in practice, FDA thus appears to take the position that exemptions for 
information required to be released by law or agency rulemaking, as articulated in Executive 
Order 12600 and codified in FDA regulations, authorize the release of significant amounts of 
information without notification to submitters prior to disclosure.  We understand that FDA 
would apply this exemption even where a submitter has designated materials as exempt from 
disclosure under Exemption 4, or even if the agency has substantial reason to believe that the 
information could reasonably considered exempt. 

FDA’s view, then, appears to be that statutory and/or regulatory requirements to make 
certain categories of information available exempt FDA from consulting with or notifying 
submitters of such information, and instead allow FDA to determine on its own whether such 
information can be released.25  In practice, FDA frequently releases such records in whole or in 

                                                 
20 21 C.F.R. § 20.61(e). 

21 Id. § 20.61(f). 

22 Id. § 20.61(f)(3). 

23 See SMG 3297.1, 3297.2 (last updated Dec. 2015).  While these SMGs were posted publicly as recently 
as October 2016 (see archived link here: 
https://web.archive.org/web/20161022040602/http:/www.fda.gov/AboutFDA/ReportsManualsForms/S
taffManualGuides/ucm136388.htm), they are no longer available on FDA's online Staff Manual Guide 
(see link here: 
https://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm136388.htm). It is 
unclear why FDA removed the online links to these particular SMGs, but we were unable to find more 
current internal policies regarding agency FOIA responses as of August 21, 2018. 

24 Id. 

25 This information must be withheld under FOIA Exemption 4, 5 U.S.C. § 552(b)(4), and trade secrets 
must also generally be withheld under the Trade Secret Act, 18 U.S.C. § 1905; see also generally CNA Fin. 
Corp. v. Donovan, 830 F.2d 1132, 1151 (D.C. Cir. 1987) (citation omitted) (finding “the scope of the 
[FTSA] is at least co-extensive with that of Exemption 4 of the FOIA”).  This information is not subject to 
discretionary disclosure by FDA.  See 21 C.F.R. § 20.82. 

(continued…) 

https://web.archive.org/web/20161022040602/http:/www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm136388.htm
https://web.archive.org/web/20161022040602/http:/www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm136388.htm
https://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm136388.htm
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part, redacting what information FDA deems to be exempt from disclosure under Exemption 4 
without allowing for consultation with the submitters of such information about the scope of 
potentially trade secret or confidential commercial information.  FDA’s standards and internal 
processes and guidelines for applying these redactions are unclear and frequently lead to 
varying practices from office to office or from record to record.26  These one-sided 
determinations are out of step with FDA’s broader requirements to notify and consult with 
submitters, as well as the practices of other federal agencies and departments.  

Other agencies appear to provide far more frequent and consistent notification to 
submitters.  For example, USDA requires each USDA agency to “[p]rovide the business 
information submitter with prompt notification of a request for that information (unless it is 
readily determined by the agency that the information requested should not be disclosed or, on 
the other hand, that the information is not exempt by law from disclosure).”27  As a result, under 
USDA regulations, submitter notification is the default practice unless it is clear, or “readily 
determined,” from the nature of the underlying information that submitter input is not needed.  
USDA underscores this standard in its regulations: “[when] an agency cannot readily determine 
whether the information obtained from a person is privileged or confidential business 
information, the policy of USDA is to obtain and consider the views of the submitter of the 
information and to provide the submitter an opportunity to object to any decision to disclose the 
information.”28   Similarly, FTC’s regulations provide for submitter notification, in writing, “[i]f 
the Commission determines that a document marked confidential by the person supplying it 
may be disclosed because it is not a trade secret or commercial or financial information which is 
obtained from any person and which is privileged or confidential.”29 

B. FDA’s current practice risks harming the government and private interests 
protected under Exemption 4 and should be remedied by a clear, broad policy 
favoring submitter notification. 

As explained above, Exemption 4 exists to promote balance between the public interest 
in robust disclosure of agency records, and the government and private interests in the 
appropriate protection of trade secrets and confidential commercial information.  However, 
these interests can only be protected where an agency has adequate information so as to 
determine whether the records at issue constitute trade secret or confidential commercial 
information.  FDA frequently makes its own disclosure determinations without consulting or 
notifying submitters.  In FDA’s view, this practice appears to be justified by the vast agency 
regulatory requirements for disclosure of certain information.  However, unless FDA thoroughly 
analyzes and withholds trade secret and confidential commercial information—including by 
consulting and notifying submitters where appropriate—this practice risks harming the very 
interests Exemption 4 was intended to protect. 

                                                 
26 For example, we are aware of FOIA requests for recall-related information that resulted in the release of 

the same document by two different FDA offices that was redacted very differently by each office. 

27  7 C.F.R. § 1.12. 

28 Id. 

29 FTC follows confidentiality provisions codified in Section 21 of the Federal Trade Commission Act.  15 
U.S.C. § 57b-2(b)-(c).  These provisions restrict the release of any materials received during the course of 
an FTC investigation and provide for the release of all other documents marked as confidential only after 
notice to the submitter. 

(continued…) 
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Additionally, even where FDA regulations provide for the release of certain categories of 
information, other legal constraints may apply.  As discussed in detail above, Exemption 4 of the 
FOIA protects trade secret and confidential commercial information from disclosure,30 and FDA 
does not have authority to voluntarily issue discretionary disclosures of this information.31  
Additionally, trade secrets must also generally be withheld under the Federal Trade Secrets Act, 
and failure to do so may lead to criminal penalties for federal employees.32  It is thus critical that 
FDA consistently consult with submitters and provide notification of potential releases not only 
to protect the interests served by Exemption 4, but to comply with legal requirements protecting 
this information from disclosure.  

FDA should adopt, by regulation, a broad and explicit policy of consulting with 
submitters as part of the agency’s process of determining which portions of records at issue in a 
potential disclosure should be withheld, rather than assuming that broad requirements for 
regulatory disclosure mean consultation with the submitters is not required or needed.  We 
recommend the Agency update its FOIA regulations to expressly require consultation and/or 
notification when any such information may possibly be viewed as trade secret or confidential 
commercial information.  FDA, as part of such an initiative, should also adequately ensure that 
submitters of sensitive information throughout the supply chain are actually notified.  As noted 
above, new food safety and labeling regulations require sensitive business information to be 
submitted by many different entities throughout the supply chain.  In light of this issue, FDA’s 
regulations should ensure that the entities along the supply chain, and not just the finished 
product manufacturers for example, will be notified when information provided by that entity is 
subject to a FOIA request.  Consistent with statutory protections for such information, this 
approach would ensure FDA’s formal regulations and informal procedures adequately account 
for submitters’ perspectives on the confidential nature of records and aid FDA in making 
appropriate determinations with respect to the release of such information.  

Additionally, FDA should clarify its internal procedures and standards for withholding 
trade secret and confidential commercial information when records are partially released.  As 
noted, FDA’s practices for redacting confidential information vary significantly, and we 
encourage FDA to improve its policies and provide additional training to ensure not only that 
submitters are appropriately notified when confidential information has been requested, but 
also that FDA FOIA officers appropriately and consistently redact and withhold confidential 
information when records are partially released.  Such action would improve consistency in the 
Agency’s FOIA practices and help ensure that FDA does not release trade secret and other 
confidential information.  

* * * * 

We appreciate the opportunity to submit these comments and strongly encourages FDA 
to consider how best to maintain appropriate protections of trade secret and confidential 
commercial information, including in particular requiring consultation with and notification to 

                                                 
30 5 U.S.C. § 552(b)(4). 

31 21 C.F.R. § 20.82. 

32 Under the Federal Trade Secrets Act, any federal employee who “publishes, divulges, discloses, or 
makes known in any manner or to any extent not authorized by law any information” that “concerns or 
relates to trade secrets, processes, operations, style of work, or apparatus” or to “confidential statistical 
data” may be subject to criminal penalties. 18 U.S.C. § 1905; see also generally CNA Fin. Corp. v. 
Donovan, 830 F.2d 1132, 1151 (D.C. Cir. 1987) (citation omitted) (finding “the scope of the [FTSA] is at 
least co-extensive with that of Exemption 4 of the FOIA”). 
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submitters of such information, consistent with the Executive Order and with the practices of 
other federal agencies.  Thank you for your consideration, and please do not hesitate to contact 
me if you have any questions.  

 
 
Respectfully, 
 
American Bakers Association 
American Frozen Food Institute 
American Herbal Products Association 
American Soybean Association 
Calorie Control Council 
Corn Refiners Association 
Cottonseed and Feed Association 
Council for Responsible Nutrition  
Food Marketing Institute 
Grocery Manufacturers Association 
Independent Bakers Association 
Institute of Shortenings and Edible Oils 
International Dairy Foods Association 
International Food Additives Council 
Juice Products Association 
National Association of Chemical Distributors 
National Association of State Departments of Agriculture 
National Automatic Merchandising Association 
National Confectioners Association 
National Corn Growers Association 
National Cotton Council 
National Cottonseed Products Association 
National Fisheries Institute 
North American Millers Association 
SNAC International 
Sugar Association 
The Association for Dressings and Sauces 
United Fresh Produce Association 
Vinegar Institute 

 


