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PRELIMINARY STATEMENT
In 2007, Congress created a statutory right for the American public to know the results of
all clinical trials conducted on prescription drugs and medical devices approved by the Food and
Drug Administration (FDA). Undisputed record facts establish that Defendants have violated
this right by depriving the public of information about those trials. Defendants’ violations
frustrate the intent of Congress, impede medical research, and harm public health and safety.
Under the Administrative Procedure Act (APA), Plaintiffs are entitled to declaratory and
injunctive relief to compel Defendants to comply with their statutory obligations.
Congress enacted the Food and Drug Administration Amendments Act (FDAAA), in
2007. FDAAA is a comprehensive statutory regime that requires full public disclosure of
information on all clinical trial trials conducted on all drugs and medical devices approved for
sale within the United States. Among other things, FDAAA mandates that the sponsors of
clinical trials must, by certain deadlines, post “Basic Results” of their trials to a free, public
database, ClinicalTrials.gov. FDAAA thus created a statutory right of public access to complete,
accurate, and timely trial results for all FDA-approved products. FDAAA also requires
Defendants Department of Health and Human Services (HHS), National Institutes of Health
(NIH), and FDA to oversee compliance with the statute’s disclosure requirements. Recognizing
the importance of public access to clinical trial results, Congress directed NIH to post a public
notice on ClinicalTrials.gov whenever the sponsor of a trial misses its deadline. The NIH’s
obligation to post notices of noncompliance by trial sponsors is nondiscretionary; Congress even
dictated in FDAAA the exact language NIH must post when a trial sponsor fails to report its trial
results on time.
Many trial sponsors have ignored their FDAAA disclosure obligations and failed to
report clinical trial results on time, or ever, which may put patients at risk from use of unsafe or
1
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ineffective medical products. Yet NIH has never posted a single public notice of noncompliance,
in complete disregard of FDAAA’s mandate. Moreover, after taking nearly a decade to
promulgate an implementing regulation, the FDAAA Final Rule adopted by Defendants HHS
and NIH in 2017 purports to eliminate any obligation for clinical trial sponsors to report Basic
Results for certain trials of FDA-approved products that were completed between 2007 and
2017, in contravention of FDAAA itself.
Plaintiffs Charles Seife and Peter Lurie are a journalist and medical researcher,
respectively, who regularly investigate the integrity of clinical trials and whose work is directly
impeded by Defendants’ actions. They now seek summary judgment on two claims under the
Administrative Procedure Act. Plaintiffs seek an order setting aside the portion of the Final Rule
that improperly purports to vitiate trial sponsors’ statutory obligation to report results for clinical
trials of all FDA-approved products completed after FDAAA went into effect. Plaintiffs also
seek an order compelling NIH to post public notices of noncompliance, as required by FDAAA.
Defendants argue that Plaintiffs’ case should be dismissed for lack of standing, that the
Final Rule is entitled to deference as a tenable interpretation of FDAAA, and that their failure to
post public notices is unreviewable. Defendants’ effort is entirely misdirected. Plaintiffs have
standing because they suffer cognizable informational injuries directly traceable to Defendants’
actions and redressable by this Court. The Final Rule is contrary to law in purporting to relieve
certain trials of FDA-approved products of the results reporting requirements imposed by
FDAAA itself. And Defendants’ obligation to provide public notice of reporting noncompliance
is discrete and nondiscretionary and has been unreasonably delayed.

2
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I.

FACTUAL, STATUTORY, AND REGULATORY BACKGROUND
A.

Congress Has Long Recognized the Importance of Public Access to
Information about Clinical Trials

As the ClinicalTrials.gov website explains, “[a] clinical trial is a research study in which
human volunteers are assigned to interventions (for example, a medical product, behavior, or
procedure) based on a protocol (or plan) and are then evaluated for effects on biomedical or
health outcomes.” Morten Decl., Ex. 2, at 1. When drug and device companies withhold,
manipulate, or delay disclosure of clinical trial results, disastrous consequences can ensue. For
example, the pharmaceutical giant Merck attempted to withhold and ultimately delayed
disclosure of clinical trial data that established that Vioxx (rofecoxib), a popular painkiller,
increased patients’ risk of cardiovascular disease. Declaration of Joseph S. Ross (“Ross Decl.”)
¶ 10. By the time Vioxx was withdrawn from the global market, thousands of patients had
already been exposed to unnecessary risk of heart attack and other serious side effects. Id.
The public needs access to complete, accurate, and timely clinical trial information.
Defendant NIH acknowledges that access to this information is critical because it enables
researchers to stay up-to-date with developments in their field, conduct reviews of completed
research, find collaborators, identify unmet research needs, and support the development of
clinical practice guidelines. Morten Decl., Ex. 3, at 2. Access to clinical trial information helps
ensure that patients have sufficient knowledge to make informed decisions about their care, and
it enables physicians to fulfill their ethical obligations to their patients. Morten Decl., Ex. 4, at 1;
see also Ross Decl. ¶ 9. It also helps reduce publication and outcome reporting biases in the
medical literature, and it permits watchdogs to facilitate systematic reviews and other analyses of
the research literature to ensure that the FDA is basing its approval decisions off of sound

3
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evidence. Morten Decl., Ex. 4, at 1-2; see also Declaration of Charles Seife (“Seife Decl.”) ¶ 4;
Declaration of Merith Basey (“Basey Decl.”) ¶¶ 7-8.
Recognizing the importance of public access to clinical trial information, in 1997
Congress required the Secretary of HHS, acting through the Director of NIH, to create a database
of information on clinical trials related to drugs for serious or life-threatening diseases and to
disseminate the data to the public. Food and Drug Administration Modernization Act (FDAMA)
Pub. L. No. 105-155, § 113, 111 Stat. 2296, 2310-12 (codified at 42 U.S.C. § 282(i)). Defendant
NIH subsequently created ClinicalTrials.gov to comply with its obligation under FDAMA to
disseminate clinical trial information. Joint Stipulation (“Stip.”) (D.I. 29) ¶ 1.
However, under FDAMA, only a limited number of clinical trial results were reported to
ClinicalTrials.gov, and concerns persisted about inadequate public access to clinical trial data. In
2004, Congress raised questions about the safety and effectiveness of several FDA-approved
products for which unfavorable trial results had not been publicly disclosed. Morten Decl., Ex.
5, at 66. Demands for public access to all trial results grew. Id.
B.

Congress Enacted FDAAA in 2007 To Expand Public Access to Clinical Trial
Information

Against this backdrop, Congress mandated significantly greater public access to clinical
trial information by enacting the Food and Drug Administration Amendments Act (FDAAA) in
2007. Pub. L. No. 110-85, § 801, 121 Stat. 823, 904-22 (codified at 42 U.S.C. § 282(j)). As
detailed below, Congress required large numbers of clinical trials be registered on
ClinicalTrials.gov and, for the first time, required clinical trial results be made publicly available
there. Congress was explicit about its intent to make clinical results available to the public,

4
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directing the Secretary of HHS, acting through the Director of NIH, to “ensure that [clinical trial]
results are made publicly available through the Internet.”1 42 U.S.C. § 282(j)(3)(B)(ii).
1.

FDAAA Requires Responsible Parties To Report Basic Results for All
Trials of All FDA-Approved Products

Congress defined a broad set of “Applicable Clinical Trials” (ACTs) for which the trial
sponsors—named “Responsible Parties” in FDAAA2—were required to submit information to be
posted on the ClinicalTrials.gov website. FDAAA defines an ACT as any prospective clinical
study of health outcomes comparing an intervention with a medical device that is subject to FDA
clearance under 21 U.S.C. § 360 with a control group (other than small feasibility and prototype
studies), 42 U.S.C. § 282(j)(1)(A)(ii)(I), or any controlled clinical investigation of drugs that are
subject to FDA approval or licensure under 21 U.S.C. §§ 355, 262 (other than early-stage Phase I
studies), 42 U.S.C. § 282(j)(1)(A)(iii)(I). ACTs for which clinical trial information must be
disclosed on ClinicalTrials.gov include trials that (1) were initiated on or after September 27,
2007, or that were ongoing as of December 26, 2007, and (2) meet any of the criteria set forth in
42 U.S.C. § 282(j)(1)(A)(ii)-(iii).
FDAAA delineates the specific information Responsible Parties must disclose on
ClinicalTrials.gov. It first requires disclosure of certain trial registration information around the
time a trial begins about how the trial will be conducted, including “descriptive information,”
“recruitment information,” and “location and contact information.” 42 U.S.C. § 282(j)(2)(A)(ii),
(C). FDAAA then requires disclosure of trial results information after a trial is completed.

1

Congress mandated that ClinicalTrials.gov be easy for the public to use. For example, FDAAA requires NIH to
create a search function to permit the public to search by the name of the drug(s) or device(s) in the trial. 42
§ 282(j)(2)(B)(i)(II). Congress also mandated “a glossary for the lay public explaining technical terms related to the
results of clinical trials,” id. § 282(j)(3)(B)(iii), and provision of explanatory information with trial results “to help
ensure that such information does not mislead the patients or the public,” id. § 282(j)(3)(B)(iv).
2
FDAAA defines the “Responsible [P]arty” as “the sponsor of the clinical trial,” meaning the person or party who
initiates the trial. 42 U.S.C. § 282(j)(1)(A)(ix).

5
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FDAAA defines two categories of results information that must be disclosed: Basic Results and
Expanded Results.
FDAAA precisely defines the minimum set of information about a completed, covered
ACT that a Responsible Party must submit to ClinicalTrials.gov, which it denotes “Basic
Results.” 42 U.S.C. § 282(j)(3)(C). Basic Results are the critical category of clinical trial results
whose timely disclosure is sought by Plaintiffs.3 They consist of (1) demographic and baseline
characteristics of patient samples; (2) primary and secondary outcomes; (3) a point of contact;
and (4) whether there exists an agreement restricting the principal investigator from discussing or
publishing the results of a trial. Id.
Basic Results encompass the most important results of any given trial, the information
critical to understand whether a tested drug or device is safe and effective. Required Basic
Results include both primary and secondary outcome data. Id. § 282(j)(3)(C)(ii). As the official
ClinicalTrials.gov Glossary explains, a “primary outcome measure” “is the most important for
evaluating the effect of an intervention/treatment.” Morten Decl., Ex. 6, at 12. By mandating
reporting and dissemination of primary outcome measures as part of Basic Results, Congress
guaranteed that patients, doctors, and researchers would have access to the most important data
for all clinical trials of all FDA-approved products.

3

Defendants make much of the Expanded Results provisions of FDAAA and the discretion they allegedly delegate
to the agencies to define their scope. See, e.g., Defs.’ Mem., at 6-10. But Expanded Results are not the focus of
Plaintiffs’ concerns; Plaintiffs seek Basic Results. As explained below, FDAAA unambiguously defines both the
scope of Basic Results and Defendants’ obligations as to Basic Results, and affords Defendants no discretion.

6
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(a)

FDAAA Requires Reporting of Basic Results for All Trials of FDAApproved Products, Regardless of When the Product Receives
Approval

FDAAA requires Responsible Parties to report Basic Results for any ACT of any FDAapproved product4 to ClinicalTrials.gov, regardless of when the product is approved. As
Defendants admit, “the statute requires responsible parties for applicable clinical trials (ACTs)
studying approved, licensed, or cleared products . . . to submit Basic Results information to the
ClinicalTrials.gov data bank.” Defendants’ Memorandum of Law (“Defs.’ Mem.”) (D.I. 31) at
6.
Specifically, FDAAA mandates that, beginning September 27, 2008, Defendants must
provide Basic Results from any ACT performed on any FDA-approved product:
Not later than 1 year after September 27, 2007, the Secretary [of HHS]
shall include in the registry and results data bank for each applicable
clinical trial for a drug that is approved under section 355 of title 21 or
licensed under section 262 of this title or a device that is cleared under
section 360(k) of title 21 or approved under section 360e or 360j(m) of
title 21, the following elements [of Basic Results] . . . .
42 U.S.C. § 282(j)(3)(C) (emphasis added).
To make this possible, FDAAA imposes a requirement on Responsible Parties to report
Basic Results to NIH. Id. § 282(j)(3)(E). The information must generally be submitted to NIH
no later than one year after the completion date5 of the ACT. Id. § 282(j)(3)(E)(i). Responsible
parties’ obligation to report Basic Results to ClinicalTrials.gov is mandatory. “[T]he
[R]esponsible [P]arty for an applicable clinical trial . . . shall submit to the Director of NIH for
inclusion in the registry and results data bank the clinical trial information described in

4

Throughout this memorandum, Plaintiffs use the term “approved product” broadly to encompass drugs that are
FDA-“approved” or “licensed” as well as devices that are FDA-“approved” or “cleared.”
5
For the purposes of 42 U.S.C. § 282(j)(3)(E), the completion date is the earlier of (1) the estimated completion date
under § 282(j)(2)(A)(ii)(I)(jj) or (2) the actual completion date for the trial. 42 U.S.C. § 282(j)(3)(E)(i)(I-II).

7
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subparagraph (C) [defining Basic Results information] . . . .” Id. (emphasis added); see also id.
§ 282(j)(2)(C) (“The [R]esponsible [P]arty for an applicable clinical trial . . . shall submit” the
required information by statutorily specified deadlines (emphasis added)). Subparagraphs
282(j)(3)(C) (defining Basic Results) and 282(j)(3)(E) (mandating submission of results
information) require Basic Results reporting for all ACTs on products that are currently
approved, without reference to the timing of those products’ approval.
Congress expressly contemplated the possibility that certain ACTs on approved products
would be completed before FDA approval of the product being tested. Indeed, federal law
generally requires FDA to review the results of at least one—and typically two or more—ACT(s)
before approving a new drug or device. See, e.g., 21 U.S.C. § 355(b)(1)(A) (requiring
submission of clinical trial data with every new drug application submitted for FDA approval);
id. § 360e(c)(1)(A) (requiring submission of clinical trial data for every premarket approval
application submitted to FDA). The FDA typically takes many months to approve a new drug
application.6 To give Responsible Parties more time, and to avoid unnecessary reporting (as not
every unapproved product ultimately receives FDA approval) Congress extended the deadline
for submission of trial results information for Responsible Parties “[s]eeking initial approval of a
drug or device.” 42 U.S.C. § 282(j)(3)(E)(iv). Under this “initial approval extension,” Basic
Results submission is not required until 30 days after an approval.7

6

See, e.g., Morten Decl., Ex. 8, at 13.
42 U.S.C. § 282(j)(3)(E)(iv) (“With respect to an applicable clinical trial that is completed before the drug is
initially approved under section 355 of Title 21 [new drug application] or initially licensed under section 262 of this
title [biologic licensing], or the device is initially cleared under section 360(k) [device classification and clearance]
or initially approved under section 360e [premarket approval] or 360j(m) [humanitarian device exemption] of Title
21, the [R]esponsible [P]arty shall submit to the Director of NIH for inclusion in the registry and results data bank
the clinical trial information described in subparagraphs (C) [defining Basic Results] and (D) not later than 30 days
after the drug or device is approved under such section 355, licensed under such section 262, cleared under such
section 360(k), or approved under such section 360e or 360j(m), as applicable.”).
7
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While this extends the deadline on which Basic Results are due, it does not disturb the
requirement to submit Basic Results. Once a product is approved, the Responsible Party must
submit Basic Results defined by 42 U.S.C. § 282(j)(3)(C) for any completed ACT of that product
within 30 days of the date of approval.
(b)

FDAAA Separately Affords Defendants Some Discretion to Define
Expanded Results and To Require Reporting of Other ACTs

Beyond defining Basic Results and requiring that they be reported for all FDA-approved
products, FDAAA defined a second category of clinical trial results to which the public has a
right of access: “Expanded Results.” 42 U.S.C. § 282(j)(3)(D). Congress established a few
“Required elements” of Expanded Results, such as those set forth at § 282(j)(3)(D)(iii)(I)-(III),
but delegated to HHS the task of defining these elements and the overall scope of Expanded
Results, § 282(j)(3)(D)(iii)(I)-(IV), and determining the set of ACTs for which Expanded Results
must be reported, § 282(j)(3)(D)(ii), (iv). Congress set a deadline for HHS to promulgate
regulations interpreting and implementing the Expanded Results provision: September 27, 2010.
Id. § 282(j)(3)(D)(i). HHS failed to meet this statutory deadline and only promulgated its Final
Rule years later, in 2016. See § I.C, infra.
2.

FDAAA Requires Defendants to Monitor Compliance and Requires
NIH To Post Public Notices of Noncompliance

FDAAA not only imposes obligations on the Responsible Parties who run clinical trials;
it also imposes obligations on Defendants to monitor and coordinate compliance by those
Responsible Parties. FDAAA creates two distinct monitoring regimes: it imposes on NIH certain
non-discretionary ministerial duties to notify the public whenever Responsible Parties fail to
comply with FDAAA, and it separately grants certain discretionary enforcement powers to FDA
and to HHS (which HHS subsequently delegated to FDA in the Final Rule).

9
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(a)

FDAAA Mandates That NIH Post Public Notices of Noncompliance

FDAAA entrusted NIH with notifying the public when the sponsor of an ACT fails to
comply with its disclosure obligations. In a subparagraph entitled “Public notices,” 42 U.S.C.
§ 282(j)(5)(E), FDAAA requires the Director of NIH to post public notices of noncompliance:
“If the [R]esponsible [P]arty for an applicable clinical trial fails to submit clinical trial
information for such clinical trial as required under paragraphs (2) [requiring trial registration] or
(3) [requiring results submission], the Director of NIH shall include in the registry and results
data bank entry for such clinical trial a notice,” 42 U.S.C. § 282(j)(5)(E)(i).
The public notices provision of FDAAA defines noncompliance as either “failing to
submit required clinical trial information” or “submitting false or misleading clinical trial
information.” Id. § 282(j)(5)(E). FDAAA prescribes the exact language that NIH must use to
inform the public of the precise type of noncompliance: for failure to submit required clinical
trial information, id. § 282(j)(5)(E)(iii); for submitting false or misleading clinical trial
information, id. § 282(j)(5)(E)(iv); and for failure to submit primary and secondary outcomes of
a trial, id. § 282(j)(5)(E)(v). Public notices must alert the public whether the Responsible Party
has corrected the noncompliant clinical trial information, as well as any penalties imposed by the
Defendants. Id. § 282(j)(5)(E)(i)(II)-(III).
FDAAA further mandates that NIH provide the public a dedicated search function, to
permit the public to quickly locate public notices of noncompliance. Id. § 282(j)(5)(E)(vi). “The
Director of NIH shall provide that the public may easily search the registry and results data bank
for entries that include notices required under this subparagraph.” Id.
Despite FDAAA’s mandates, Defendant NIH has not posted on ClinicalTrials.gov any
public notices pursuant to 42 U.S.C. § 282(j)(5)(E) regarding noncompliance and has not
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included on ClinicalTrials.gov a dedicated search function to permit the public to identify entries
that include such notices.8 Stip. ¶¶ 4, 6.
(b)

FDAAA Separately Provides HHS Discretionary Enforcement Powers

Congress separately tasked HHS with conducting a temporary “Pilot quality control
project” to develop and evaluate procedures for determining compliance with FDAAA’s
requirements, prior to promulgating the Final Rule. 42 U.S.C. § 282(j)(5)(C)(i). “Until the
effective date of the regulations issued under paragraph (3)(D), the Secretary, acting through the
Director of NIH and the Commissioner of Food and Drugs, shall conduct a pilot project to
determine the optimal method of verification to help to ensure that the clinical trial information
submitted under paragraph (3)(C) is non-promotional and is not false or misleading in any
particular under subparagraph (D).” Id. FDAAA directed HHS to issue private notices of
noncompliance directly to Responsible Parties as part of the pilot quality control project. If HHS
determined that a Responsible Party did not submit clinical trial information as required, HHS
was to “notify the responsible party and give such party an opportunity to remedy such
noncompliance.” Id. § 282(j)(5)(C)(ii). HHS delegated this authority to issue notices under 42
U.S.C. § 282(j)(5)(C)(ii) to the FDA. Stip. ¶ 2. FDA did not and has not issued any notices of
noncompliance under § (j)(5)(C)(ii) to any noncompliant Responsible Party. Stip. ¶ 3.
Separately, Congress authorized discretionary civil and criminal penalties that FDA can
use to promote compliance with FDAAA’s requirements. 21 U.S.C. § 331(jj). FDA may assess
civil monetary penalties, id. § 333(f)(3), and FDA may refer statutory violations to the

8

Defendants claim that FDA’s issuance of a private notice of noncompliance pursuant to the quality control
subsection (j)(5)(C) is a necessary precondition for NIH to post a public notice of noncompliance under subsection
(j)(5)(E). Defs.’ Mem. at 23-24. This is incorrect, as Plaintiffs explain below. See § III.C.2, infra.
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Department of Justice for criminal prosecution, id. §§ 333(a), 335. To date, FDA has not
assessed any civil money penalties. Stip. ¶ 5.
C.

Defendants Promulgated the Challenged FDAAA Final Rule in 2016

On September 21, 2016—or nearly ten years after Congress enacted FDAAA, and almost
six years after the statutory deadline of September 27, 2010, 42 U.S.C. § 282(j)(3)(D)(i)—HHS
and NIH promulgated their Final Rule purporting to implement FDAAA. Clinical Trials
Registration and Results Information Submission, 81 Fed. Reg. 64,981, 64,982 (Sept. 21, 2016)
(codified at 42 C.F.R. § 11). The Final Rule took effect on January 18, 2017. Id.
Consistent with FDAAA, 42 U.S.C. § 282(j)(3)(D)(ii)(II), the Final Rule imposes certain
reporting requirements on Responsible Parties. Among other things, it defines the scope of
Expanded Results to include certain information not encompassed by Basic Results, such as
statistical analyses for each outcome measure. See 42 C.F.R. § 11.48. The Final Rule also
defines which ACTs are subject to reporting of Expanded Results. Unless a waiver is granted,
all ACTs covered by FDAAA that were performed on either approved or unapproved products
and that have a primary completion date9 on or after January 18, 2017, the effective date of the
Final Rule, must report Expanded Results. 42 C.F.R. § 11.42(a)(2), (b). Plaintiffs do not
challenge these aspects of the Final Rule.
1.

The Final Rule Purports To Exempt Certain ACTs from Basic Results
Reporting

Critically to Plaintiffs, the Final Rule purports to exempt a large number of ACTs on
FDA-approved products from the Basic Results reporting requirement expressly imposed by
FDAAA itself. Specifically, the Final Rule does not require Basic Results information ever to be
9

“Completion date means, for a clinical trial, including an applicable clinical trial, the date that the final subject was
examined or received an intervention for the purposes of final collection of data for the primary outcome, whether
the clinical trial concluded according to the pre-specified protocol or was terminated.” 42 C.F.R. § 11.10. The Final
Rule uses the terms “primary completion date” and “completion date” synonymously. Id.
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reported for an ACT of an approved product if (1) the trial’s primary completion date was before
January 18, 2017 (the effective date of the Final Rule) and (2) the trial was completed before the
drug or device studied in the trial was approved by the FDA. (Throughout this memorandum,
Plaintiffs refer to such ACTs as “pre-Rule, pre-approval” trials.) As its preamble explains, the
Final Rule eliminates any reporting obligation for ACTs conducted on an unapproved product
completed before January 18, 2017, even if that product is later approved by the FDA:
[W]hether results information submission is required for an applicable
clinical trial of an unapproved, unlicensed, or uncleared product depends
on whether the primary completion date for that trial falls before or after
the effective date of the regulations. If it falls before the effective date,
then no results information is required to be submitted for that applicable
clinical trial, regardless of whether the product studied in that clinical
trial is later approved, licensed, or cleared.
81 Fed. Reg. at 65,120 (emphasis added); see also 42 C.F.R. § 11.42. In HHS’s words, “the
marketing [i.e., approval] status of a product will be determined based on its marketing status on
the primary completion date,” not as of the present day. 81 Fed. Reg. at 65,120; see also Defs.’
Mem. at 14-16.
By purporting to override FDAAA and exempt pre-Rule, pre-approval trials from Basic
Results reporting, the Final Rule creates a large loophole covering approximately a decade of
clinical trials conducted between the enactment of FDAAA in 2007 and the effective date of the
Final Rule in 2017. Plaintiff Seife documents an important example of such a pre-Rule, preapproval clinical trial: “Study 202” of the FDA-approved drug eteplirsen (Exondys 51). Seife
Decl. ¶¶ 11-20. Basic Results have not been reported for this trial, significantly hindering
Seife’s research into this highly controversial drug. Id. ¶¶ 19-25.
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2.

The Final Rule Does Not Address the Public Notices of
Noncompliance Mandated by FDAAA

The Final Rule notes that a Responsible Party’s failure to report results is prohibited by
law, 42 C.F.R. § 11.66, but does not address the statutory obligation of NIH to post the public
notices of noncompliance that FDAAA mandates when Responsible Parties fail to meet their
disclosure obligations.
D.

ClinicalTrials.gov Today

Today, ClinicalTrials.gov is vitally important. The site receives over 116,000 visitors
daily and more than 219 million page views per month. Morten Decl., Ex. 3, at 2. These
visitors, as ClinicalTrials.gov explains, include “patients, their families and caregivers, health
care professionals, clinical researchers, and study record managers.” Id. The site is, in many
ways, a great success. For example, as of June 8, 2019, over 300,000 clinical trials had been
registered on the site. Id.
But results reporting on ClinicalTrials.gov is broken in a way that undermines the core
purpose of FDAAA: making the results of clinical trials available to the public. Defendants’
own statistics show that as of June 8, 2019, only 36,917 registered clinical trials (less than 12%
of all trials) had any results posted on ClinicalTrials.gov. Morten Decl., Ex. 7, at 3. Although
the Final Rule went into effect over two years ago, many Responsible Parties fail to report trial
results or report them late, depriving the public of the timely access to trial results information
that FDAAA requires. The declaration of Merith Basey, Executive Director of Universities
Allied for Essential Medicines, North America, documents, for example, that as of February 28,
2019, only 15 of the 40 U.S. universities that sponsor the largest number of clinical trials were in
full compliance with the reporting requirements of the Final Rule, and 31 percent of the ACTs
required by the Final Rule to submit results to ClinicalTrials.gov were still missing those results.
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Basey Decl. ¶¶ 11-16. The declaration of Dr. Joseph Ross, a leading researcher on health policy
at Yale School of Medicine, identifies many specific trials of FDA-approved prescription drugs
for which Basic Results are due both under FDAAA and under the Final Rule but for which no
results have been reported or posted on ClinicalTrials.gov. Ross Decl. ¶¶ 14‑30. No public
notice of noncompliance has been posted for any of these noncompliant trials.
The Basey and Ross declarations explain why the absence of clinical trial information on
ClinicalTrials.gov harms researchers and the public. “Researchers seeking to evaluate the
quality of the evidence base for drugs and medical devices suffer when clinical trial information
is withheld, missing, inaccurate, or incomplete, as they must spend additional time tracking
down missing data, confirming the accuracy (or inaccuracy) of data, or recreating clinical
experiments.” Basey Decl. ¶ 10. See also Ross Decl. ¶¶ 31-32.
Despite the harms caused by Responsible Parties’ widespread failure to meet their
statutory reporting requirements, Defendants have undertaken no remedial action. As noted
above, see § I.B.2.b, Defendant FDA has not issued a single notice of noncompliance under 42
U.S.C. § 282(j)(5)(C)(ii) to any Responsible Party out of compliance with FDAAA, nor has it
imposed civil money penalties on a single noncompliant Responsible Party.
Defendant NIH has also failed to carry out its statutory duty to notify the public of
Responsible Parties’ noncompliance with FDAAA’s reporting requirements. Defendant NIH has
failed to post on ClinicalTrials.gov any public notices pursuant to 42 U.S.C. § 282(j)(5)(E)
regarding noncompliance. Stip. ¶ 4. Defendant NIH has also failed to include on
ClinicalTrials.gov a dedicated search function to permit the public to identify entries that include
such notices. Stip. ¶ 6.
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E.

Plaintiffs’ Lawsuit and the Pending Motions

Plaintiffs Charles Seife and Peter Lurie are leading researchers on clinical trials. They
filed this action on December 7, 2018, asserting three claims under the APA, 5 U.S.C. § 706.
Compl. (D.I. 1). Their First Claim asks this Court to set aside, under 5 U.S.C. § 706(2), the
portion of Defendants’ Final Rule that purports to relieve Responsible Parties of their obligation
to report Basic Results to ClinicalTrials.gov for pre-Rule, pre-approval trials.10 Compl.
¶¶ 91‑99. Their Second Claim asks this Court to compel Defendant NIH, under 5 U.S.C.
§ 706(1), to post public notices of noncompliance, pursuant to 42 U.S.C. § 282(j)(5)(E), and
create a search function on ClinicalTrials.gov for the same. Compl. ¶¶ 100-127. To simplify the
issues before the Court, Plaintiffs waive without prejudice their Third Claim, Compl. ¶¶ 128-130,
which arises from the same injuries and seeks the same relief as their Second Claim.
The parties agreed that this case is amenable to disposition on summary judgment and
upon a joint stipulation that contains seven paragraphs of undisputed material facts (D.I. 28).
The Court approved the stipulation and a consolidated briefing schedule on April 16, 2019
(D.I. 29). Defendants then moved to dismiss or, in the alternative, for summary judgment on
May 9, 2019 (D.I. 30-32).11 Plaintiffs oppose Defendants’ motion and now cross-move for
summary judgment on their First and Second Claims.

10

Defendants’ 2.E.1 letter (D.I. 32) and memorandum (D.I. 31) significantly mischaracterize Plaintiffs’ complaint,
particularly their First Claim. Defendants state that Plaintiffs’ dispute with the Final Rule concerns trials of
unapproved products. See, e.g., Defs.’ 2.E.1 letter at 1 (“Plaintiffs allege that the final rule is arbitrary and
capricious, an abuse of discretion, and contrary to law, because it does not require [R]esponsible [P]arties to report
results information for applicable clinical trials studying unapproved, unlicensed, or uncleared products that reached
their primary completion date before the effective date of the final rule.” (emphasis added)). In fact, Plaintiffs
challenge the Final Rule’s handling of certain clinical trials of now-approved products: “pre-Rule, pre-approval”
trials conducted on FDA-approved products before the products were approved and before the Final Rule went into
effect.
11
Defendants move, in the alternative, for summary judgment but did not file or serve a statement of material facts,
as required by Local Civil Rule 56.1. The Court could deny Defendants summary judgment on this basis.
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II.

STANDARDS OF REVIEW
The Administrative Procedure Act requires this Court to “hold unlawful and set aside

agency action, findings, and conclusions” that are “in excess of statutory jurisdiction, authority,
or limitations”; made “without observance of procedure required by law”; or “arbitrary,
capricious, an abuse of discretion, or otherwise not in accordance with law.” 5 U.S.C.
§ 706(2)(A), (C), (D). Executive agency action is presumptively subject to judicial review under
the APA.12 5 U.S.C. § 704; Mach Mining, LLC v. EEOC, 135 S. Ct. 1645, 1651 (2015) (there
exists a “strong presumption” favoring judicial review) (citation omitted).
On a motion to dismiss, a court must “accept[] as true the factual allegations in the
complaint and draw[] all inferences in the plaintiff’s favor.” Biro v. Condé Nast, 807 F.3d 541,
544 (2d Cir. 2015). Summary judgment is appropriate when the movant shows “there is no
genuine dispute as to any material fact and the movant is entitled to judgment as a matter of
law.” Fed. R. Civ. P. 56(a). “When cross-motions for summary judgment are made the standard
is the same; each motion must be considered independently of the other and, when evaluating
each, the court must consider the facts in the light most favorable to the non-moving party.”
Sullivan v. MTA Police Dep’t, No. 13-cv-7677 (NRB), 2017 WL 4326058, at *5 (S.D.N.Y. Sept.
13, 2017).
III.

ARGUMENT
A.

Plaintiffs Have Standing To Bring This Action

Courts evaluate standing under the familiar three-prong test: (1) the plaintiff must have
suffered an “injury in fact,” which is the invasion of a legally protected interest that is both

12

Defendants contend that “agency actions are afforded a presumption of regularity,” citing a non-precedential
decision of the Second Circuit. Defs.’ Mem. at 18 (citing Espinosa v. Immigration & Customs Enforcement, 181 F.
App’x 89, 91 (2d Cir. 2006)). Even if Defendants’ actions enjoy a presumption of regularity, “that presumption is
not to shield his action from a thorough, probing, in-depth review” under the APA. Citizens to Pres. Overton Park,
Inc. v. Volpe, 401 U.S. 402, 415 (1971).
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“concrete and particularized” and “actual or imminent”; (2) there must be “a causal connection
between the injury and the conduct complained of”; and (3) it must be likely “that the injury will
be ‘redressed by a favorable decision.’” Lujan v. Defs. of Wildlife, 504 U.S. 555, 560-61 (1992)
(citations omitted). On summary judgment, to establish standing a plaintiff “must set forth by
affidavit or other evidence specific facts’ supporting standing.” Nat. Res. Def. Council, Inc. v.
FDA, 710 F.3d 71, 84 (2d Cir. 2013), as amended (Mar. 21, 2013) (“NRDC I”) (quoting Lujan,
504 U.S. at 561). So long as one plaintiff has standing for a claim, the claim can proceed.
Kachalsky v. Cty. of Westchester, 701 F.3d 81, 84 n.2 (2d Cir. 2012).
Plaintiffs easily satisfy Article III’s standing requirements here.
1.

Plaintiffs Are Suffering Injuries in Fact

Plaintiffs are injured by lack of access to information that Congress has mandated
Defendants make publicly available. The information Plaintiffs seek falls into two categories:
(1) Basic Results for pre-Rule, pre-approval trials and (2) public notices of noncompliance for all
trials subject to FDAAA. Compl. ¶¶ 91-127. Defendants’ failure to make each type of
information available causes concrete, particularized, and actual injuries to Plaintiffs.
(a)

The Supreme Court Has Held That Informational Injury Creates a
Cognizable Injury in Fact

Contrary to Defendants’ contention that informational injuries do not give rise to injury
in fact, Defs.’ Mem. at 19-20, the Supreme Court has repeatedly held that “a plaintiff suffers an
‘injury in fact’ when the plaintiff fails to obtain information which must be publicly disclosed
pursuant to a statute.” Fed. Election Comm’n v. Akins, 524 U.S. 11, 21 (1998). In Spokeo, Inc.
v. Robins, the Court explained that where Congress has created a right to information, a plaintiff
“need not allege any additional harm” beyond their “inability to obtain information” to satisfy
Article III’s injury-in-fact requirement. 136 S. Ct. 1540, 1549 (2016) (citations omitted).
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Lower courts have consistently applied that rule. In Friends of Animals v. Jewell, for
example, the D.C. Circuit explained that
[a] plaintiff suffers sufficiently concrete and particularized informational
injury where the plaintiff alleges that: (1) it has been deprived of
information that, on its interpretation, a statute requires the government
or a third party to disclose to it, and (2) it suffers, by being denied access
to that information, the type of harm Congress sought to prevent by
requiring disclosure.
828 F.3d 989, 992 (D.C. Cir. 2016) (citing Akins, 524 U.S. at 21-22); see also Envtl. Def. Fund v.
EPA, 922 F.3d 446, 452 (D.C. Cir. 2019); Ethyl Corp. v. EPA, 306 F.3d 1144, 1148 (D.C. Cir.
2002). As to Plaintiffs’ Final Rule claim, courts have specifically held that an agency causes
injury by improperly exempting third parties from statutory disclosure requirements. See, e.g.,
Pub. Citizen Health Research Grp. v. Acosta, 363 F. Supp. 3d 1, 12 (D.D.C. 2018) (plaintiffs had
standing to challenge a rule that purported to exempt third parties from reporting to the public,
via the agency, certain information required to be disclosed by law); Nat’l Educ. Ass’n v. DeVos,
345 F. Supp. 3d 1127, 1140, 1152 (N.D. Cal. 2018) (same). As to Plaintiffs’ public notices
claim, Courts have likewise specifically held that an agency causes injury in fact by withholding
information in its possession. See, e.g., Ethyl Corp., 306 F.3d at 1147 (plaintiff had standing
based on injury caused by defendant EPA’s withholding of, inter alia, “the test methods and
procedures by which the EPA certifies new motor vehicles”).
While the Second Circuit has not had opportunity to articulate its own test for
informational injury, it has explicitly recognized Akins’s holding that an “‘inability to obtain
information’ that Congress had decided to make public is a sufficient injury in fact to satisfy
Article III.” Strubel v. Comenity Bank, 842 F.3d 181, 189-90 (2d Cir. 2016) (quoting Akins, 524
U.S. at 20-25). Many courts within the Second Circuit and within this district have recognized
“the long-standing principle . . . that a plaintiff suffers an injury in fact when she is denied access
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to helpful information subject to disclosure under a statute.” McFarlane v. First Unum Life Ins.
Co., 274 F. Supp. 3d 150, 162 (S.D.N.Y. 2017) (citing Spokeo, 136 S. Ct. at 1549-50).
Defendants are simply wrong to suggest no court in this circuit has ever identified a plaintiff with
standing based on an informational injury. Defs.’ Mem. at 20 n.12. See, e.g., McFarlane, 274 F.
Supp. 3d at 162 (plaintiff’s failure to obtain documents that defendant was required by statute to
disclose constituted informational injury sufficient to confer standing (citing Akins)); Johnson v.
NFL Players Ass’n, No. 17-cv-5131, 2018 WL 8188558, at *7 (S.D.N.Y. Oct. 3, 2018) (same).13
Only where a plaintiff fails to demonstrate a legal entitlement to information is an alleged
informational injury insufficient to demonstrate injury in fact. See Ctr. for Food Safety v. Price,
No. 17-cv-3833, 2018 WL 4356730, at *6 (S.D.N.Y. Sept. 12, 2018); Jacobs v. Verizon
Commc’ns, Inc., No. 16-cv-1082, 2017 WL 8809714, at *14-15 (S.D.N.Y. Sept. 28, 2017);
Tummino v. Hamburg, 260 F.R.D. 27, 31 (E.D.N.Y. 2009).
(b)

Plaintiffs Are Suffering Informational Injuries

Contrary to Defendants’ contention, Defs.’ Mem. at 19,14 Plaintiffs plainly satisfy Article
III’s injury-in-fact requirement under Akins.
First, Plaintiffs have been deprived of information that FDAAA requires the government
or third parties (Responsible Parties) to disclose to them. Akins, 524 U.S. at 21. As Plaintiffs
explain in detail above, see § I.B.1, and below, see § III.B-C, FDAAA expressly requires public

13

See also New York v. U.S. Dep’t of Commerce, 351 F. Supp. 3d 502, 611 (S.D.N.Y. 2019), cert. before judgment
granted, 139 S. Ct. 953 (2019) (mem.); Leonard v. Capital Mgmt. Servs., LP, 364 F. Supp. 3d 198, 202 (W.D.N.Y.
2019); Bautz v. ARS Nat’l Servs., Inc., 226 F. Supp. 3d 131, 148-49 (E.D.N.Y. 2016); Moskowitz v. United Cash
Sys., LLC, No. 3:12-CV-01375, 2014 WL 12773572, at *3 (D. Conn. Nov. 10, 2014); Traylor v. United Cash Sys.,
LLC, No. 3:12-CV-01006, 2014 WL 7404558, at *3 (D. Conn. Nov. 10, 2014).
14
Defendants’ arguments as to Plaintiffs’ lack of injury appear to be limited to the Final Rule claim and “public
disclosure of information concerning the results from ACTs studying unapproved, unlicensed, or uncleared
products.” Defs.’ Mem. at 20; see also id. at 21, 22. Defendants do not seem to dispute that Plaintiffs have indeed
been injured by the absence of public notices on ClinicalTrials.gov and of a search function for the same.
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disclosure of Basic Results information for pre-Rule, pre-approval trials, as well as mandatory
notices of noncompliance.
Second, Plaintiffs have suffered, and continue to suffer, exactly the type of harm
Congress sought to prevent by requiring disclosure. As noted above, see § I.B, Congress made
the purpose of FDAAA explicit in the text of the statute itself. As to Plaintiffs’ Final Rule claim,
Congress mandated Basic Results reporting for all trials of all approved products (including preRule, pre-approval trials) precisely to ensure that the public can make use of trial results.
FDAAA ordered NIH to, inter alia, “ensure that [Basic Results] are made publicly available
through the Internet,” 42 U.S.C. § 282(j)(3)(B)(ii). As to Plaintiffs’ claims to public notices of
noncompliance, in expanding the ClinicalTrials.gov registry data bank, Congress explicitly
sought “[t]o enhance patient enrollment and provide a mechanism to track subsequent progress
of clinical trials.” 42 U.S.C. § 282(j)(2)(A)(i). As part of the tracking mechanism, Congress
mandated public notices of noncompliance be included in the database. Id. § 282(j)(5)(E).
Defendants themselves have admitted that the purpose of FDAAA and ClinicalTrials.gov
is to permit researchers access both to clinical data and to information on noncompliance, to
facilitate evaluation of the integrity of the clinical research enterprise. NIH admits on the
ClinicalTrials.gov website that “the Purpose of Trial Registration and Results Submission”
includes “[p]rovid[ing] a public record of basic study results in a standardized format” and
“[f]acilitat[ing] systematic reviews and other analyses of the research literature.”15 Morten
Decl., Ex. 4, at 2. Similarly, HHS and NIH admitted in the preamble to the Final Rule that “[t]he
scientific benefits [of ClinicalTrials.gov] relate to the prevention of incomplete and biased

15

That Defendants have publicly represented the importance of public access to the information at issue weighs in
favor of standing. See Baur v. Veneman, 352 F.3d 625, 637-40 (2d Cir. 2003) (holding that prior government
statements bolster plaintiff’s allegations of potential harm and support a finding of standing).
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reporting of individual trials, and the provision of information about a more complete and
unbiased set of trials; the resulting set of data about clinical trials can form a more robust basis
for current medical decision making and future research planning.” 81 Fed. Reg. at 64,985.
Plaintiffs have carefully documented their injuries as to both claims at issue. Seife Decl.
¶¶ 8-34; Declaration of Peter Lurie (“Lurie Decl.”) ¶¶ 11-17. For example, as to Plaintiffs’ First
Claim, Seife’s declaration documents a completed clinical trial, Study 202 of the FDA-approved
drug eteplirsen (marketed as Exondys 51), for which FDAAA mandates Basic Results reporting
but for which no results information currently appears on ClinicalTrials.gov, likely because
Defendants’ Final Rule purports to exempt the trial’s Responsible Party from its duty to report
Basic Results. Seife Decl. ¶¶ 11-20. Seife has spent at least 100 hours and continues to spend
time attempting to use the Freedom of Information Act to obtain the results of Study 202 by
alternative means. Id. ¶¶ 22-24. As to Plaintiffs’ Second Claim, in Seife’s investigation of
certain indicators of rulebreaking by the pharmaceutical industry, he has also attempted to
identify clinical trials out of compliance with FDAAA and other FDA regulations. Id. ¶¶ 26-27.
Seife has been hindered, and continues to be hindered, in this investigation by the absence of
public notices of noncompliance on ClinicalTrials.gov and has spent more than 100 hours, to
date, attempting to obtain noncompliance information by alternative means. Id. ¶¶ 26-34.
That Plaintiffs have been harmed by the absence of Basic Results for pre-Rule, preapproval trials and public notices of noncompliance frustrates the purpose of FDAAA.
Plaintiffs’ informational injuries are therefore cognizable as injuries in fact under Akins.
2.

Plaintiffs’ Injuries Are Fairly Traceable to the Challenged Actions of
Defendants

Plaintiffs injuries are directly traceable to Defendants’ actions. HHS and NIH
promulgated the Final Rule that deprives Plaintiffs and the public of Basic Results for pre-Rule,
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pre-approval trials by purporting to exempt Responsible Parties from their obligation to report
such results. 81 Fed. Reg. at 65,120; see also 42 C.F.R. § 11.42. And NIH’s failure to post
notices of noncompliance deprives Plaintiffs of access to those statutorily mandated public
notices.16 42 U.S.C. § 282(j)(5)(E).
Defendants contend that the time and resources Plaintiffs have expended attempting to
obtain the information denied them by Defendants’ challenged actions are “self-inflicted” and
therefore “not traceable to the Final Rule of any other of Defendants’ actions.” Defendants’
Mem. at 22. Defendants mischaracterize both the relevant facts and the law.
Plaintiffs’ declarations document the time and resources they have expended attempting
to locate information that Defendants have denied them on ClinicalTrials.gov. Plaintiffs’
research encompasses much more than simply determining Responsible Parties’ compliance
rates with FDAAA and includes, inter alia, detailed analysis of the results of specific clinical
trials. Seife Decl. ¶¶ 4, 15; Lurie Decl. ¶¶ 3, 9, 10. As noted above, Plaintiffs have invested
substantial time and resources in locating trial results from other sources because Defendants
deprive them of results information. Seife Decl. ¶¶ 22-24; Lurie Decl. ¶¶ 15, 16. This more than
meets the legal standard. “An injury is self-inflicted so as to defeat the causation necessary to
establish standing, however, only if the injury is so completely due to the plaintiff's own fault as
to break the causal chain.” NRDC I, 710 F.3d at 84–85 (internal marks and citation omitted).
But even if Plaintiffs Seife and Lurie had not made this investment, they would
nonetheless have standing. In informational injury cases a plaintiff is injured whenever he is

16

Defendants allege that NIH cannot post public notices of noncompliance until FDA has made a “threshold
decision regarding whether there is noncompliance with FDAAA’s requirements.” Defs.’ Mem. at 26. This
interpretation of FDAAA is incorrect. See § III.C.2, infra. However, to the extent the Court agrees with Defendants
that NIH cannot post public notices until FDA makes this threshold decision, then Plaintiffs injuries as to the public
notices are traceable to FDA as well as NIH.

23

Case 1:18-cv-11462-NRB Document 36 Filed 06/10/19 Page 32 of 53

denied statutorily-mandated information, even if plaintiff spent no additional resources to obtain
it from other sources. Spokeo, 136 S. Ct. at 1549-50. In Clapper, the precedent Defendants rely
on, the Supreme Court characterized plaintiffs’ injuries as self-inflicted and not fairly traceable
to defendant’s actions because plaintiffs had taken precautionary action to protect themselves
from a feared harm that had not yet come to pass (unwanted government surveillance). Clapper
v. Amnesty Int’l USA, 568 U.S. 398, 415 (2013). Here, Defendants have already denied, and
continue to deny, Plaintiffs access to the information to which they are entitled. The harm has
already come to pass and is ongoing.
3.

Plaintiffs’ Injuries Would Be Redressed by a Favorable Decision of
this Court

Defendants do not dispute the redressability of Plaintiffs’ injuries. For substantially the
same reasons that Plaintiffs’ injuries have been caused by Defendants’ improper Final Rule and
failure to post public notices of noncompliance, a favorable court decision setting aside the
improper portion of the Final Rule and compelling Defendants to post such notices would redress
the harm they have suffered and continue to suffer. Compl. at 30; see also Seife Decl. ¶¶ 20-25,
28-34; Lurie Decl. ¶¶ 13-17. As to the Final Rule claim, an order from this Court setting aside
the portion of the Final Rule that purports to exempt pre-Rule, pre-approval trials from
mandatory Basic Results reporting would reimpose on Responsible Parties their statutory
obligation to report these results, leading to increased reporting to ClinicalTrials.gov and
providing Plaintiffs with information they currently lack. See Nat’l Educ. Ass’n, 345 F. Supp. 3d
at 1151. As to the public notices claim, an order from this Court compelling Defendant NIH to
post these notices would oblige NIH to provide Plaintiffs with the notices they seek.
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B.

Summary Judgment Should Be Granted on Plaintiffs’ First Claim and the
Improper Portion of the Final Rule Should Be Set Aside As Contrary to Law

This Court has jurisdiction to review Plaintiffs’ First Claim, challenging as unlawful
under 5 U.S.C. § 706(2) those portions of the Final Rule that purport to relieve Responsible
Parties of their statutory obligation to report Basic Results for pre-Rule, pre-approval trials. The
Final Rule is an agency action—an “agency rule” promulgated pursuant to notice-and-comment
rulemaking, 5 U.S.C. § 551(13)—and therefore presumptively reviewable under the APA. Mach
Mining, 135 S. Ct. at 1651; see also Nat. Res. Def. Council v. Abraham, 355 F.3d 179, 192-94
(2d Cir. 2004). Defendants do not dispute that Plaintiffs’ First Claim is reviewable.
The Final Rule contravenes FDAAA to the extent it purports to exempt Responsible
Parties from their obligation to report Basic Results for pre-Rule, pre-approval trials. As
explained below, the Final Rule does not merit deference under Chevron, U.S.A., Inc. v. National
Resources Defense Council, 467 U.S. 837 (1984), because FDAAA is unambiguous in
mandating reporting of Basic Results for those trials. Moreover, even if the Final Rule does
merit deference under Chevron, it must be set aside as arbitrary and capricious because it is an
impermissible interpretation of FDAAA.
Agencies’ interpretations of statutes must not contravene the statute. Woodford v. Cmty.
Action of Greene Cty., Inc., 268 F.3d 51, 55 (2d Cir. 2001). At “Chevron step 1,” a court “must
first determine whether Congress has directly spoken to the precise question at issue in the
[statute]. If so, [the court] must give effect to the unambiguously expressed intent of
Congress.” Nat. Res. Def. Council v. EPA, 808 F.3d 556, 569 (2d Cir. 2015) (internal marks and
citation omitted). “[I]f the statute is silent or ambiguous with respect to the specific issue, the
question for the court is whether the agency's answer is based on a permissible construction of
the statute.” Id. (citation omitted). In determining whether the agency’s construction is
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permissible, the “Chevron step 2” analysis, the court must determine whether the agency has
“operate[d] within the bounds of reasonable interpretation”; if not, the construction is
invalid. Id. (citations omitted).
1.

The Final Rule Fails at Chevron Step 1 Because It Violates the Plain
Language of FDAAA

The Final Rule fails Chevron step 1—and is invalid—because it violates the plain
language of FDAAA and defies the expressed intent of Congress. As explained above, see
§ I.B.1, FDAAA straightforwardly requires reporting of Basic Results for any ACT of any
approved product, regardless of when the product was approved. The key provision is
§ 282(j)(3)(C), which defines “Basic [R]esults”:
Not later than 1 year after September 27, 2007, the Secretary [of HHS]
shall include in the registry and results data bank for each applicable
clinical trial for a drug that is approved under section 355 of Title 21 or
licensed under section 262 of this title or a device that is cleared under
section 360(k) of Title 21 or approved under section 360e or 360j(m) of
Title 21, the following elements [of Basic Results] . . . .
42 U.S.C. § 282(j)(3)(C) (emphasis added). The provision refers to the present-day status of the
product—whether the product “is” approved, licensed, or cleared—rather than the approval
status of the product at the time the trial was conducted. Pre-rule, pre-approval trials are trials of
approved products; they simply study those products before each product was approved. As
such, § 282(j)(3)(C) requires that Basic Results be reported. Congress cannot have intended to
exempt from all results reporting a large number of clinical trials conducted over an
approximately 10-year period (2007 to 2017) on products that are FDA-approved and therefore
likely already being used by doctors and patients.
Defendants argue that FDAAA unambiguously does not require Basic Results for preRule, pre-approval trials. Defs.’ Mem. at 28-30. Defendants’ reading is contradicted by the text
of FDAAA. As explained above, see § I.B.1, § 282(j)(3)(E)(iv) creates an “initial approval
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extension,” extending the deadline for reporting Basic Results for an ACT “that is completed
before” the product in the trial is approved, but does not extinguish the requirement that Basic
Results be reported:
With respect to an applicable clinical trial that is completed before the
drug is initially approved under section 355 of Title 21 [new drug
application] or initially licensed under section 262 of this title [biologic
licensing], or the device is initially cleared under section 360(k) [device
classification and clearance] or initially approved under section 360e
[premarket approval] or 360j(m) [humanitarian device exemption] of
Title 21, the [R]esponsible [P]arty shall submit to the Director of NIH
for inclusion in the registry and results data bank the clinical trial
information described in subparagraphs (C) [defining Basic Results]
and (D) not later than 30 days after the drug or device is approved under
such section 355, licensed under such section 262, cleared under such
section 360(k), or approved under such section 360e or 360j(m), as
applicable.
42 U.S.C. § 282(j)(3)(E)(iv) (emphasis added). That this initial approval extension provision
requires “the [R]esponsible [P]arty [to] submit to the Director of NIH for inclusion in the registry
and results data bank the clinical trial information described in subparagraph[] (C) [42 U.S.C. §
282(j)(3)(C)],” which defines Basic Results, confirms that ACTs of approved products
completed before the approval date are required to report Basic Results. Notably, Congress did
not in this provision modify what was required under 42 U.S.C. § 282(j)(3)(C), nor did it refer
exclusively to 42 U.S.C. § 282(j)(3)(D), which separately defines Expanded Results.
The very provision Defendants’ rely on confirms the illogic of their position. See id.
§ 282(j)(3)(D). Defendants assert that HHS has discretion to “decide[] by regulation under 42
U.S.C. § 282(j)(3)(D) [whether] to require that Basic and Expanded Results information be
submitted for” pre-Rule, pre-approval trials. Defs.’ Mem. at 30. As explained above, see
§ I.B.1, § 282(j)(3)(D) is the provision of FDAAA that defines Expanded Results. This
provision draws an explicit distinction between clinical trials of “Approved products,”
§ 282(j)(3)(D)(ii)(I), and those of “Unapproved products,” § 282(j)(3)(D)(ii)(II). Just as
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FDAAA mandates Basic Results reporting for all ACTs of all approved products, see § I.B.1,
supra, FDAAA mandates Expanded Results reporting for all ACTs of all approved products
(once HHS has promulgated the relevant regulation):
(I)

Approved products

The regulations under this subparagraph shall require the inclusion of the results
information described in clause (iii) for—
(aa) each applicable drug clinical trial for a drug that is approved under section 355 of
Title 21 or licensed under section 262 of this title; and
(bb) each applicable device clinical trial for a device that is cleared under section 360(k)
of Title 21 or approved under section 360e or 360j(m) of Title 21.
42 U.S.C. § 282(j)(3)(D)(ii)(I). Just like the provision defining Basic Results and requiring
Basic Results reporting for all approved products, this Expanded Results provision of FDAAA
depends simply on whether a product is approved now—“is approved … or licensed” and “is
cleared … or approved”—and draws no distinction between trials completed before the product
is approved and trials completed after approval.
FDAAA distinguishes and defines separately a category of trials of “Unapproved
products.” Id. § 282(j)(3)(D)(ii)(II). “Unapproved products” are “a drug that is not approved . . .
[or] licensed” or “a device that is not cleared . . . [or] approved.” Id. § 282(j)(3)(D)(ii)(II)(aa),
(bb). As with approved products, FDAAA defines unapproved products based on their presentday approval status—“is not approved” “licensed,” or “cleared.” Id. (emphasis added). FDAAA
leaves to HHS’s discretion only the question of “whether or not the results information described
[as Expanded Results in § 282(j)(3)(D)(iii)] shall be required for” unapproved products, not for
approved ones. Id. § 282(j)(3)(D)(ii)(II).
Section 282(j)(3)(D), which extends HHS some discretion to define the scope of
Expanded Results and the ACTs that must report Expanded Results, further confirms Congress’s
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intent not to extend the same discretion as to Basic Results. FDAAA uses explicit language to
grant discretion. See, e.g., id. § 282(j)(3)(D)(ii)(II) (“The regulations under this subparagraph
shall establish whether or not” certain results information must be reported); id.
§ 282(j)(3)(D)(iii)(I) (“if the Secretary determines that such types of summary can be included
without being misleading or promotional”); id. § 282(j)(3)(D)(iii)(IV) (“Such other categories as
the Secretary determines appropriate”) (all emphasis added). Such discretion-granting language
is entirely absent in § 282(j)(3)(C), the subparagraph imposing Basic Results reporting
requirements, which shows that Congress did not intend to grant Defendants discretion to define
these requirements by regulation.17 See Custis v. United States, 511 U.S. 485, 492 (1994) (when
clear language in a statute shows that “when Congress intended to authorize” a right, “it knew
how to do so,” omission of such language elsewhere in the statute “indicates that it did not intend
to give” that right); see also Lawrence + Mem’l Hosp. v. Burwell, 812 F.3d 257, 265 (2d Cir.
2016) (finding that a statute described a mandatory duty, because “Congress did not grant the
Secretary discretion in carrying out the provision . . . as it did in other parts of [the statute].”).
This Court should reject Defendants’ illogical reading of the clear statutory language.
Contrary to Defendants’ suggestion, an FDA-approved product cannot be an “Unapproved
product.” Because FDAAA unambiguously defines pre-Rule, pre-approval trials to be trials of
approved products, subject to mandatory Basic Results reporting, Congress’s intent is clear, and
the Court must give effect to Congress’s expressed intent. Indeed, the Second Circuit recently
rejected a federal agency’s similarly contorted proposed interpretation of a statute for

17

Defendants allege that Plaintiffs’ reading of FDAAA as requiring Basic Results reporting for pre-Rule, preapproval trials would somehow violate the canon against superfluity by rendering § 282(j)(3)(D)(ii)(II) superfluous.
Defs.’ Mem. at 30-31. This is incorrect. Plaintiffs’ interpretation of FDAAA gives effect to § 282(j)(3)(D)(ii)(II):
the provision provides HHS with authority to determine, via regulation, whether Expanded Results must be reported
for trials of unapproved products.
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“ignor[ing]” the statute’s clear text and “internal logic,” concluded that the agency’s
interpretation failed at step 1 of the Chevron analysis, and invalidated the agency’s
interpretation. Hechavarria v. Sessions, 891 F.3d 49, 56 (2d Cir. 2018).18 The Final Rule fails at
Chevron step 1.
2.

Even if FDAAA Is Ambiguous, the Final Rule Is Not a Permissible
Interpretation of the Statute and Is Arbitrary and Capricious

As explained above, FDAAA is unambiguous that Basic Results must be reported for all
ACTs of FDA-approved products, regardless of whether those trials are completed before or
after the product approval date. However, to the extent that the Court disagrees and concludes
that this aspect of FDAAA is ambiguous, the portion of the Final Rule that purports to exempt
pre-Rule, pre-approval trials from Basic Results reporting should nonetheless be set aside. A
court must “not defer to an agency interpretation if it is not supported by a reasoned explanation”
and must set aside such an interpretation as arbitrary and capricious. Catskill Mtns. Chapter of
Trout Unlimited, Inc. v. EPA, 846 F.3d 492, 520-21 (2d Cir. 2017), cert. denied sub nom. New
York v. EPA, 138 S. Ct. 1164 (2018). “An agency interpretation would surely be ‘arbitrary’ or
‘capricious’ if it were picked out of a hat, or arrived at with no explanation, even if it might
otherwise be deemed reasonable on some unstated ground.” Id. at 521. Here, Defendants have
failed to provide a reasoned explanation for the Final Rule.
Defendants suggest that the Final Rule articulates an explanation as to why it purports to
exempt pre-Rule, pre-approval trials from Basic Results reporting: because requiring Basic
Results for these trials would impose “a retroactive burden” on their Responsible Parties. Defs.’
Mem. at 29. But, in fact, the Final Rule does not articulate this explanation. While the Final

18

While Hechavarria involved a litigation position of the government rather than a rule promulgated under noticeand-comment rulemaking, Hechavarria held that “even if [the government’s position] were an agency interpretation,
Chevron is simply inapposite.” 891 F.3d at 55-56.
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Rule alludes to “[o]ne commenter” who expressed concern the rule would have retroactive
effect, it provides no meaningful explanation as to why HHS and NIH reversed course:
We have reconsidered the approach described in the NPRM (79 FR
69593) with respect to determining whether an applicable trial involves
an approved, licensed, or cleared product, or whether it involves an
unapproved, unlicensed, or uncleared product. For purposes of this final
rule, the marketing status of a product will be determined based on its
marketing status on the primary completion date.
81 Fed. Reg. at 65,120. Thus, the Final Rule is also invalid as procedurally defective. Motor
Vehicle Mfrs. Ass’n of U.S., Inc. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 34 (1983)
(finding an agency’s action to be arbitrary and capricious where “the agency failed to present an
adequate basis and explanation”).
Even if a fear of imposing “a retroactive burden” on Responsible Parties were articulated
in the Final Rule, that explanation would be unreasonable and arbitrary and capricious, for two
reasons. First, any presumption against retroactivity attaches to the statute—FDAAA—not to
the Final Rule. The case cited by Defendants, Wetzler v. FDIC, concerns itself only with the
question of whether a statute can have retroactive application, not with whether a regulation later
promulgated under that statute can regulate activity that occurred between the effective date of
the statute and that of the regulation. 38 F.3d 69, 74 (2d Cir. 1994). All of the pre-Rule, preapproval trials at issue were completed between 2007 and 2017, after FDAAA was enacted in
2007. Requiring reporting of Basic Results for these trials would not impose a reporting
mandate on any trials completed prior to 2007. Second, the presumption only applies to
retroactivity that “alter[s] the past legal consequences of past actions” and “does not preclude
agencies from considering . . . past transactions in prescribing rules for the future.” Bowen v.
Georgetown Univ. Hosp., 488 U.S. 204, 219 (1988) (emphasis added) (citation omitted).
Plaintiffs’ interpretation of FDAAA would not alter the past legal consequences of past actions
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by Responsible Parties but would instead only impose a future burden on Responsible Parties to
submit results for pre-Rule, pre-approval ACTs after a new, statutorily faithful rule takes effect.
For the foregoing reasons, the portion of the Final Rule that purports to exempt pre-Rule,
pre-approval ACTs from Basic Results reporting contravenes and is an impermissible
interpretation of FDAAA. Plaintiffs respectfully ask the Court to vacate it.
C.

The Court Should Compel the Defendants to Provide the Public Notices of
Noncompliance and the Public Search Function.

FDAAA imposes a discrete, nondiscretionary duty on the NIH to post public notices of
noncompliance. Because Defendants have unreasonably delayed compliance with Congress’s
unequivocal command, Plaintiffs are entitled to relief under their Second Claim pursuant to the
Administrative Procedure Act, 5 U.S.C. § 706(1).
1.

Plaintiffs Are Entitled to Judicial Review of Their Second Claim

Plaintiffs are entitled to judicial review of their Second Claim, which asks the Court to
compel Defendant NIH to comply with its statutory mandate to post public notices of
noncompliance and to create a search function for the same. Defendants dispute this point,
arguing that the case is unreviewable under Heckler v. Chaney, 470 U.S. 821 (1985). Defs.’
Mem. at 23-28. But FDAAA imposes a clear, mandatory duty on the agencies to post public
notices of noncompliance. The Court can and should enjoin Defendants’ failure to comply with
their statutory obligations.
An “agency bears a heavy burden in attempting to show that Congress prohibited all
judicial review of the agency's compliance with a legislative mandate.” Mach Mining, 135 S. Ct.
at 1651 (internal marks and citation omitted). A “very narrow exception” exists in 5 U.S.C. §
701(a)(2) for action committed to agency discretion by law. Nat. Res. Def. Council, Inc. v. FDA,
760 F.3d 151, 186 (2d Cir. 2014) (“NRDC II”) (quoting Volpe, 401 U.S. at 410). Barring clear
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and convincing evidence of legislative intent to restrict access to judicial review—which does
not exist in this case—that exception is only “applicable in those rare instances where statutes
are drawn in such broad terms that in a given case there is no law to apply.” Volpe, 401 U.S. at
410 (internal marks and citation omitted); see also Heckler, 470 U.S. at 830 (a claim is
unreviewable only “if the statute is drawn so that a court would have no meaningful standard
against which to judge the agency's exercise of discretion”).
(a)

This Court Need Not Undertake the Heckler Analysis Because
FDAAA’s Command to NIH To Post Public Notices Is Specific, Clear,
and Directive

As an initial matter, the Court need not accept Defendants’ invitation to delve into a
detailed analysis of Heckler. Courts may decline to decide the “jejune dispute” over the
presumption of reviewability where “even assuming the presumption against judicial review [of
discretionary enforcement actions] announced in [Heckler] does apply . . . , that presumption is
rebutted by the specific ‘legislative direction in the statutory scheme.’” Cook v. FDA, 733 F.3d
1, 7 (D.C. Cir. 2013) (quoting Heckler, 470 U.S. at 833); see also Dunlop v. Bachowski, 421 U.S.
560, 566-68 (1975). Here, FDAAA’s command to NIH is specific, clear, and directive: “If the
responsible party for an applicable clinical trial fails to submit clinical trial information for such
clinical trial as required under paragraphs (2) or (3), the Director of NIH shall include in the
registry and results data bank entry for such clinical trial a notice . . . .” 42 U.S.C.
§ 282(j)(5)(E)(i) (emphasis added). Mandatory language, including “shall,” indicates that
Congress intended the agency to have no discretion where “certain ‘clearly defined’ factors [are]
present.” Heckler, 470 U.S. at 834 (citation omitted). See Burwell, 812 F.3d at 265 (because
Congress “used the mandatory term ‘shall’” in a statutory provision, it “did not grant the
Secretary [of HHS] discretion in carrying out the provision”); Acosta, 363 F. Supp. 3d at 19
(Heckler’s presumption against reviewability does not apply when a statute’s “mandatory
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requirements do not rest unfettered discretion with” the agency). Even if the failure to post the
public notices were presumptively unreviewable, the clear, directive text of FDAAA would
overcome that presumption.
Plaintiffs’ Second Claim Is Reviewable Under Heckler

(b)

But Plaintiffs’ Second Claim is squarely reviewable under Heckler, for two reasons.
First, FDAAA itself provides law to apply—posting public notices of noncompliance is a
mandatory, ministerial duty—and not a discretionary enforcement action. Second, even if
posting public notices of noncompliance were deemed a discretionary enforcement duty, NIH
has abdicated that duty.
i.

Posting Public Notices of Noncompliance Is Not Discretionary
Enforcement Action

Heckler extended a rebuttable presumption of agency discretion only to “agency refusals
to institute investigative or enforcement proceedings, unless Congress has indicated otherwise.”
470 U.S. at 838. Heckler’s holding was precisely limited to “an agency’s decision not to
prosecute or enforce, whether through civil or criminal process.” Id. at 831. Neither the Supreme
Court nor the Second Circuit has clarified precisely which agency actions constitute
discretionary “enforcement proceedings” under Heckler. See NRDC II, 760 F.3d at 188-89
(Katzmann, C.J., dissenting). Yet some guidance exists. In Heckler itself, the agency actions
deemed by the Supreme Court to be discretionary enforcement actions were largely punitive
actions that plaintiff asked FDA to take against states, including seizure of drugs from state
prisons and recommendation of criminal prosecution for certain individuals. 470 U.S. at 824.
Wherever the precise line should be drawn, identification of noncompliant trials and
posting of public notices fall on the non-discretionary, non-enforcement side of Heckler because
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the public notices serve no punitive function and merely provide the public with information.
And FDAAA is unambiguous about what “law to apply.” Id. at 834.
Identifying noncompliant trials and posting public notices of noncompliance is a
mandatory, ministerial duty. Identifying ACTs subject to the Basic Results reporting
requirements defined by FDAAA and the Final Rule is simple to do and readily determined from
public facts, as is identifying ACTs that are out of compliance with their Basic Results reporting
requirements. Ross Decl. ¶¶ 19, 28; see also Basey Decl. ¶ 14. Plaintiffs’ complaint and the
declaration of Dr. Joseph Ross document numerous ACTs that are noncompliant under FDAAA
and/or under the Final Rule because they failed to submit results within the pertinent statutory or
regulatory deadline. Compl. ¶¶ 73-84; Ross Decl. ¶¶ 14-30. A recent joint publication of the
nonprofit clinical trial transparency groups Universities Allied for Essential Medicines (UAEM)
and TranspariMED documented over 100 noncompliant ACTs for which results are due to be
reported under the Final Rule but for which no results have been reported, as described in the
declaration of Merith Basey. Basey Decl. ¶ 15. In fact, the Evidence-Based Medicine DataLab
at the University of Oxford produces an algorithmically updated webpage, “FDAAA
TrialsTracker,” that automatically, continuously tracks certain ACTs that have failed to report
results on time. Id. ¶ 14.
Identifying when a Responsible Party is out of compliance with FDAAA’s reporting
requirements and posting the required public notice of noncompliance is not an “enforcement
proceeding” because mere posting of such a notice does not require NIH to exercise “coercive
power over an individual’s liberty or property rights.” Heckler, 470 U.S. at 832. Simply posting
a public notice of noncompliance differs materially from the discretionary “decision of a
prosecutor” on whether to indict. Id. And the ministerial task of posting public notices of
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noncompliance shares none of the features of traditional enforcement proceedings, such as
1) investigation, 2) filing of case-initiating documents, 3) a final adjudication by a neutral arbiter,
or 4) imposition of remedies or penalties against a violator. See NRDC II, 760 F.3d at 168.
Posting notices does not involve the type of adjudication contemplated by Heckler or NRDC II,
where “[d]eciding whether and when to deploy those [agency] resources in an arduous, contested
adversarial process is an important and difficult responsibility.” Id. at 170-71.
Posting the required notices does not require NIH to conduct an investigation, as
Defendants suggest. Defendants make much of the separate investigational and enforcement
powers of FDAAA’s “Quality control” provision, 42 U.S.C. § 282(j)(5)(C), which HHS has
delegated to FDA and which empower FDA to issue a different kind of “notice of
noncompliance” directly to noncompliant Responsible Parties and to levy various penalties. See
Defs.’ Mem. at 10-12, 23-28. But as explained above, see § I.B.2, and below, see § III.C.2, these
provisions and powers operate independently from the public notice function entrusted to NIH,
which alone distinguishes FDAAA and this case from New York Public Interest Research Group
v. Whitman. 321 F.3d 316 (2d Cir. 2003). In Whitman, the relevant statute conditioned a
mandatory action (“the Administrator shall provide notice”) on a discretionary action
(“[w]henever the Administrator makes a determination”). Id. at 330. This feature was
dispositive in Whitman’s determination that the challenged agency action there was discretionary
enforcement action. Id. (“[T]he key phrase of § 502(i)(1) is the opening one, ‘Whenever the
Administrator makes a determination,’ and this language grants discretion.”).
That the public notices of noncompliance themselves are not remedies or penalties is
confirmed by the statutory text of FDAAA, which expressly distinguishes between the public
notices and punitive “penalties” for violation. Among the information that FDAAA mandates
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must be included in a public notice of noncompliance is notice “of the penalties imposed for the
violation, if any.” 42 U.S.C. § 282(j)(5)(E)(i)(II) (emphasis added). The text of FDAAA clearly
contemplates a separate set of punitive actions that are to be documented via the public notices.
The phrase “if any” would be superfluous if the public notices were themselves penalties: every
notice would necessarily document at least a single penalty, the notice itself. Instead, Congress
defined via statute a separate set of punitive actions in 21 U.S.C. § 333—titled “Penalties”—
including criminal and “civil monetary penalties” for violations of FDAAA.19 Defendants do not
dispute that the public notices are not “penalties” resulting from an enforcement proceeding.
Defendants’ Final Rule recites “potential legal consequences” for noncompliance by Responsible
Parties and includes, inter alia, criminal and civil monetary penalties but does not include the
public notices of noncompliance. 42 C.F.R. § 11.66.
For all these reasons, the public notices of noncompliance that FDAAA requires NIH to
post are not discretionary “enforcement actions” under Heckler, and Plaintiffs’ claim to compel
NIH to post these notices are reviewable.
ii.

Even If Posting a Public Notice Were Considered an Enforcement
Action, Plaintiffs’ Second Claim Is Reviewable Because
Defendants Have Abdicated Their Responsibility to Enforce
FDAAA

In creating the APA § 701(a)(2) exception to judicial review for agency discretion,
“Congress did not set agencies free to disregard legislative direction in the statutory scheme that
the agency administers.” Heckler, 470 U.S. at 833. If an agency has “consciously and expressly
adopted a general policy that is so extreme as to amount to an abdication of its statutory
responsibilities,” judicial review may be appropriate. Id. at 833 n.4 (internal marks and citation

19

These bona fide penalties map onto those in Heckler itself. At issue in Heckler were a set of possible injunctions,
criminal prosecutions, and seizures authorized under 21 U.S.C. §§ 332-335, which the Court deemed enforcement
actions. 470 U.S. at 835.
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omitted). A finding of abdication of statutory responsibility does not require an explicit
concession by the agency that it has adopted a policy of non-enforcement. Rather, the Second
Circuit has “review[ed] the actions of the [agency] here to determine whether we can discern
from them an abdication of responsibilities conferred” by the substantive statute. Riverkeeper,
Inc. v. Collins, 359 F.3d 156, 167 (2d Cir. 2004).
Here, even if NIH’s mandatory statutory duty to post public notices of noncompliance
were deemed discretionary enforcement action, Defendants’ collective abdication of their
statutory responsibilities would authorize judicial review. Twelve years of non-enforcement of
FDAAA permit no inference other than complete abdication.
FDAAA requires some level of enforcement to achieve its stated aims. Congress
intended to create “a comprehensive, mandatory clinical trials registry database and clinical trials
results database.” H.R. Rep. No. 110-225, at 12 (2007). When Responsible Parties fail to
register their trials or report results, they perpetuate the problem Congress sought to solve
through FDAAA: incomplete—and, thus, misleading—clinical results available to the public.
Recognizing the need for enforcement of the mandatory reporting, Congress authorized a variety
of mechanisms by which the Defendants could effectuate the statute.20 In spite of clear evidence
showing widespread noncompliance with the statute, the Defendants have collectively failed to
take any steps to hold noncompliant Responsible Parties to account for their statutory
violations.21 Plaintiffs can only conclude that Defendants have adopted a blanket policy against

20

See 42 U.S.C. § 282(j)(5)(A) (mandating grant withholding); id. § 282(j)(5)(B) (requiring certification of
compliance, and thereby implicating false-statement penalties under 18 U.S.C. § 1001); id. § 282(j)(5)(E) (requiring
public notices); 21 U.S.C. § 331(jj) (prohibiting the failure to submit applicable clinical trial results as required in 42
U.S.C. § 282); id. § 333(a) (providing for criminal penalties for violations); id. § 333(f)(3)(A) (providing for civil
monetary penalties for violations).
21
Late last year, FDA published draft guidance entitled “Civil Money Penalties Relating to the ClinicalTrials.gov
Data Bank: Guidance for FDA Staff, Responsible Parties, and Submitters of Certain Applications and Submissions
to FDA.” Morten Decl., Ex. 9. Draft guidance is not final agency action; FDA included a disclaimer that the draft
“guidance document is being distributed for comment purposes only.” Id. at cover. Defendants concede that FDA
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enforcement, thereby violating FDAAA and the APA. The Court can and should enjoin the
Defendants to correct this illegal foot-dragging.
2.

FDAAA Requires Searchable Public Notices of Noncompliance and
Permits No Discretion

We turn to the merits of Plaintiffs’ Second Claim. FDAAA requires Defendants to post
searchable public notices of noncompliance. This Court should compel them to do so.
(a)

FDAAA Mandates That NIH Post Public Notices of Noncompliance

Nothing in the statutory text fairly invests the agencies with discretion about whether to
post public notices of noncompliance.22 As explained above, see § I.B.2.a, Congress deliberately
and repeatedly used the mandatory word “shall” in establishing the NIH’s statutory obligations
to post public notices of noncompliance:






Obligation to post: “If the [R]esponsible [P]arty for an applicable clinical trial fails
to submit clinical trial information for such clinical trial as required under [the
statute], the Director of NIH shall include in the registry and results data bank entry
for such clinical trial a notice” of noncompliance. 42 U.S.C. § 282(j)(5)(E)(i)
(emphasis added).
Obligation to use specific language: Notices of noncompliance for failures to
submit primary and secondary outcomes, failure to submit results, submission of
false information, or failure to submit information on primary and secondary
outcomes “shall” include the specific language prescribed by statute. Id.
§ 282(j)(5)(E)(ii)-(v) (emphasis added).
Obligation to create and maintain a dedicated search function: “The Director of
NIH shall provide that the public may easily search the registry and results data
bank for entries that include notices required under this subparagraph.” Id.
§ 282(j)(5)(E)(vi) (emphasis added).
Congress did not provide NIH (or any other Defendant) discretion about whether to post

the public notices Plaintiffs seek. In statutory interpretation cases, “the word ‘shall’ usually
creates a mandate, not a liberty,” indicating that Congress has given the agency “some

has issued no notices of noncompliance to Responsible Parties and has assessed no civil money penalties. Stip. ¶¶ 3,
5. Defendants can therefore point to no final agency action taken against noncompliant Responsible Parties.
22
Unless otherwise specified, references to NIH’s obligation to post public notices refer to both the missing notices
required by 42 U.S.C. § 282(j)(5)(E)(i)-(v) and the missing search function required by § 282(j)(5)(E)(vi).
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nondiscretionary duty to perform.” Murphy v. Smith, 138 S. Ct. 784, 787 (2018) (citing Lexecon
Inc. v. Milberg Weiss Bershad Hynes & Lerach, 523 U.S. 26, 35 (1998)); see also Burwell, 812
F.3d at 265 (“Congress in Section 401 also used the mandatory term ‘shall.’”). Congress knows
well how to use the permissive “may” instead of “shall” when it does not intend a mandatory
duty.23 The plain text of the statute creates a nondiscretionary duty.24
(b)

FDAAA’s Creation of a Quality Control Project Does Not Render the
Public Notices of Noncompliance Discretionary

Defendants do not dispute that the public notices provision of FDAAA, 42 U.S.C.
§ 282(j)(5)(E), uses mandatory language. Instead, Defendants argue that FDAAA “does not
impose any obligation on Defendants to issue and post Notices of Noncompliance unless or until
FDA first makes a determination of noncompliance” under a separate provision of FDAAA, the
“Quality control” provision, 42 U.S.C. § 282(j)(5)(C). Defs.’ Mem. at 23. Defendants are
incorrect. NIH’s mandatory duty to post public notices of noncompliance operates
independently of § 282(j)(5)(C), and NIH has no discretion to wait for FDA to make a threshold
determination of noncompliance under § 282(j)(5)(C).
i.

The Public Notices Provision Does Not Cross-Reference the
Quality Control Provision, Which Confirms Their
Independence

Defendants misleadingly suggest that the public notices provision of FDAAA refers to
the quality control provision: “After a noncompliance determination is made [under 42 U.S.C.
§ 282(j)(5)(C)(ii)], ‘the Director of NIH shall include in the registry and results data bank entry

23

See, e.g., 42 U.S.C. § 282(j)(3)(A)(iii) (“The Secretary may include the links described in [§ 282(j)(3)(A)(ii)] for
data bank entries for clinical trials submitted to the data bank prior to September 27, 2007, as available.” (emphasis
added)).
24
The Final Rule itself appears to admit as much. “[T]here is a statutory provision that directs NIH to include
notices in the registry and results data bank containing certain non-compliance information. Under section
402(j)(5)(E), these notices, including specified statements, alert the public to [various acts of noncompliance by
Responsible Parties].” 81 Fed. Reg. at 65,118.
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for such clinical trial a notice.’” Defs.’ Mem. at 12 (quoting, but only in part, 42 U.S.C.
§ 282(j)(5)(E)(i)). In fact, as set forth above, see § I.B.2, there is no reference anywhere in the
public notices provision, § 282(j)(5)(E), to the quality control provision, § 282(j)(5)(C).
If Congress had wanted to condition NIH’s posting of public notices on a threshold
determination of noncompliance by FDA (or another delegee of HHS), Congress would have
been explicit. “When Congress want[s] to refer . . . to a particular subsection or paragraph, it
sa[ys] so.” NLRB v. SW Gen., Inc., 137 S. Ct. 929, 939 (2017). Indeed, other, interlocking
portions of the statute use precise cross-references. For example, Congress explicitly linked the
public notices of noncompliance to “paragraphs (2) and (3)” of subsection (j), the registration
and results reporting requirements. 42 U.S.C. § 282(j)(5)(E)(i) (citing id. § 282(j)(2), (3)).
Instead, the only condition for NIH’s duty to post public notices of noncompliance is an act of
noncompliance by a Responsible Party. “If the [R]esponsible [P]arty for an applicable clinical
trial fails to submit clinical trial information for such clinical trial as required under [the
statute], the Director of NIH shall include in the registry and results data bank entry for such
clinical trial a notice” of noncompliance.” Id. § 282(j)(5)(E)(i) (emphasis added).
ii.

The Public Notices Provision Uses Different Language from
the Quality Control Provision, Which Confirms That the
Public Notices Provision Imposes a Non-Discretionary Duty

Defendant’s reading of § 282(j)(5)(C) runs contrary to Congress’s stated purpose for the
program. As explained above, see § I.B.2.b, the “pilot quality control project” was intended to
be a temporary program “to determine the optimal method of verification.” Id. § 282(j)(5)(C)(i).
Even if Defendants are correct that HHS (or its delegee, FDA) enjoys ongoing discretion to
implement the pilot quality control project, the differences in statutory language from (j)(5)(E)
support Plaintiffs’ interpretation of the NIH’s public notices duty as mandatory, not
discretionary. “[W]here Congress includes particular language in one section of a statute but
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omits it in another section of the same Act, it is generally presumed that Congress acts
intentionally and purposely in the disparate inclusion or exclusion.” Dean v. United States, 556
U.S. 568, 573 (2009) (quoting Russello v. United States, 464 U.S. 16, 23 (1983) (alteration in
original)). Under the quality control provision, Congress only required HHS to notify the
relevant Responsible Party “[i]f the Secretary determines that any clinical trial information was
not submitted as required under this subsection.” 42 U.S.C. § 282(j)(5)(C)(ii) (emphasis added).
Contrast this with Congress’s wording for NIH’s public notices of noncompliance: “[i]f the
[R]esponsible [P]arty for an applicable clinical trial fails to submit clinical trial information for
such clinical trial as required,” NIH must post a public notice. Id. § 282(j)(5)(E)(i) (emphasis
added). Congress explicitly chose to link HHS’s pilot program notices to an agency
determination (“if the Secretary”); the predicate for NIH’s public notices of noncompliance, by
contrast, is an objective factual inquiry (“if the [R]esponsible [P]arty”). The Court should give
effect to Congress’s decision to use different language in establishing when a notice of
noncompliance must be issued to the public under subsection (j)(5)(E).
3.

Plaintiffs Are Entitled to an Order Compelling Agency Action
Unreasonably Delayed under 5 U.S.C. § 706(1).

Section 706(1) provides an appropriate mechanism to grant Plaintiffs the relief they seek.
The Supreme Court has affirmed that 5 U.S.C. § 706(1) is the appropriate mechanism to compel
an agency “to take a discrete agency action that it is required to take.” Norton v. S. Utah
Wilderness All., 542 U.S. 55, 64 (2004). Plaintiffs have shown that the missing public notices of
noncompliance are required by FDAAA. See §§ I.B.2, III.C.2. As a factual matter, Plaintiffs
have demonstrated the existence of noncompliant trials without the required public notices.
Compl. ¶¶ 73-84; Ross Decl. ¶¶ 14-30; Basey Decl. ¶ 15. The Court may therefore properly
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grant the relief Plaintiffs seek: an order compelling NIH to post the missing notices and to create
a dedicated search function for the same.
Even where a statute does not set a specific deadline, the APA requires agency action
within a “reasonable” time. See NRDC I, 710 F.3d at 76 & n.2 (citing, inter alia, 5 U.S.C.
§§ 555(b), 706(1)). To evaluate the reasonableness of agency delay, the D.C. Circuit has set out
a six-factor (“TRAC factor”) test, which the Second Circuit has adopted. NRDC I, 710 F.3d at
84. The test requires the court to consider the following factors:
(1) the time agencies take to make decisions must be governed by a rule of reason;
(2) where Congress has provided a timetable or other indication of the speed with
which it expects the agency to proceed in the enabling statute, that statutory scheme
may supply content for this rule of reason;
(3) delays that might be reasonable in the sphere of economic regulation are less
tolerable when human health and welfare are at stake;
(4) the court should consider the effect of expediting delayed action on agency
activities of a higher or competing priority;
(5) the court should also take into account the nature and extent of the interests
prejudiced by delay; and
(6) the court need not find any impropriety lurking behind agency lassitude in order
to hold that agency action is unreasonably delayed.
Telecommc’ns Research & Action Ctr. v. FCC, 750 F.2d 70, 80 (D.C. Cir. 1984) (“TRAC”)
(internal marks and citations omitted). The TRAC factors uniformly support a finding of
unreasonableness.
TRAC factors 1 & 2: Rule of reason and statutory timeline. The first and most
important factor, the rule of reason, supports a finding of unreasonable delay. See Families for
Freedom v. Napolitano, 628 F. Supp. 2d 535, 540 (S.D.N.Y. 2009). While the APA itself does
not impose a bright-line rule for reasonableness, “a reasonable time for agency action is typically
counted in weeks or months, not years.” In re Am. Rivers & Idaho Rivers United, 372 F.3d 413,
419 (D.C. Cir. 2004). In Families for Freedom, a “two-and-one-half year delay” was deemed
“unreasonable as a matter of law.” 628 F. Supp. 2d at 540. Here, Defendants have unreasonably
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failed to act on their statutory mandate since FDAAA was enacted twelve years ago and since the
Final Rule went into effect in January 2017, almost two and one-half years ago.
As to the second TRAC factor, the Court can reasonably infer that Congress expected
NIH to post notices within a matter of days after the non-submission of results required by law.
See, e.g., 42 U.S.C. § 282(j)(3)(G) (requiring NIH to post results to ClinicalTrials.gov within 30
days of submission). Multi-year delays are inherently incompatible with Congress’s desire to
provide public information in a rapidly updated, easily accessible format. See § I.B, supra.
TRAC Factors 3 & 5: Human health and welfare. FDAAA’s ClinicalTrials.gov
requirements are fundamentally concerned with human health and welfare. The third and fifth
TRAC factors therefore favor a finding of unreasonable delay. See Families for Freedom, 628 F.
Supp. 2d at 541 (finding severe risk of prejudice under factor five where health and welfare are
at stake under factor three). As noted above, see § I.A-B, Congress enacted FDAAA against the
backdrop of concerns about the safety and effectiveness of FDA-regulated medical products
where negative clinical trial results had been kept secret. The public notices comprise a key
element of the statutory regime by informing doctors, patients, researchers, and the public where
results from Applicable Clinical Trials are missing from the public record. The missing public
notices directly implicate FDAAA’s concern with human health and welfare; the third and fifth
TRAC factors both support a finding of unreasonable delay in posting the public notices.
TRAC Factor 4: Competing priorities. Defendants have not alleged any activities
undertaken by NIH, or by FDA and HHS, of a higher or competing priority.
TRAC Factor 6: Lack of impropriety. Plaintiffs need not show any impropriety to
succeed on an unreasonable delay claim. TRAC, 750 F.2d at 80. Absent a showing of
impropriety, “this factor is neutral.” Families for Freedom, 628 F. Supp. 2d at 541.
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Defendants’ failure to post public notices, and a dedicated search function for the same,
therefore constitutes agency action unreasonably delayed under 5 U.S.C. § 706(1). Plaintiffs
respectfully request that this Court enjoin Defendant NIH to post these missing notices and to
create the missing search function.
IV.

CONCLUSION
For the foregoing reasons, this Court should deny Defendants’ motion to dismiss or, in

the alternative, for summary judgment and grant Plaintiffs’ cross-motion for summary judgment.
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