Page 627

of such programs among the national research
institutes and between the national research in-
stitutes and other public and private entities,
including elementary, secondary, and post-sec-
ondary schools. The Associate Director shall—
(1) annually review the efficacy of existing
policies and techniques used by the national
research institutes to disseminate the results
of disease prevention and behavioral research
programs; and
(2) recommend, coordinate, and oversee the
modification or reconstruction of such policies
and techniques to ensure maximum dissemina-
tion, using advanced technologies to the max-
imum extent practicable, of research results
to such entities.

(g) Transferred

(h) Increased participation of women and dis-
advantaged individuals in biomedical and
behavioral research

The Secretary, acting through the Director of
NIH and the Directors of the agencies of the Na-
tional Institutes of Health, shall, in conducting
and supporting programs for research, research
training, recruitment, and other activities, pro-
vide for an increase in the number of women and
individuals from disadvantaged backgrounds (in-
cluding racial and ethnic minorities) in the
fields of biomedical and behavioral research.

(i) Data bank of information on clinical trials for
drugs for serious or life-threatening diseases
and conditions

(1)(A) The Secretary, acting through the Di-
rector of NIH, shall establish, maintain, and op-
erate a data bank of information on clinical
trials for drugs for serious or life-threatening
diseases and conditions (in this subsection re-
ferred to as the ‘‘data bank’’). The activities of
the data bank shall be integrated and coordi-
nated with related activities of other agencies of
the Department of Health and Human Services,
and to the extent practicable, coordinated with
other data banks containing similar informa-
tion.

(B) The Secretary shall establish the data
bank after consultation with the Commissioner
of Food and Drugs, the directors of the appro-
priate agencies of the National Institutes of
Health (including the National Library of Medi-
cine), and the Director of the Centers for Dis-
ease Control and Prevention.

(2) In carrying out paragraph (1), the Sec-
retary shall collect, catalog, store, and dissemi-
nate the information described in such para-
graph. The Secretary shall disseminate such in-
formation through information systems, which
shall include toll-free telephone communica-
tions, available to individuals with serious or
life-threatening diseases and conditions, to
other members of the public, to health care pro-
viders, and to researchers.

(3) The data bank shall include the following:

(A) A registry of clinical trials (whether fed-
erally or privately funded) of experimental
treatments for serious or life-threatening dis-
eases and conditions under regulations pro-

mulgated pursuant to section 355(i) of title 21,

which provides a description of the purpose of

each experimental drug, either with the con-
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sent of the protocol sponsor, or when a trial to
test effectiveness begins. Information provided
shall consist of eligibility criteria for partici-
pation in the clinical trials, a description of
the location of trial sites, a point of contact
for those wanting to enroll in the trial, and a
description of whether, and through what pro-
cedure, the manufacturer or sponsor of the in-
vestigation of a new drug will respond to re-
quests for protocol exception, with appro-
priate safeguards, for single-patient and ex-
panded protocol use of the new drug, particu-
larly in children, and shall be in a form that
can be readily understood by members of the
public. Such information shall be forwarded to
the data bank by the sponsor of the trial not
later than 21 days after the approval of the
protocol.

(B) Information pertaining to experimental
treatments for serious or life-threatening dis-
eases and conditions that may be available—

(i) under a treatment investigational new
drug application that has been submitted to
the Secretary under section 360bbb(c) of title

21; or

(ii) as a Group C cancer drug (as defined by
the National Cancer Institute).

The data bank may also include information
pertaining to the results of clinical trials of
such treatments, with the consent of the spon-
sor, including information concerning poten-
tial toxicities or adverse effects associated
with the use or administration of such experi-
mental treatments.

(4) The data bank shall not include informa-
tion relating to an investigation if the sponsor
has provided a detailed certification to the Sec-
retary that disclosure of such information would
substantially interfere with the timely enroll-
ment of subjects in the investigation, unless the
Secretary, after the receipt of the certification,
provides the sponsor with a detailed written de-
termination that such disclosure would not sub-
stantially interfere with such enrollment.

(5) Fees collected under section 379h of title 21
shall not be used in carrying out this subsection.

(j) Expanded clinical trial registry data bank
(1) Definitions; requirement
(A) Definitions
In this subsection:
(i) Applicable clinical trial

The term ‘‘applicable clinical trial”’
means an applicable device clinical trial or
an applicable drug clinical trial.

(ii) Applicable device clinical trial

The term ‘‘applicable device clinical
trial” means—

(I) a prospective clinical study of
health outcomes comparing an interven-
tion with a device subject to section
360(k), 360e, or 360j(m) of title 21 against
a control in human subjects (other than
a small clinical trial to determine the
feasibility of a device, or a clinical trial
to test prototype devices where the pri-
mary outcome measure relates to feasi-
bility and not to health outcomes); and
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(IT) a pediatric postmarket surveil-
lance as required under section 360! of
title 21.

(iii) Applicable drug clinical trial
(I) In general

The term ‘‘applicable drug clinical
trial” means a controlled clinical inves-
tigation, other than a phase I clinical in-
vestigation, of a drug subject to section
355 of title 21 or to section 262 of this
title.

(IT) Clinical investigation

For purposes of subclause (I), the term
‘‘clinical investigation’ has the meaning
given that term in section 312.3 of title
21, Code of Federal Regulations (or any
successor regulation).

(IIT) Phase 1

For purposes of subclause (I), the term
‘“‘phase I’ has the meaning given that
term in section 312.21 of title 21, Code of
Federal Regulations (or any successor
regulation).

(iv) Clinical trial information

The term ‘‘clinical trial information”
means, with respect to an applicable clin-
ical trial, those data elements that the re-
sponsible party is required to submit under
paragraph (2) or under paragraph (3).

(v) Completion date

The term ‘‘completion date’” means,
with respect to an applicable clinical trial,
the date that the final subject was exam-
ined or received an intervention for the
purposes of final collection of data for the
primary outcome, whether the clinical
trial concluded according to the
prespecified protocol or was terminated.

(vi) Device

The term ‘‘device’” means a device as de-
fined in section 321(h) of title 21.
(vii) Drug
The term ‘‘drug’” means a drug as de-
fined in section 321(g) of title 21 or a bio-
logical product as defined in section 262 of
this title.
(viii) Ongoing
The term ‘‘ongoing’ means, with respect
to a clinical trial of a drug or a device and
to a date, that—
(I) 1 or more patients is enrolled in the
clinical trial; and
(IT) the date is before the completion
date of the clinical trial.

(ix) Responsible party

The term ‘‘responsible party’’, with re-
spect to a clinical trial of a drug or device,
means—

(I) the sponsor of the clinical trial (as
defined in section 50.3 of title 21, Code of
Federal Regulations (or any successor
regulation)); or

(IT) the principal investigator of such
clinical trial if so designated by a spon-
sor, grantee, contractor, or awardee, so
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long as the principal investigator is re-
sponsible for conducting the trial, has
access to and control over the data from
the clinical trial, has the right to pub-
lish the results of the trial, and has the
ability to meet all of the requirements
under this subsection for the submission
of clinical trial information.
(B) Requirement

The Secretary shall develop a mechanism
by which the responsible party for each ap-
plicable clinical trial shall submit the iden-
tity and contact information of such respon-
sible party to the Secretary at the time of
submission of clinical trial information
under paragraph (2).

(2) Expansion of clinical trial registry data

bank with respect to clinical trial informa-
tion

(A) In general
(i) Expansion of data bank

To enhance patient enrollment and pro-
vide a mechanism to track subsequent
progress of clinical trials, the Secretary,
acting through the Director of NIH, shall
expand, in accordance with this sub-
section, the clinical trials registry of the
data bank described under subsection (i)(1)
(referred to in this subsection as the ‘‘reg-
istry data bank’). The Director of NIH
shall ensure that the registry data bank is
made publicly available through the Inter-
net.

(ii) Content

The clinical trial information required
to be submitted under this paragraph for
an applicable clinical trial shall include—

(I) descriptive information, including—

(aa) a brief title, intended for the lay
public;

(bb) a brief summary, intended for
the lay public;

(cc) the primary purpose;

(dd) the study design;

(ee) for an applicable drug clinical
trial, the study phase;

(ff) study type;

(gg) the primary disease or condition
being studied, or the focus of the
study;

(hh) the intervention name and
intervention type;

(ii) the study start date;

(jj) the expected completion date;

(kk) the target number of subjects;
and

(Il) outcomes, including primary and
secondary outcome measures;

(IT) recruitment information, includ-
ing—

(aa) eligibility criteria;

(bb) gender;

(cc) age limits;

(dd) whether the trial accepts
healthy volunteers;

(ee) overall recruitment status;

(ff) individual site status; and

(gg) in the case of an applicable drug
clinical trial, if the drug is not ap-
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proved under section 355 of title 21 or
licensed under section 262 of this title,
specify whether or not there is ex-
panded access to the drug under sec-
tion 360bbb of title 21 for those who do
not qualify for enrollment in the clin-
ical trial and how to obtain informa-
tion about such access;

(ITT) location and contact information,
including—

(aa) the name of the sponsor;

(bb) the responsible party, by official
title; and

(cc) the facility name and facility
contact information (including the
city, State, and zip code for each clin-
ical trial location, or a toll-free num-
ber through which such location infor-
mation may be accessed); and

(IV) administrative data (which the
Secretary may make publicly available
as necessary), including—

(aa) the unique protocol identifica-
tion number;

(bb) other protocol identification
numbers, if any; and

(cc) the Food and Drug Administra-
tion IND/IDE protocol number and the
record verification date.

(iii) Modifications

The Secretary may by regulation modify
the requirements for clinical trial infor-
mation under this paragraph, if the Sec-
retary provides a rationale for why such a
modification improves and does not reduce
such clinical trial information.

(B) Format and structure
(i) Searchable categories

The Director of NIH shall ensure that
the public may, in addition to keyword
searching, search the entries in the reg-
istry data bank by 1 or more of the fol-
lowing criteria:

(I) The disease or condition being stud-
ied in the clinical trial, using Medical
Subject Headers (MeSH) descriptors.

(IT) The name of the intervention, in-
cluding any drug or device being studied
in the clinical trial.

(ITI) The location of the clinical trial.

(IV) The age group studied in the clin-
ical trial, including pediatric subpopula-
tions.

(V) The study phase of the clinical
trial.

(VI) The sponsor of the clinical trial,
which may be the National Institutes of
Health or another Federal agency, a pri-
vate industry source, or a university or
other organization.

(VII) The recruitment status of the
clinical trial.

(VIII) The National Clinical Trial num-
ber or other study identification for the
clinical trial.

(ii) Additional searchable category

Not later than 18 months after Sep-
tember 27, 2007, the Director of NIH shall
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ensure that the public may search the en-
tries of the registry data bank by the safe-
ty issue, if any, being studied in the clin-
ical trial as a primary or secondary out-
come.

(iii) Other elements

The Director of NIH shall also ensure
that the public may search the entries of
the registry data bank by such other ele-
ments as the Director deems necessary on
an ongoing basis.

(iv) Format

The Director of the NIH shall ensure
that the registry data bank is easily used
by the public, and that entries are easily
compared.

(C) Data submission

The responsible party for an applicable
clinical trial, including an applicable drug
clinical trial for a serious or life-threatening
disease or condition, that is initiated after,
or is ongoing on the date that is 90 days
after, September 27, 2007, shall submit to the
Director of NIH for inclusion in the registry
data bank the clinical trial information de-
scribed in of! subparagraph (A)(ii) not later
than the later of—

(i) 90 days after September 27, 2007;

(ii) 21 days after the first patient is en-
rolled in such clinical trial; or

(iii) in the case of a clinical trial that is
not for a serious or life-threatening dis-
ease or condition and that is ongoing on

September 27, 2007, 1 year after September

27, 2007.

(D) Posting of data
(i) Applicable drug clinical trial

The Director of NIH shall ensure that
clinical trial information for an applicable
drug clinical trial submitted in accordance
with this paragraph is posted in the reg-
istry data bank not later than 30 days
after such submission.

(ii) Applicable device clinical trial

The Director of NIH shall ensure that
clinical trial information for an applicable
device clinical trial submitted in accord-
ance with this paragraph is posted publicly
in the registry data bank—

(I) not earlier than the date of clear-
ance under section 360(k) of title 21, or
approval under section 360e or 360j(m) of
title 21, as applicable, for a device that
was not previously cleared or approved,
and not later than 30 days after such
date, unless the responsible party affirm-
atively requests that the Director of the
National Institutes of Health publicly
post such clinical trial information for
an applicable device clinical trial prior
to such date of clearance or approval; or

(IT) for a device that was previously
cleared or approved, not later than 30
days after the clinical trial information
under paragraph (3)(C) is required to be
posted by the Secretary.

180 in original. The word “‘of’’ probably should not appear.
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(iii) Option to make certain clinical trial
information available earlier

The Director of the National Institutes
of Health shall inform responsible parties
of the option to request that clinical trial
information for an applicable device clin-
ical trial be publicly posted prior to the
date of clearance or approval, in accord-
ance with clause (ii)(T).

(iv) Combination products

An applicable clinical trial for a product
that is a combination of drug, device, or
biological product shall be considered—

(I) an applicable drug clinical trial, if
the Secretary determines under section
353(g) of title 21 that the primary mode
of action of such product is that of a
drug or biological product; or

(IT) an applicable device clinical trial,
if the Secretary determines under such
section that the primary mode of action
of such product is that of a device.

(3) Expansion of registry data bank to include

results of clinical trials
(A) Linking registry data bank to existing re-
sults
(i) In general

Beginning not later than 90 days after
September 27, 2007, for those clinical trials
that form the primary basis of an efficacy
claim or are conducted after the drug in-
volved is approved or after the device in-
volved is cleared or approved, the Sec-
retary shall ensure that the registry data
bank includes links to results information
as described in clause (ii) for such clinical
trial—

(I) not earlier than 30 days after the
date of the approval of the drug involved
or clearance or approval of the device in-
volved; or

(IT) not later than 30 days after the re-
sults information described in clause (ii)
becomes publicly available.

(ii) Required information
(I) FDA information

The Secretary shall ensure that the
registry data bank includes links to the
following information:

(aa) If an advisory committee consid-
ered at a meeting an applicable clin-
ical trial, any posted Food and Drug
Administration summary document re-
garding such applicable clinical trial.

(bb) If an applicable drug clinical
trial was conducted under section 355a
or 3556c of title 21, a link to the posted
Food and Drug Administration assess-
ment of the results of such trial.

(cc) Food and Drug Administration
public health advisories regarding the
drug or device that is the subject of
the applicable clinical trial, if any.

(dd) For an applicable drug clinical
trial, the Food and Drug Administra-
tion action package for approval docu-
ment required under section 355(1)(2) of
title 21.

TITLE 42—THE PUBLIC HEALTH AND WELFARE

Page 630

(ee) For an applicable device clinical
trial, in the case of a premarket appli-
cation under section 360e of title 21,
the detailed summary of information
respecting the safety and effectiveness
of the device required under section
360j(h)(1) of title 21, or, in the case of a
report under section 360(k) of title 21,
the section 360(k) summary of the safe-
ty and effectiveness data required
under section 807.95(d) of title 21, Code
of Federal Regulations (or any suc-
cessor regulation).

(IT) NIH information

The Secretary shall ensure that the
registry data bank includes links to the
following information:

(aa) Medline citations to any publi-
cations focused on the results of an ap-
plicable clinical trial.

(bb) The entry for the drug that is
the subject of an applicable drug clin-
ical trial in the National Library of
Medicine database of structured prod-
uct labels, if available.

(iii) Results for existing data bank entries

The Secretary may include the links de-
scribed in clause (ii) for data bank entries
for clinical trials submitted to the data
bank prior to September 27, 2007, as avail-
able.

(B) Inclusion of results

The Secretary, acting through the Direc-
tor of NIH, shall—

(i) expand the registry data bank to in-
clude the results of applicable clinical
trials (referred to in this subsection as the
“registry and results data bank”’);

(ii) ensure that such results are made
publicly available through the Internet;

(iii) post publicly a glossary for the lay
public explaining technical terms related
to the results of clinical trials; and

(iv) in consultation with experts on risk
communication, provide information with
the information included under subpara-
graph (C) in the registry and results data
bank to help ensure that such information
does not mislead the patients or the pub-
lic.

(C) Basic results

Not later than 1 year after September 27,
2007, the Secretary shall include in the reg-
istry and results data bank for each applica-
ble 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 ap-
proved under section 360e or 360j(m) of title
21, the following elements:

(i) Demographic and baseline characteris-

tics of patient sample

A table of the demographic and baseline
data collected overall and for each arm of
the clinical trial to describe the patients
who participated in the clinical trial, in-
cluding the number of patients who
dropped out of the clinical trial and the
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number of patients excluded from the
analysis, if any.
(ii) Primary and secondary outcomes

The primary and secondary outcome
measures as submitted under paragraph
(2)(A)AD)M(Il), and a table of values for
each of the primary and secondary out-
come measures for each arm of the clinical
trial, including the results of scientifically
appropriate tests of the statistical signifi-
cance of such outcome measures.

(iii) Point of contact

A point of contact for scientific informa-
tion about the clinical trial results.

(iv) Certain agreements

Whether there exists an agreement
(other than an agreement solely to comply
with applicable provisions of law pro-
tecting the privacy of participants) be-
tween the sponsor or its agent and the
principal investigator (unless the sponsor
is an employer of the principal investi-
gator) that restricts in any manner the
ability of the principal investigator, after
the completion date of the trial, to discuss
the results of the trial at a scientific meet-
ing or any other public or private forum,
or to publish in a scientific or academic
journal information concerning the results
of the trial.

(D) Expanded registry and results data bank
(i) Expansion by rulemaking

To provide more complete results infor-
mation and to enhance patient access to
and understanding of the results of clinical
trials, not later than 3 years after Sep-
tember 27, 2007, the Secretary shall by reg-
ulation expand the registry and results
data bank as provided under this subpara-
graph.

(ii) Clinical trials
(I) Approved products

The regulations under this subpara-
graph 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.

(IT) Unapproved products

The regulations under this subpara-
graph shall establish whether or not the
results information described in clause
(iii) shall be required for—

(aa) an applicable drug clinical trial
for a drug that is not approved under
section 355 of title 21 and not licensed
under section 262 of this title (whether
approval or licensure was sought or
not); and

(bb) an applicable device clinical
trial for a device that is not cleared
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under section 360(k) of title 21 and not
approved under section 360e or section
360j(m) of title 21 (whether clearance
or approval was sought or not).

(iii) Required elements

The regulations under this subparagraph
shall require, in addition to the elements
described in subparagraph (C), information
within each of the following categories:

(ID) A summary of the clinical trial and
its results that is written in non-tech-
nical, understandable language for pa-
tients, if the Secretary determines that
such types of summary can be included
without being misleading or pro-
motional.

(IT) A summary of the clinical trial and
its results that is technical in nature, if
the Secretary determines that such
types of summary can be included with-
out being misleading or promotional.

(III) The full protocol or such informa-
tion on the protocol for the trial as may
be necessary to help to evaluate the re-
sults of the trial.

(IV) Such other categories as the Sec-
retary determines appropriate.

(iv) Results submission

The results information described in
clause (iii) shall be submitted to the Direc-
tor of NIH for inclusion in the registry and
results data bank as provided by subpara-
graph (E), except that the Secretary shall
by regulation determine—

(I) whether the 1-year period for sub-
mission of clinical trial information de-
scribed in subparagraph (E)(i) should be
increased from 1 year to a period not to
exceed 18 months;

(IT) whether the clinical trial informa-
tion described in clause (iii) should be re-
quired to be submitted for an applicable
clinical trial for which the clinical trial
information described in subparagraph
(C) is submitted to the registry and re-
sults data bank before the effective date
of the regulations issued under this sub-
paragraph; and

(III) in the case when the clinical trial
information described in clause (iii) is
required to be submitted for the applica-
ble clinical trials described in clause
(ii)(II), the date by which such clinical
trial information shall be required to be
submitted, taking into account—

(aa) the certification process under
subparagraph (E)(iii) when approval, li-
censure, or clearance is sought; and

(bb) whether there should be a delay
of submission when approval, licen-
sure, or clearance will not be sought.

(v) Additional provisions

The regulations under this subparagraph
shall also establish—

(I) a standard format for the submis-
sion of clinical trial information under
this paragraph to the registry and re-
sults data bank;

(IT) additional information on clinical
trials and results that is written in non-
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technical, understandable language for
patients;

(ITIT) considering the experience under
the pilot quality control project de-
scribed in paragraph (5)(C), procedures
for quality control, including using rep-
resentative samples, with respect to
completeness and content of clinical
trial information under this subsection,
to help ensure that data elements are
not false or misleading and are non-pro-
motional;

(IV) the appropriate timing and re-
quirements for updates of clinical trial
information, and whether and, if so, how
such updates should be tracked;

(V) a statement to accompany the
entry for an applicable clinical trial
when the primary and secondary out-
come measures for such clinical trial are
submitted under paragraph (4)(A) after
the date specified for the submission of
such information in paragraph (2)(C);
and

(VI) additions or modifications to the
manner of reporting of the data elements
established under subparagraph (C).

(vi) Consideration of World Health Organi-
zation data set

The Secretary shall consider the status
of the consensus data elements set for re-
porting clinical trial results of the World
Health Organization when issuing the reg-
ulations under this subparagraph.

(vii) Public meeting

The Secretary shall hold a public meet-
ing no later than 18 months after Sep-
tember 27, 2007, to provide an opportunity
for input from interested parties with re-
gard to the regulations to be issued under
this subparagraph.

(E) Submission of results information
(i) In general

Except as provided in clauses (iii), (iv),
(v), and (vi) the responsible party for an
applicable clinical trial that is described
in clause (ii) shall submit to the Director
of NIH for inclusion in the registry and re-
sults data bank the clinical trial informa-
tion described in subparagraph (C) not
later than 1 year, or such other period as
may be provided by regulation under sub-
paragraph (D), after the earlier of—

(I) the estimated completion date of
the trial as described in paragraph
@2)(A)(ADD(Gi)); 2 or

(IT) the actual date of completion.

(ii) Clinical trials described

An applicable clinical trial described in
this clause is an applicable clinical trial
subject to—

(I) paragraph (2)(C); and

(IT)(aa) subparagraph (C); or

(bb) the regulations issued under sub-
paragraph (D).

2So in original. The second closing parenthesis probably
should not appear.
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(iii) Delayed submission of results with cer-
tification

If the responsible party for an applicable
clinical trial submits a certification that
clause (iv) or (v) applies to such clinical
trial, the responsible party shall submit to
the Director of NIH for inclusion in the
registry and results data bank the clinical
trial information described in subpara-
graphs (C) and (D) as required under the
applicable clause.

(iv) Seeking initial approval of a drug or
device

With respect to an applicable clinical
trial that is completed before the drug is
initially approved under section 355 of title
21 or initially licensed under section 262 of
this title, or the device is initially cleared
under section 360(k) or initially approved
under section 360e or 360j(m) of title 21, the
responsible party shall submit to the Di-
rector of NIH for inclusion in the registry
and results data bank the clinical trial in-
formation described in subparagraphs (C)
and (D) not later than 30 days after the
drug or device is approved under such sec-
tion 355, licensed under such section 262,
cleared under such section 360(k), or ap-
proved under such section 360e or 360j(m),
as applicable.

(v) Seeking approval of a new use for the
drug or device

(I) In general

With respect to an applicable clinical
trial where the manufacturer of the drug
or device is the sponsor of an applicable
clinical trial, and such manufacturer has
filed, or will file within 1 year, an appli-
cation seeking approval under section
355 of title 21, licensing under section 262
of this title, or clearance under section
360(k), or approval under section 360e or
360j(m) of title 21 for the use studied in
such clinical trial (which use is not in-
cluded in the labeling of the approved
drug or device), then the responsible
party shall submit to the Director of
NIH for inclusion in the registry and re-
sults data bank the clinical trial infor-
mation described in subparagraphs (C)
and (D) on the earlier of the date that is
30 days after the date—

(aa) the new use of the drug or device
is approved under such section 355, li-
censed under such section 262, cleared
under such section 360(k), or approved
under such section 360e or 360j(m);

(bb) the Secretary issues a letter,
such as a complete response letter, not
approving the submission or not clear-
ing the submission, a not approvable
letter, or a not substantially equiva-
lent letter for the new use of the drug
or device under such section 355, 262,
360(k), 360e, or 360j(m); or

(cc) except as provided in subclause
(I1I), the application or premarket no-
tification under such section 355, 262,
360(k), 360e, or 360j(m) is withdrawn
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without resubmission for no less than
210 days.

(IT) Requirement that each clinical trial
in application be treated the same

If a manufacturer makes a certifi-
cation under clause (iii) that this clause
applies with respect to a clinical trial,
the manufacturer shall make such a cer-
tification with respect to each applicable
clinical trial that is required to be sub-
mitted in an application or report for li-
censure, approval, or clearance (under
section 262 of this title or section 355,
360(k), 360e, or 360j(m) of title 21, as ap-
plicable) of the use studied in the clin-
ical trial.

(ITI) Two-year limitation

The responsible party shall submit to
the Director of NIH for inclusion in the
registry and results data bank the clin-
ical trial information subject to sub-
clause (I) on the date that is 2 years
after the date a certification under
clause (iii) was made to the Director of
NIH, if an action referred to in item (aa),
(bb), or (cc) of subclause (I) has not oc-
curred by such date.

(vi) Extensions

The Director of NIH may provide an ex-
tension of the deadline for submission of
clinical trial information under clause (i)
if the responsible party for the trial sub-
mits to the Director a written request that
demonstrates good cause for the extension
and provides an estimate of the date on
which the information will be submitted.
The Director of NIH may grant more than
one such extension for a clinical trial.

(F) Notice to Director of NIH

The Commissioner of Food and Drugs shall
notify the Director of NIH when there is an
action described in subparagraph (E)(iv) or
item (aa), (bb), or (cc) of subparagraph
(E)(v)(I) with respect to an application or a
report that includes a certification required
under paragraph (5)(B) of such action not
later than 30 days after such action.

(G) Posting of data

The Director of NIH shall ensure that the
clinical trial information described in sub-
paragraphs (C) and (D) for an applicable clin-
ical trial submitted in accordance with this
paragraph is posted publicly in the registry
and results database not later than 30 days
after such submission.

(H) Waivers regarding certain clinical trial
results

The Secretary may waive any applicable
requirements of this paragraph for an appli-
cable clinical trial, upon a written request
from the responsible party, if the Secretary
determines that extraordinary cir-
cumstances justify the waiver and that pro-
viding the waiver is consistent with the pro-
tection of public health, or in the interest of
national security. Not later than 30 days
after any part of a waiver is granted, the
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Secretary shall notify, in writing, the appro-
priate committees of Congress of the waiver
and provide an explanation for why the
waiver was granted.

(I) Adverse events
(i) Regulations

Not later than 18 months after Sep-
tember 27, 2007, the Secretary shall by reg-
ulation determine the best method for in-
cluding in the registry and results data
bank appropriate results information on
serious adverse and frequent adverse
events for applicable clinical trials de-
scribed in subparagraph (C) in a manner
and form that is useful and not misleading
to patients, physicians, and scientists.

(ii) Default

If the Secretary fails to issue the regula-
tion required by clause (i) by the date that
is 24 months after September 27, 2007,
clause (iii) shall take effect.

(iii) Additional elements

Upon the application of clause (ii), the
Secretary shall include in the registry and
results data bank for applicable clinical
trials described in subparagraph (C), in ad-
dition to the clinical trial information de-
scribed in subparagraph (C), the following
elements:

(I) Serious adverse events

A table of anticipated and unantici-
pated serious adverse events grouped by
organ system, with number and fre-
quency of such event in each arm of the
clinical trial.

(II) Frequent adverse events

A table of anticipated and unantici-
pated adverse events that are not in-
cluded in the table described in sub-
clause (I) that exceed a frequency of 5
percent within any arm of the clinical
trial, grouped by organ system, with
number and frequency of such event in
each arm of the clinical trial.

(iv) Posting of other information

In carrying out clause (iii), the Sec-
retary shall, in consultation with experts
in risk communication, post with the ta-
bles information to enhance patient under-
standing and to ensure such tables do not
mislead patients or the lay public.

(v) Relation to subparagraph (C)

Clinical trial information included in the
registry and results data bank pursuant to
this subparagraph is deemed to be clinical
trial information included in such data
bank pursuant to subparagraph (C).

(4) Additional submissions of clinical trial in-

formation
(A) Voluntary submissions

A responsible party for a clinical trial that
is not an applicable clinical trial, or that is
an applicable clinical trial that is not sub-
ject to paragraph (2)(C), may submit com-
plete clinical trial information described in
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paragraph (2) or paragraph (3) provided the
responsible party submits clinical trial in-
formation for each applicable clinical trial
that is required to be submitted under sec-
tion 262 of this title or under section 355,
360(k), 360e, or 360j(m) of title 21 in an appli-
cation or report for licensure, approval, or
clearance of the drug or device for the use
studied in the clinical trial.

(B) Required submissions

(i) In general

Notwithstanding paragraphs (2) and (3)
and subparagraph (A), in any case in which
the Secretary determines for a specific
clinical trial described in clause (ii) that
posting in the registry and results data
bank of clinical trial information for such
clinical trial is necessary to protect the
public health—

(I) the Secretary may require by noti-
fication that such information be sub-
mitted to the Secretary in accordance
with paragraphs (2) and (3) except with
regard to timing of submission;

(IT) unless the responsible party sub-
mits a certification under paragraph
(3)(E)(iii), such information shall be sub-
mitted not later than 30 days after the
date specified by the Secretary in the
notification; and

(IIT) failure to comply with the re-
quirements under subclauses (I) and (II)
shall be treated as a violation of the cor-
responding requirement of such para-
graphs.

(ii) Clinical trials described

A clinical trial described in this clause
is—

(I) an applicable clinical trial for a
drug that is approved under section 355
of title 21 or licensed under section 262 of
this title or for a device that is cleared
under section 360(k) of title 21 or ap-
proved under section 360e or section
360j(m) of title 21, whose completion date
is on or after the date 10 years before
September 27, 2007; or

(IT) an applicable clinical trial that is
described by both by3 paragraph (2)(C)
and paragraph (3)(D)(ii)(I1)).4

(C) Updates to clinical trial data bank
(i) Submission of updates

The responsible party for an applicable
clinical trial shall submit to the Director
of NIH for inclusion in the registry and re-
sults data bank updates to reflect changes
to the clinical trial information submitted
under paragraph (2). Such updates—

(I) shall be provided not less than once
every 12 months, unless there were no
changes to the clinical trial information
during the preceding 12-month period;

(IT) shall include identification of the
dates of any such changes;

(ITT) not later than 30 days after the re-
cruitment status of such clinical trial
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changes, shall include an update of the
recruitment status; and
(IV) not later than 30 days after the
completion date of the clinical trial,
shall include notification to the Director
that such clinical trial is complete.
(ii) Public availability of updates

The Director of NIH shall make updates
submitted under clause (i) publicly avail-
able in the registry data bank. Except with
regard to overall recruitment status, indi-
vidual site status, location, and contact
information, the Director of NIH shall en-
sure that updates to elements required
under subclauses (I) to (V) of paragraph
(2)(A)(ii) do not result in the removal of
any information from the original submis-
sions or any preceding updates, and infor-
mation in such databases is presented in a
manner that enables users to readily ac-
cess each original element submission and
to track the changes made by the updates.
The Director of NIH shall provide a link
from the table of primary and secondary
outcomes required under paragraph
(3)(C)(ii) to the tracked history required
under this clause of the primary and sec-
ondary outcome measures submitted under
paragraph (2)(A)Ai)D D).

(5) Coordination and compliance

(A) Clinical trials supported by grants from
Federal agencies
(i) Grants from certain Federal agencies

If an applicable clinical trial is funded in
whole or in part by a grant from any agen-
cy of the Department of Health and
Human Services, including the Food and
Drug Administration, the National Insti-
tutes of Health, or the Agency for
Healthcare Research and Quality, any
grant or progress report forms required
under such grant shall include a certifi-
cation that the responsible party has made
all required submissions to the Director of
NIH under paragraphs (2) and (3).

(ii) Verification by Federal agencies

The heads of the agencies referred to in
clause (i), as applicable, shall verify that
the clinical trial information for each ap-
plicable clinical trial for which a grantee
is the responsible party has been sub-
mitted under paragraphs (2) and (3) before
releasing any remaining funding for a
grant or funding for a future grant to such
grantee.

(iii) Notice and opportunity to remedy

If the head of an agency referred to in
clause (i), as applicable, verifies that a
grantee has not submitted clinical trial in-
formation as described in clause (ii), such
agency head shall provide notice to such
grantee of such non-compliance and allow
such grantee 30 days to correct such non-
compliance and submit the required clin-
ical trial information.

(iv) Consultation with other Federal agen-

380 in original.
4So in original. The second closing parenthesis probably
should not appear.
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(I) consult with other agencies that
conduct research involving human sub-
jects in accordance with any section of
part 46 of title 45, Code of Federal Regu-
lations (or any successor regulations), to
determine if any such research is an ap-
plicable clinical trial; and

(IT) develop with such agencies proce-
dures comparable to those described in
clauses (i), (ii), and (iii) to ensure that
clinical trial information for such appli-
cable clinical trial is submitted under
paragraphs (2) and (3).

(B) Certification to accompany drug, biologi-
cal product, and device submissions

At the time of submission of an applica-
tion under section 355 of title 21, section 360e
of title 21, section 360j(m) of title 21, or sec-
tion 262 of this title, or submission of a re-
port under section 360(k) of title 21, such ap-
plication or submission shall be accom-
panied by a certification that all applicable
requirements of this subsection have been
met. Where available, such certification
shall include the appropriate National Clin-
ical Trial control numbers.

(C) Quality control
(i) Pilot quality control project

Until the effective date of the regula-
tions 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 de-
termine 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). The Secretary
shall use the publicly available informa-
tion described in paragraph (3)(A) and any
other information available to the Sec-
retary about applicable clinical trials to
verify the accuracy of the clinical trial in-
formation submitted under paragraph
3)(©C).

(ii) Notice of compliance

If the Secretary determines that any
clinical trial information was not sub-
mitted as required under this subsection,
or was submitted but is false or misleading
in any particular, the Secretary shall no-
tify the responsible party and give such
party an opportunity to remedy such non-
compliance by submitting the required re-
vised clinical trial information not later
than 30 days after such notification.

(D) Truthful clinical trial information

(i) In general

The clinical trial information submitted
by a responsible party under this sub-
section shall not be false or misleading in
any particular.
(ii) Effect

Clause (i) shall not have the effect of—

(I) requiring clinical trial information
with respect to an applicable clinical
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trial to include information from any
source other than such clinical trial in-
volved; or

(IT) requiring clinical trial information
described in paragraph (3)(D) to be sub-
mitted for purposes of paragraph (3)(C).

(E) Public notices
(i) Notice of violations

If the responsible party for an applicable
clinical trial fails to submit clinical trial
information for such clinical trial as re-
quired under paragraphs (2) or (3), the Di-
rector of NIH shall include in the registry
and results data bank entry for such clin-
ical trial a notice—

(I) that the responsible party is not in
compliance with this chapter by—
(aa) failing to submit required clin-
ical trial information; or
(bb) submitting false or misleading
clinical trial information;

(IT) of the penalties imposed for the
violation, if any; and

(ITI) whether the responsible party has
corrected the clinical trial information
in the registry and results data bank.

(ii) Notice of failure to submit primary and
secondary outcomes

If the responsible party for an applicable
clinical trial fails to submit the primary
and secondary outcomes as required under
section 2(A)({i)(I)(1]),> the Director of NIH
shall include in the registry and results
data bank entry for such clinical trial a
notice that the responsible party is not in
compliance by failing to register the pri-
mary and secondary outcomes in accord-
ance with this chapter, and that the pri-
mary and secondary outcomes were not
publicly disclosed in the database before
conducting the clinical trial.

(iii) Failure to submit statement

The notice under clause (i) for a viola-
tion described in clause (i)(I)(aa) shall in-
clude the following statement: ‘““The entry
for this clinical trial was not complete at
the time of submission, as required by law.
This may or may not have any bearing on
the accuracy of the information in the
entry.”.

(iv) Submission of false information state-
ment

The notice under clause (i) for a viola-
tion described in clause (i)(I)(bb) shall in-
clude the following statement: ‘““The entry
for this clinical trial was found to be false
or misleading and therefore not in compli-
ance with the law.”.

(v) Non-submission of statement

The notice under clause (ii) for a viola-
tion described in clause (ii) shall include
the following statement: ‘“The entry for
this clinical trial did not contain informa-
tion on the primary and secondary out-

580 in original. Probably  should be “‘paragraph
@)A)ANMAD,”.



§ 282 TITLE 42—THE PUBLIC HEALTH AND WELFARE Page 636

comes at the time of submission, as re-
quired by law. This may or may not have
any bearing on the accuracy of the infor-
mation in the entry.”.

(vi) Compliance searches

The Director of NIH shall provide that
the public may easily search the registry
and results data bank for entries that in-
clude notices required under this subpara-
graph.

(6) Limitation on disclosure of clinical trial in-
formation

(A) In general

Nothing in this subsection (or under sec-
tion 552 of title 5) shall require the Sec-
retary to publicly disclose, by any means
other than the registry and results data
bank, information described in subparagraph
(B).

(B) Information described

Information described in this subpara-
graph is—

(i) information submitted to the Direc-
tor of NIH under this subsection, or infor-
mation of the same general nature as (or
integrally associated with) the informa-
tion so submitted; and

(ii) information not otherwise publicly
available, including because it is protected
from disclosure under section 552 of title 5.

(7) Authorization of appropriations

There are authorized to be appropriated to
carry out this subsection $10,000,000 for each
fiscal year.

(k) Day care for children of employees

(1) The Director of NIH may establish a pro-
gram to provide day care services for the em-
ployees of the National Institutes of Health
similar to those services provided by other Fed-
eral agencies (including the availability of day
care service on a 24-hour-a-day basis).

(2) Any day care provider at the National In-
stitutes of Health shall establish a sliding scale
of fees that takes into consideration the income
and needs of the employee.

(3) For purposes regarding the provision of day
care services, the Director of NIH may enter
into rental or lease purchase agreements.

(1) Council of Councils
(1) Establishment

Not later than 90 days after January 15, 2007,
the Director of NIH shall establish within the
Office of the Director an advisory council to
be known as the ‘‘Council of Councils’ (re-
ferred to in this subsection as the ‘‘Council’’)
for the purpose of advising the Director on
matters related to the policies and activities
of the Division of Program Coordination,
Planning, and Strategic Initiatives, including
making recommendations with respect to the
conduct and support of research described in
subsection (b)(7).

(2) Membership
(A) In general

The Council shall be composed of 27 mem-
bers selected by the Director of NIH with ap-
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proval from the Secretary from among the
list of nominees under subparagraph (C).

(B) Certain requirements

In selecting the members of the Council,
the Director of NIH shall ensure—
(i) the representation of a broad range of
disciplines and perspectives; and
(ii) the ongoing inclusion of at least 1
representative from each national research
institute whose budget is substantial rel-
ative to a majority of the other institutes.

(C) Nomination

The Director of NIH shall maintain an up-
dated list of individuals who have been nom-
inated to serve on the Council, which list
shall consist of the following:

(i) For each national research institute
and national center, 3 individuals nomi-
nated by the head of such institute or cen-
ter from among the members of the advi-
sory council of the institute or center, of
which—

(I) two shall be scientists; and

(IT) one shall be from the general pub-
lic or shall be a leader in the field of pub-
lic policy, law, health policy, economics,
or management.

(ii) For each office within the Division of
Program Coordination, Planning, and
Strategic Initiatives, 1 individual nomi-
nated by the head of such office.

(iii) Members of the Council of Public
Representatives.

(3) Terms
(A) In general

The term of service for a member of the
Council shall be 6 years, except as provided
in subparagraphs (B) and (C).

(B) Terms of initial appointees

Of the initial members selected for the
Council, the Director of NIH shall des-
ignate—

(i) nine for a term of 6 years;
(ii) nine for a term of 4 years; and
(iii) nine for a term of 2 years.

(C) Vacancies

Any member appointed to fill a vacancy
occurring before the expiration of the term
for which the member’s predecessor was ap-
pointed shall be appointed only for the re-
mainder of that term. A member may serve
after the expiration of that member’s term
until a successor has taken office.

(m) National Institutes of Health Strategic Plan

(1) In general

Not later than 2 years after December 13,
2016, and at least every 6 years thereafter, the
Director of the National Institutes of Health
shall develop and submit to the appropriate
committees of Congress and post on the Inter-
net website of the National Institutes of
Health, a coordinated strategy (to be known as
the ‘‘National Institutes of Health Strategic
Plan’’) to provide direction to the biomedical
research investments made by the National
Institutes of Health, to facilitate collabora-





