Agency

FDA

NIH

Which studies must be
Who is the Responsible party? registered on
clinicaltrials.gov?

The sponsor of the clinical
trial, or the principal
investigator (PI) of such clinical
trial if so designated by the
sponsor, grantee, contractor,
or awardee (so long as the PI is
responsible for conducting the
trial, has access to and control
over the data from the clinical
trial, has the right to publish
the results of the trial, and has
the ability to meet all of the
FDA’s requirements for
submission of clinical trial
information)

The awardee or the
investigator

Interventional studies (with
one or more arms) of
drugs, biological products,
or devices that are subject
to FDA regulation, meaning
that the trial has one or
more sites in the U.S.,
involves a drug, biologic, or
device that is
manufactured in the U.S.
(or its territories), or is
conducted under and
investigational new drug
application (IND) or
investigational device
exemption (IDE).
Study where one or more
human subjects are
prospectively assigned to
one or more interventions
(which may include placebo
or other control) to
evaluate the effects of
those interventions on
health‐related biomedical
or behavioral outcomes. A
copy of the informed
consent form must also be
posted.

Must a copy of the
informed consent
be posted to a
public web site?

What is the deadline
for registering a study
at ClinicalTrials.gov ?

Yes, if the FDA
regulated study is
federally funded

21 days after
enrollment of first
subject

Yes

The study must be
registered 21 days after
enrollment of first
subject. The informed
consent must be posted
after the clinical trial is
closed to recruitment,
and no later than 60
days after the last study
visit by any subject.

what is the deadline
for posting a copy of
the informed consent
form to a public
website?

Must results be
reported in the
ClinicalTrials.gov
record?

What is the penalty
for not registering
the study?

When must results be
submitted to the
ClinicalTrials.gov
record?

after the clinical trial is
closed to recruitment,
and no later than 60
days after the last
study visit by any
subject
Yes

No later than 1 year
after the completion
date (referred to as
the "primary
Initial $11,569 fine
completion date") of
and a $11,569 per day the clinical trial, which
fine for the duration is defined as the date
of the violation. May of final data collection
for the primary
also include
outcome measure
sanctions.

after the clinical trial is
closed to recruitment,
and no later than 60
days after the last
study visit by any
subject
Yes

Not later than 1 year
after the completion
date (referred to as
the "primary
completion date") of
the clinical trial, which
is defined as the date
Termination of
award, suspension of of final data collection
for the primary
award, withholding
future funding
outcome measure

ICMJE

Other
Federally
Funded
Studies

The ICMJE expects the authors to
ensure that the study is
registered appropriately. If it is
unclear who is responsible for
registering an applicable clinical
trial, investigators should consult
with the sponsor, funding agency,
and/or other study investigators
to define who the responsible
party will be.

The awardee or the Federal
department or agency
component conducting the trial

Any research study that
prospectively assigns human
participants or groups of
humans to one or more
health‐related interventions
to evaluate the effects on
health outcomes. Health‐
related interventions include
any intervention used to
modify a biomedical or health‐
related outcome (for example,
drugs, surgical procedures,
devices, behavioral
No (as long as the
treatments, dietary
interventions, and process‐of‐ study is not federally
funded)
care changes)

N/A

At or before the time of
first patient enrollment

Yes, if the study is a
clinical trial (a research
study in which one or
more human subjects
are prospectively
assigned to one or
more interventions,
which may include
placebo or other
control, to evaluate
the effects of the
interventions on
added biomedical or
behavioral health‐
related outcomes. )
N/A

N/A

No, but ICMJE
encourages registry
results reporting
even when not
required

after the clinical trial is
closed to recruitment,
and no later than 60
days after the last
study visit by any
N/A
subject

Not later than 1 year
after the completion
date (referred to as the
"primary completion
date") of the clinical trial,
which is defined as the
date of final data
Inability to publish in a collection for the primary
outcome measure
prominent journal

N/A

N/A

