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DISCLAIMER

This presentation represents the professional opinions of the contributors, based on their
experience up to the present, April 2025. While every effort has been made to ensure accuracy,

this content should not be considered definitive, and it is not intended to replace primary
sources for ClinicalTrials.gov requirements.
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GOT FEEDBACK!?

mHelp us Improve these materials by
answering our anonymous 2-guestion
survey.
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https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
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HOW TO READ THIS PRESENTATION’S SPEAKERS NOTES VIA USE OF

A STANDARD SCREEN READER

= Mac
®  On the slide, press Shift+F6 until you hear: "Notes pane.”

= |n the Notes Pane, press Control+Command+Right arrow key. You hear "Edit text, insertion at
beginning of text," followed by the speaker notes text.

= Windows
" |n the Normal view, press F6 until you hear: "Thumbnails."

®  Press the Up or Down arrow key until you hear the title or number of the slide and its position
in the list of slides. If there are speaker notes on the slide, you hear: “Has notes.”

= To display the Notes pane, press Alt+W, P, N.
®  Press F6 until you hear “Slide notes,” and then press the SR key+R to listen to the note.
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AGENCIES REQUIRING REGISTRATION

" Department of Health and Human Services

® Law: Food and Drug Administration (FDA), National Institute of Health (NIH),
World Health Organization (WHO)

= Funding Agency: NIH, Patient-Centered Outcomes Research Institute (PCORI)
= Billing: Centers for Medicare & Medicaid Services (CMS)

= Publishers: International Committee of Medical Journal Editors (ICMJE)

= International: World Health Organization (WHO)

= Scientific, ethical and moral responsibility
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Presenter Notes
Presentation Notes
FDA – Food and Drug Administration
NIH – National Institutes of Health
WHO – World Health Organization
PCORI – Patient-Centered Outcomes Research Institute
CMS – Centers for Medicare & Medicaid Services
ICMJE – International Committee of Medical Journal Editors


DETERMINING IF REGISTRATION IS REQUIRED

= Must evaluate requirements from ALL agencies to make final
determination
= The following slides will help identify under which agency’s definition
registration is required

Is it a “Clinical Trial”? (Broadest Definition)

“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.” WHO
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Presenter Notes
Presentation Notes
Biomedical defined: relating to both biology and medicine


FDA DEFINITION:

APPLICABLE CLINICAL TRIALS (ACT)

= |dentifying an ACT under FDAAA 801 (nih.gov) and Final Rule (42 CFR part 11)

= Controlled clinical investigations (drug and biologic)
® Not including: Phase 1 for applicable drug study
" FDA-regulated medical devices
" Including: Pediatric post market surveillance of a device

® Not including: Device Feasibility or clinical trials to test prototype devices

Statute requirement September 27, 2007 and effective January 18, 2017
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Presenter Notes
Presentation Notes
FADAA 801 ACTs, as defined in section 402(j) of the PHS Act, include the following:
Controlled clinical investigations (other than phase 1 investigations) of any U.S. Food and Drug Administration (FDA)-regulated drug or biological product for any disease or condition

Certain studies of FDA-regulated medical devices, excluding small clinical trials to determine feasibility and certain clinical trials to test prototype devices, but including FDA-required pediatric postmarket surveillances of a device product

Resource: FDAAA 801 and the Final Rule - ClinicalTrials.gov, Checklist June Version (v5) (clinicaltrials.gov)


https://grants.nih.gov/ClinicalTrials_fdaaa/docs/Flow_chart-ACT_only.pdf

FDA DEFINITION: ACT

CONTINUED FROM PREVIOUS SLIDE

® Interventional studies (with one or more arms) of FDA-regulated drug, biological, or
device products that meet one of the following conditions:

= The trial has one or more sites in the United States

" The trial is conducted under an FDA investigational new drug application or investigational device

exemption

= The trial involves a drug, biological, or device product that is manufactured in the United States or
its territories and is exported for research

m Checklist for ACT - Checklist June Version (v5) (clinicaltrials.gov)

Statute requirement September 27, 2007 and effective January 18, 2017
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Presenter Notes
Presentation Notes
FADAA 801 ACTs, as defined in section 402(j) of the PHS Act, include the following:
Controlled clinical investigations (other than phase 1 investigations) of any U.S. Food and Drug Administration (FDA)-regulated drug or biological product for any disease or condition

Certain studies of FDA-regulated medical devices, excluding small clinical trials to determine feasibility and certain clinical trials to test prototype devices, but including FDA-required pediatric postmarket surveillances of a device product

Resource: FDAAA 801 and the Final Rule - ClinicalTrials.gov, Checklist June Version (v5) (clinicaltrials.gov)


https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf

FDA DETERMINATION EDA

To determine if the study must comply with FDA registration requirements, answer the following questions.
If the responses are all "Yes", the study must comply with FDA requirements. If any of the questions are
"No" move on to the next agency to evaluate the study.

1. Does the study in any way involve the use of any drugs, biologics or devices (with or without an IND/IDE?)
1. No-—proceed to NIH section
2.  Applicable Clinical Trial if answer to all 4 following questions is "yes"
1. Isthe study interventional (a clinical trial), as defined by FDA?
2. Do ANY of the following apply:
a) Atlease one location in US?
b) IND or IDE?
c) Drug, biological or device product manufactured in US and exported for a study in another country
Does the study evaluate™ at least one drug, biological, or device product regulated by the U.S. FDA?
4. Is the study NOT a preliminary (Phase 1) or small feasibility study?
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NIH DEFINITION: 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 those interventions on health-related biomedical or behavioral outcomes.

NIH definition of "clinical trial” is broader than the
term "applicable clinical trial" used by the FDA.

Helpful TIP: To confirm if your study requires registration/results you can refer to section 4 of
your most recent NOA (Notice of Award). The Clinical Trials indicator will say “Yes” or “No”
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Presenter Notes
Presentation Notes
Resource: NIH's Definition of a Clinical Trial | grants.nih.gov


NIH Determination

" |s study funded, in part or whole, by the NIH?

= Does your study meet the NIH definition of clinical trial?
* Includes Phase 1 trials of FDA-regulated drugs, biological products, small feasibility studies of FDA-
regulated device products, and studies of any intervention not regulated by the FDA, e.g., social or
behavioral interventions

1. Does the study involve human participants?

Are the participants prospectively assigned to an intervention?

3. Is the study designed to evaluate the effect of the intervention on the
participants?

4. s the effect being evaluated a health-related biomedical or behavioral outcome?

N
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Presenter Notes
Presentation Notes
Is your study funded, in part or wholly, by the NIH? Includes any NIH agency or through federal subcontract with a university, institution or organization. 
If no, proceed to CMS section.
If yes, answer the following question. 
Does your study meet the NIH definition of clinical trial?  If Yes, you are required to post your study on clinicaltrials.gov. If No, proceed to CMS section.
The NIH definition of a "clinical trial" is "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 those interventions on health-related biomedical or behavioral outcomes."  This definition encompasses phase 1 trials of FDA-regulated drug and biological products, small feasibility studies of FDA-regulated device products, and studies of any intervention not regulated by the FDA, e.g., behavioral interventions.  

To confirm if your study requires registration/results you can refer to section 4 of your most recent NOA (Notice of Award). The Clinical Trials indicator will say “Yes” or “No”

Does not apply to a clinical trial that uses NIH-supported infrastructure which does not receive NIH funds to support its conduct


CMS DEFINITION: QUALIFIED CLINICAL TRIAL

" The investigational item or service falls within a Medicare benefit category.

® The trial must have therapeutic intent.

= Trials of therapeutic interventions must enroll patients with diagnosed disease rather than healthy
volunteers. Trials of diagnostic interventions may enroll healthy patients to have a proper control group.

= Automatically Qualified:

® Trials funded or supported by centers or cooperative groups that are funded by NIH, CDC, AHRQ,
CMS, DOD, and VA;

" Trials conducted under an IND reviewed by the FDA; and
® Drug trial is exempt from an IND under 21 CFR 312.2(b)(1).

See Link for Medicare Learning Network (MLN) Matters

LINICAL TRIALS * -
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Presenter Notes
Presentation Notes
Does the study involve patient billing and is considered a qualified clinical trial per CMS?
If No-proceed to ICMJE section.

Resource: NCD - Routine Costs in Clinical Trials (310.1) (cms.gov)

https://urldefense.com/v3/__http:/www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/SE1344.pdf__;!!Eh6P0A!WCVZC17Ti1zlMCDLVa12me6a5ffEDeZ2WPTrBuRJYhW9BAOMK_LiMWk1Wf-9eD9SJrXgP9XBi_F_ybXqEkmIUtnXBICLSDKR6qqTXn8$

CMS Determination @S

= |s your study a clinical trial? (NIH definition)

=  Will study render claims for items & services to CMS?

Coverage Analysis = CMS determination
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Presenter Notes
Presentation Notes
 
Will the study render claims for items and services to CMS? (You will need to consult with your financial/grants/contracts team to learn this information.)

If no, proceed to ICMJE section. 
If yes, answer questions 1-3 (CMS Section A) 

CMS Section A: If answer to all 3 questions is “yes,” go to CMS Section B. If answer “no” to any, proceed to ICMJE section.
Is the study’s purpose to evaluate an item/service that Medicare or other insurers normally cover? Yes or No
Does the study have therapeutic intent? Yes or No
Does the trial enroll participants with diagnosed disease (not only healthy volunteers)? Yes or No
 
Is the study funded by NIH, CDC, AHRQ, CMS, DoD or VA? Yes or No
 
CMS Section C: If answer to all 6 questions is “yes,” register study. If answer to any is “no”, proceed to ICMJE section.
Is the study purpose to test whether the intervention potentially improves participant health outcomes? Yes or No
Is the trial well supported by available scientific/medical information or intended to clarify/establish health outcomes of interventions already in common use? Yes or No


ICMJE DEFINITION: CLINICAL 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: Intervention used to modify a biomedical or health-related outcome;
examples include drugs, surgical procedures, devices, behavioral treatments, educational
programs, dietary interventions, quality improvement interventions, and process-of-care changes.

" Health outcomes: any biomedical or health-related measures obtained in patients or participants,
including pharmacokinetic measures and adverse events.

LINICAL TRIALS
Eg‘; STRATION AND RESULTS REPORTING

1
KFORCE

A0

2


Presenter Notes
Presentation Notes
Are there intentions to publish?
If No-proceed to WHO and VA section.

Resource: ICMJE | Recommendations | Clinical Trials


ICMJE Determination |CMJE

* |Intend to publish in a Journals stating that they follow the ICMJE Recommendations?

List of ICMJE journals:

* Does your study meet the ICMJE definition of clinical trial?

Some journals follow ICMJE recommendations, but have never requested listing.

Confirm with ALL journals you MIGHT want to consider for publication.
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Presenter Notes
Presentation Notes
It is recommended that you confirm the requirements of several of the intended journals. This will ensure that if a manuscript is not accepted for publication with the first choice, there is already awareness of the requirements of the second and third choice. 

http://www.icmje.org/journals-following-the-icmje-recommendations/
http://www.icmje.org/journals-following-the-icmje-recommendations/
http://www.icmje.org/journals-following-the-icmje-recommendations/

WHO AND VA ORD DEFINITION: CLINICAL 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.

® Clinical trials may also be referred to as interventional trials.

" |nterventions include but are not restricted to drugs, cells and other biological
products, surgical procedures, radiologic procedures, devices, behavioral

treatments, process-of-care changes, preventive care, etc. This definition includes
Phase | to Phase IV trials.
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Presenter Notes
Presentation Notes
Is the study conducted internationally or at a Veterans Administration facility? 
If No-proceed to Other Funding Agencies and Collaborators section.

Resource: Clinical trials (who.int)


WHO and VA Determination

= Does your study meet the WHO definition of clinical trial?

= Are there any regulatory, legal, ethical, funding or other requirements for oversight
and conduct of clinical trials to which you must comply? (Country specific)

= The Declaration of Helsinki
= "Every clinical trial must be registered in a publicly accessible database before

recruitment of the first subject”.

The registration of all interventional trials is a scientific, ethical and moral responsibility.

WHO trial registration link
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Presenter Notes
Presentation Notes
WHO defines a clinical trial is 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. Interventions include but are not restricted to drugs, cells and other biological products, surgical procedures, radiologic procedures, devices, behavioral treatments, process-of-care changes, preventive care, etc. This definition includes Phase I to Phase IV trials.

WHO requirements for transparency and publication span multiple countries and include all US agencies. 


http://www.who.int/clinical-trials-registry-platform/network/trial-registration

FUNDING AGENCIES AND COLLABORATORS MAY

HAVE REQUIREMENTS TOOQO!

= Patient-Centered Outcomes Research Institute (PCORI) z

® PCORI-funded studies, including: Take
Not,

® Observational comparative effectiveness studies

= Registries

® (Clinical Trials
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Presenter Notes
Presentation Notes
Are there any other requirements from the funding agency or other collaborators?
If no, registration may not be required. 

Reporting | PCORI



PCORI Determination

= |s the study PCORI funded/supported?

" |sitaClinical Trial OR Observational OR Patient Registry?

Registration is required by PCORI regardless of study type.

Reporting for PCORI | pcori.org
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https://www.pcori.org/funding-opportunities/applicant-and-awardee-resources/awardee-resources/reporting
https://www.pcori.org/funding-opportunities/applicant-and-awardee-resources/awardee-resources/reporting
https://www.pcori.org/funding-opportunities/applicant-and-awardee-resources/awardee-resources/reporting
https://www.pcori.org/funding-opportunities/applicant-and-awardee-resources/awardee-resources/reporting

NIH DEFINITION OF CLINICAL TRIAL CASE STUDIES

The sample case studies provided on the next slides are designed to help you identify whether your study would be
considered by NIH to be a clinical trial. Please note that NIH expect the case studies and related guidance to evolve over

the upcoming year. For continuity and ease of reference, case studies will retain their original numbering and will not be
renumbered if cases are revised or removed.

The simplified case studies apply the following four questions to determine whether NIH would consider the research study to be a
clinical trial:

= Does the study involve human participants?

=  Are the participants prospectively assigned to an intervention?

= Is the study designed to evaluate the effect of the intervention on the participants?
= |s the effect being evaluated a health-related biomedical or behavioral outcome?

If the answer to all four questions is “yes,” then the clinical study would be considered a clinical trial according to the NIH definition.

LINICAL TRIALS
EGIS RATION AND RESULTS REPORTING
ASKFORCE

NIH Definition of Clinical Trial Case Studies | grants.nih.gov

A0

2



Presenter Notes
Presentation Notes
NIH Definition of Clinical Trial Case Studies | grants.nih.gov

https://grants.nih.gov/policy/clinical-trials/case-studies.htm#collapseS2_top


https://grants.nih.gov/policy/clinical-trials/case-studies.htm

(CASE #1) THE STUDY INVOLVES THE RECRUITMENT OF RESEARCH PARTICIPANTS WHO

ARE RANDOMIZED TO RECEIVE ONE OF TWO APPROVED DRUGS. IT IS DESIGNED TO
COMPARE THE EFFECTS OF THE DRUGS ON THE BLOOD LEVEL OF A PROTEIN.

Does the study involve human participants?

" Yes, the study involves human participants.

Are the participants prospectively assigned to an intervention?
" Yes, the participants are prospectively assigned to receive an intervention, one of two drugs.
= |s the study designed to evaluate the effect of the intervention on the participants?

" Yes, the study is designed to evaluate the effect of the drugs on the level of the protein in the
participants’ blood.

Is the effect being evaluated a health-related biomedical or behavioral outcome?
" Yes, the effect being evaluated, the level of a protein, is a health-related biomedical outcome.

This is a clinical trial
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Presenter Notes
Presentation Notes
Reference Case study #1 https://grants.nih.gov/policy/clinical-trials/case-studies.htm#collapse1


(CASE #7A) THE STUDY INVOLVES THE RECRUITMENT OF RESEARCH PARTICIPANTS
WITH DISEASE X TO TEST AN INVESTIGATIONAL INVITRO DIAGNOSTIC DEVICE (IVD). IT

IS DESIGNED TO EVALUATE THE ABILITY OF THE DEVICE TO MEASURE THE LEVEL OF AN
ANTIBODY IN BLOOD.

= Does the study involve human participants?
= Yes, the study involves human participants.

= Are the participants prospectively assigned to an intervention?

= No, in this context the IVD would not be considered an intervention. The IVD is being used to
test its ability to measure antibody levels, but not to test its effects on any health-
related biomedical or behavioral outcomes.

This is not a clinical trial
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Presenter Notes
Presentation Notes
For more case studies: NIH Definition of Clinical Trial Case Studies | grants.nih.gov
Reference Case study #7a https://grants.nih.gov/policy/clinical-trials/case-studies.htm#collapse7a


(CASE# 7B) THE STUDY INVOLVES THE RECRUITMENT OF RESEARCH PARTICIPANTS WITH DISEASE
XTOTEST AN INVESTIGATIONAL INVITRO DIAGNOSTIC DEVICE (IVD).THE STUDY IS DESIGNED

TO EVALUATE HOW KNOWLEDGE OF CERTAIN ANTIBODY LEVELS IMPACTS CLINICAL

MANAGEMENT OF DISEASE.
Does the study involve human participants?

" Yes, the study involves human participants.

Are the participants prospectively assigned to an intervention?

" Yes, the participants are prospectively assigned to an intervention, measurement of an
antibody level, with the idea that knowledge of that antibody level might affect clinical management.

Is the study designed to evaluate the effect of the intervention on the participants?

" Yes, the study is designed to evaluate how knowledge of the level of an antibody might inform
treatment.

Is the effect being evaluated a health-related biomedical or behavioral outcome?

" Yes, the effect being measured, how blood antibody levels inform treatment, is a health-related

outcome. .. . . )
This is a clinical trial
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Presenter Notes
Presentation Notes
For more case studies: NIH Definition of Clinical Trial Case Studies | grants.nih.gov
Reference Case study #7b https://grants.nih.gov/policy/clinical-trials/case-studies.htm#collapse7b



BASIC EXPERIMENTAL STUDIES INVOLVING HUMANS (BESH)

®  Basic experimental studies involving humans (BESH) are studies that meet both the definition of basic
research and the NIH definition of a clinical trial. BESH therefore are subject to NIH clinical trials
policies such as registration and results reporting.

= All BESH meet the NIH definition of a clinical trial. But not all clinical trials are BESH.

Basic Experimental Studies Involving Humans (BESH) | grants.nih.gov
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https://grants.nih.gov/policy/clinical-trials/glossary-ct.htm#BasicExperimentalStudieswithHumans
https://grants.nih.gov/policy/clinical-trials/glossary-ct.htm#BasicExperimentalStudieswithHumans
https://grants.nih.gov/grants/glossary.htm#BasicResearch
https://grants.nih.gov/grants/glossary.htm#BasicResearch
https://grants.nih.gov/grants/glossary.htm#ClinicalTrial
https://grants.nih.gov/policy/clinical-trials/besh.htm
https://grants.nih.gov/policy/clinical-trials/besh.htm
https://grants.nih.gov/policy/clinical-trials/besh.htm

(CASE #9) THE STUDY INVOLVES THE RECRUITMENT OF HEALTHY VOLUNTEERS WHO WILL BE
RANDOMIZED TO DIFFERENT DURATIONS OF SLEEP DEPRIVATION(INCLUDING NO SLEEP

DEPRIVATION AS A CONTROL) AND WHO WILL HAVE STRESS HORMONE LEVELS MEASURED. IT IS
DESIGNED TO DETERMINEWHETHER THE LEVELS OF STRESS HORMONES IN BLOOD RISE IN
RESPONSE TO DIFFERENT DURATIONS OF SLEEP DEPRIVATION.

Does the study involve human participants?

= Yes, the healthy volunteers are human participants.

Are the participants prospectively assigned to an intervention?

= Yes, the participants are prospectively assigned to an intervention, different durations of sleep deprivation followed by a
blood draw.

Is the study designed to evaluate the effect of the intervention on the participants?
= Yes, the study is designed to measure the effect of different durations of sleep deprivation on stress hormone levels.

Is the effect being evaluated a health-related biomedical or behavioral outcome?
= Yes, the effect being evaluated, stress hormone levels, is a health-related biomedical outcome.

This is a basic experimental study involving humans
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REQUIREMENTS FOR RESULTS REPORTING




WHICH STUDIES REQUIRE RESULTS

ACTs (FDA), All ORD-funded clinical trials (VA), PCORI funded and all clinical trials funded in whole or in

part (Initial or competing renewals), after January 17, 2017 (NIH) must report results after meeting the
following criteria:

= No later than 12 months after Primary Completion Date for Primary outcome measures.

o If there are multiple primary outcome measures, base the time frame for reporting on the later
date

= No later than 12 months after Completion Date for each outcome measure for Secondary outcome
measures

o The 12 month time frame for reporting is based on each individual/separate outcome measure,
not just the last date of the last collected outcome measure.

ACLINICAL TRIALS
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Presenter Notes
Presentation Notes
NIH: All Clinical Trials, funded in whole or in part funded by applications or competing renewals after January 17, 2017 OR began after that date

NOTE: If the PCORI-funded project is registered in ClinicalTrials.gov results must be submitted for that study (even observational studies).
Results must be submitted as early as possible, but no less than 30 days prior to the draft final research report due date to PCORI. 
If the study is also an Applicable Clinical Trial, results must be submitted before the FDAAA regulatory deadline, which is 12 months after the Primary Completion Date (usually, the last participant's last study visit). So, if both the PCORI and FDAAA deadlines apply, submit results by the earlier of the two.



https://www.ecfr.gov/current/title-42/chapter-I/subchapter-A/part-11#p-11.44(d)(1)(i)
https://www.ecfr.gov/current/title-42/chapter-I/subchapter-A/part-11#p-11.44(d)(1)(i)
https://www.ecfr.gov/current/title-42/chapter-I/subchapter-A/part-11#p-11.44(d)(1)(i)

WHICH STUDIES REQUIRE RESULTS (CONTINUED)

Some funding agencies require results reporting.

= PCORI requires results reporting for all studies, including observational and interventional studies,
no less than 30 days prior to the draft final research report due date to PCORI.

Some organizations do not require results reporting, but encourage it nonetheless

= |CMIJE, WHO, CMS
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Presenter Notes
Presentation Notes
NIH: All Clinical Trials, funded in whole or in part funded by applications or competing renewals after January 17, 2017 OR began after that date

If the PCORI-funded project is registered in ClinicalTrials.gov results must be submitted for that study (even observational studies).
Results must be submitted as early as possible, but no less than 30 days prior to the draft final research report due date to PCORI. 
If the study is also an Applicable Clinical Trial, results must be submitted before the FDAAA regulatory deadline, which is 12 months after the Primary Completion Date (usually, the last participant's last study visit). So, if both the PCORI and FDAAA deadlines apply, submit results by the earlier of the two.




WHAT IF THERE IS PUSHBACK?

ICMJE CAN HELP!

The following text from ICMJE can help when investigators state that reporting results is considered a
prior publication:

“The ICMIJE expects authors to ensure that they have met the requirements of their funding and
regulatory agencies regarding aggregate clinical trial results reporting in clinical trial registries. It is
the authors’, and not the journal editors’, responsibility to explain any discrepancies between results
reported in registries and journal publications. The ICMIJE will not consider as prior publication

the posting of trial results in any registry that meets the above criteria if results are limited to a brief
(500 word) structured abstract or tables (to include trial participants enrolled, baseline characteristics,
primary and secondary outcomes, and adverse events).”
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Presenter Notes
Presentation Notes
The text from ICMJE can help when investigators state that reporting results is considered a prior publication.

Resource: ICMJE | Recommendations | Clinical Trials

https://www.icmje.org/news-and-editorials/update_fdaaa_jun2008.html
https://www.icmje.org/news-and-editorials/update_fdaaa_jun2008.html
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