The ICMIE is expanding the definition of the types of trials that must be registered to include these preliminary
trials and adopts the WHOQO’s definition of 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 include any intervention used to modify a biomedical or health-related
outcome (for example, drugs, surgical procedures, devices, behavioral treatments, dietary interventions, and
process-of-care changes). Health outcomes include any biomedical or health-related measure obtained in
patients or participants, including pharmacokinetic measures and adverse events.

As previously, purely observational studies (those in which the assignment of the medical intervention is not at
the discretion of the investigator) will not require registration. The ICMJE member journals will start to
implement the expanded definition of clinically directive trials for all trials that begin enrollment on or after 1 July
2008. Those who are uncertain whether their trial meets the expanded ICMJE definition should err on the side of
registration if they wish to seek publication in an ICMJE journal.
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ICMIJE Clinical Trial Registration Decision Tree: Step 1

Here is a clinical trial registration decision tree to help you determine whether your trial should be registered. However, if you are
in doubt as to whether your trial meets the ICMJE’s definition of a “clinical trial” as described below proceed to Step 2.

Step 1:
Is the study a “clinical trial”?

Is the data
prospectively

collected?

*Does the study assign participants to

Proceed to Step 2 No need to register.

a health related intervention to

Stop here!

evaluate 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 treatments, dietary interventions, and process-of-care changes).
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ICMIJE Clinical Trial Registration Decision Tree: Step 2

Step 2:
Who should register the trial?

Sponsor registers it* Is the protocol initiated

Stop here! by an external sponsor?
Initiated by WUSM or external
academic Investigator
What is the primary funding
source?
Internally by WU or an Foundations, Pharmaceutical Federal government
outside lead investigator’s Organizations Industry agency (e.g., NIH, CDC)
employer
| | v
AJ IND holder or funding
WUSM Investigator registers recipient registers
Proceed to Step 3

* When negotiating the clinical trial agreements with outside sponsors or outside lead investigators, the CCS contracts group will require the
sponsors or outside lead investigators to agree to register their trials. However, when the sponsor or the outside lead investigator refuses to be
obligated to register the trial in the agreement, the CCS will notify the WU investigator and the WU investigator has the option of registering the

trial.
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ICMIJE Clinical Trial Registration Decision Tree: Step 3

Step 3:
Registering the trial.

A 4

Apply for a user name and password via — ]
* The official representatives at

WUSM are Kelly Granda and Phyllis
Klein

ccsclinicaltrials@msnotes.wustl.edu

Phone: 314.362.4127

A 4

ClinicalTrials.gov will create the
account and send email to you
on how to login to PRS

Register your trial on
register.clinicaltrials.gov

using the HRPO# as Study ID




