CLINICAL TRIALS ASSESSMENT FORM

I. Source of Funding: __________________________________________________________  
1. Is the funding source through any of NIH division or office?

○ Yes
Provide the NCT number*: _________________ [If provided, then you are done with this section]
[* National Clinical Trial (NCT) number, another term for the ClinicalTrials.gov registry number unique to each record.  The format for the ClinicalTrials.gov registry number is “NCT” followed by an 8-digit number, e.g.: NCT00000419.]

○ No or Pending    [Continue to question 2]
Please be aware that the revised NIH definition of “clinical trial” is broader than that in the current FDA definition. Also, even if the study is funded by other agencies than NIH, you may still want to register with ClinicalTrials.gov due to publication issues.  In September 2004, ICMJE (a consortium of medical journal editors) announced as a prerequisite to publish study results in any ICMJE member journals the clinical trial must be registered with a public registry that meets the ICMJE’s minimal registration. Member journals will refuse to publish a study that has not been properly registered. Importantly, the ICJME policy applies to studies funded by any source.  Because the number and range of journals following the ICMJE recommendations increases yearly, and are likely to expand given the inclusion of behavioral interventions and assessments in the NIH definition, UF Investigators should verify the current ICMJE membership of the journal to which they intend to submit an article.  

2. Does this study involve an intervention, defined as a manipulation of the subject(s) environment for the purpose of modifying one or more health-related behavioral or biomedical process and/or endpoints?  For example:
· Delivery systems (telemedicine, face-to-face interviews), OR 

· Strategies to change health-related behavior (diet, cognitive therapy, exercise, development of new habits), OR 

· Treatment strategies, OR 

· Prevention strategies, OR

· Diagnostic Strategies. 

○ Yes [Continue to question 3]
○ No [If no, then the study does not fall under the NIH definition of a Clinical Trial.] 

3. Does this study involve a health-related biomedical or behavioral outcome defined as the pre-specified goal(s) or conditions(s) that reflect the effect of one or more interventions on human subjects’ behavioral or biomedical status or quality of life? For example:
· Positive or negative changes to physiological or biological parameters (improvement of lung capacity, gene expression), OR
· Positive or negative changes to psychological or neurodevelopmental parameters (mood management intervention for smokers, reading comprehension and/or information retention), OR

· Positive or negative changes to disease processes, OR

· Positive or negative changes to health-related behaviors, OR

· Positive or negative change to quality of life

○ Yes
If Yes to the above then this study meets NIH Clinical Trial Policy and you are required to register your study into ClinicalTrials.gov. Please contact protocolregistry-L@lists.ufl.edu to register the protocol.
○ No [If no, then the study does not fall under NIH Policy.]
