Registering a Clinical Trial (ClinicalTrials.gov) 

Background
Public Law 110-85, enacted in September 27, 2007 requires that “applicable trials” be registered on the NIH’s website, “ClinicalTrials.gov”.  Under the statute, these trials generally include:

· Trials of Drugs and Biologics:  Controlled, clinical investigations, other than Phase 1 investigations, of a product subject to FDA regulation;
· Trials of Devices:  Controlled trials with health outcomes of a product subject to FDA regulation (other than small feasibility studies) and pediatric post-market surveillance studies. 
For FDA regulated industry sponsored clinical trials, the sponsor of the trial (as defined in 21CFR 50.3) is responsible for complying with the requirement to register the trial. The Principal Investigator (PI) or, if delegated, the Study Coordinator is responsible for corresponding with the industry sponsor to ensure that the sponsor includes the UNTHSC-FW site location under the Contacts and Locations section of the study-specific tab on “ClinicalTrials.gov”. 

For Investigator-Initiated clinical trials that are required to register (i.e., sponsor requirements), or the Principal Investigator (PI) wishes to register the trial, the PI should work directly with the Office of Research Compliance/North Texas Regional IRB Office (but only after first having obtained appropriate NTR IRB approval for that trial) by contacting NorthTexReg@unthsc.edu, or 817-735-0409.
Here is a link to US Public Law 110-85:  http://prsinfo.clinicaltrials.gov/fdaaa.html
Registering “clinical trials” that do not meet the requirements of the federal law

Occasionally, some journals and some funding agencies may require that an investigator provide evidence that their research project is listed on a “public registry”, even if that study does not involve a drug, device or biologic subject to FDA regulation.

For example, some research involving physical therapy, osteopathic manipulations or psychological interventions may be considered “clinical research” by journal editors or funding agencies, and thus require that such projects be listed on a public registry. 

Note that these special situations for registration are not a requirement of federal law, but a stipulation of that particular journal or funding source.  In such cases, the project may be listed at ClinicalTrials.gov but only through submission to the Office of Research Compliance/North Texas Regional IRB Office. Since the registration process is somewhat cumbersome and information-intensive, the NTR IRB Office will assist with this registration service to UNTHSC researchers seeking a public registration of their project, on a case-by-case basis.  

To inquire about the need to register your clinically-oriented research project, and for any questions about the ClinicalTrials.gov registration process, contact the Office of Research Compliance/NTR IRB Office for details at NorthTexRegIRB@unthsc.edu, or by calling 817-735-0409.
Principal Investigator’s Responsibilities regarding CT.gov
Please, note that once a record is created, the Principal Investigator is responsible for entering the relevant/requested information, and conducting frequent updates to the record (about every 6 months, or as new data is obtained). Additionally, the record must be error-free once it is posted for public view. The system will note problems with the study record and automatically notify the appropriate individuals for revisions. 

Please kindly note that the Office of Research Compliance/NTR IRB Office does not enter or create research records in clinicaltrials.gov. Given the nature of CT.gov, and being the study expert, the Principal Investigator is the responsible party, or data provider for their study/CT records.

The link below is for reference and information. 

https://clinicaltrials.gov/ct2/manage-recs/how-report
