


 
 

From:  
Sent: Thursday, March 09, 2017 11:49 AM
To: OC GCP Questions
Subject: clinicaltrials.gov registration question
 
 

Good morning.  One of our clients has a question regarding clinicaltrials.gov registration of an a trial
that was completed several years ago.  Company A manufactured a device OUS and conducted a
clinical study of that device entirely OUS. As this was not an ‘applicable clinical trial’ under the
clinicaltrial.gov registration requirements, it was not registered.  Company B has now purchased the
device technology and associated data and plans to submit the clinical trial data in support of a
510(k) notice. 
 
Questions:

-          Does this completed trial now need to be registered as it is being submitted as part of a
510(k) notice?  As noted above, at the time the trial was conducted, all entities and conduct
were OUS and there was no plan to seek FDA clearance.

-          If registration is required, is it appropriate for Company B to register the trial even though
they were not the sponsor or otherwise involved with the study?

 
Thanks so much for your assistance.
 
Best regards,

 
 

 

 
 
 
 






