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CHANGE IN STUDY STATUS (TERMINATION) FORM







21 CFR 56.108 (a) (3)

Complete this form when an IRB approved protocol is TERMINATED.  Protocols in which the research is permanently closed to the enrollment of new subjects but subjects are still receiving research-related interventions or protocols in which the research includes long-term follow-up of subjects must remain active and requires Continuing Annual IRB review.     

IRB #: 

Title:
Principal Investigator:

Date of Termination:

A.
Project Status:  

(
Project is completed – no further contact with research participants is planned: no research participants are, or will be, treated or followed; all data are gathered and analyzed; and there are no further sponsor reports or publications to submit to the IRB.


(
Project terminated by the investigator.  Reason: __________________________________


(
Project terminated by the sponsor.  If, by the sponsor, please attach documentation.


(
Project never initiated.  No research participants were recruited.  Work will not be done at this time.


(
Project not funded.  Project never initiated and no research participants were recruited.

B.
Subjects


_____
Total number of research participants enrolled in the study 



_____
Subjects that chose to withdraw



_____
Subjects withdrawn by the principal investigator



_____
Subjects withdrawn as the result of an unanticipated problem or incident


Is there a fully executed informed consent document in the study file for each research participant reported?


( Yes
( No  - If no, please explain on separate sheet.


Describe any difficulties encountered in enrolling research participants in this study. ____________________________________________________________________________________

C.
Unanticipated Problems


1)
Did any unanticipated problems occur during the course of this study?



( Yes - If yes, please include a description.  ( No


2)
Was/were the event(s) reported to the IRB?



( Yes

( No - If no, provide a summary explanation of the event or incident.

D.
New Findings


Has this study resulted in commercialization of a product or any significant new findings (good or bad) that should be disclosed to the subjects?


( Yes - If yes, please provide a brief explanation and describe how you intend to notify subjects.  ( No

Principal Investigator________________________________________________Date_________________________
IRB Chairperson__________________ _________________________________ Date_________________________
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