Human Subjects Committee
Project Continuation/ Protocol Changes Reporting Form

South Dakota State University
 

Principal Investigator:_____________________________ Phone No. ____________
Email address: 

Department:        
Total Anticipated Project Period:
Approved Status of Project: ___ Expedited    ___Full Committee Review
Project Title: 
Project Approval No.: 

Funding Agency (if applicable): 

Original Approval Date: 
(There is a maximal limit of 3 years for any project not funded by external sources and 

5 years for any project with external funding).
Project Status: 

___ Project Not conducted; please close the file.

___ Project completed (Date: ___________________)

___ Project still active
 

Extension Date Requested (not to exceed 1 year):  
Please answer the following: (Use additional pages as necessary)
1. How many subjects have participated in the study to date? _____

2. How many additional subjects will complete the project? _____

3. Has the subject population changed in any way from the original application (number of subjects and/or controls, age range, location of subjects, inclusion or exclusion criteria for participants)?  
4. Describe any adverse effects, which were unanticipated/serious/alarming.
5. Has the methodology with respect to the human subjects changed in any way? 
6. Has the Consent Form been changed? If yes, please attach a copy of the current/most recent one.  
7. Has the Consent Form been obtained from the subjects or their legally authorized representatives in all cases? If not, please explain. 
8. Where are the Consent Forms filed/stored?  
9. Is there any information in the field of investigation that has bearing on the risks or benefits to subjects in this study?  
10. Have the personnel changed? If so, list those no longer involved in the project as well as those now joining the project. Include NIH certificates for any new personnel.  
11. Further comments:
Signature:

Project Director: ______________________________________________
Date: ______
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