Human Subjects Committee

Protocol Change Report/Request Form

South Dakota State University

Principal Investigator:_________________________ Phone #. ______________
E-mail address: 

Department:

Project period: 

Project title:
Approval #: 

Describe below changes to the protocol that differ from how it was originally approved (use as much space as needed).
Please answer the following: 
1. How many subjects have participated in the study to date? _________

2. Has the subject population changed in any way from the original application; e.g., number of subjects and/or controls, age range, location of subjects, inclusion or exclusion criteria for participants?

3. Has recruitment of subjects changed in any way? If so, how?

4. Describe any adverse effects which were unanticipated/serious/alarming. In what way has the protocol been changed to avoid or alleviate these effects?

5. Have the investigators changed (list all additions and/or deletions)?

6. Has the methodology with respect to the human subjects changed in any way? If so, please describe.

7. Has the Consent Form been changed? If so, please attach a copy of the current/most recent one.

8. Has the Consent Form been obtained from the subjects or their legally authorized representatives in all cases? If not, please explain.

9. Where are the Consent Forms filed/stored?

10. Is there any new information in the field of investigation that has bearing on the risks or benefits to subjects in this study?

11. Other comments.

Project Director _________________________________________ Date ____________

The IRB Chairperson will forward to you an acceptance of these changes. Note that significant changes may require full committee review. Please do not operate under a changed protocol until approval has been granted.
