INVESTIGATOR AGREEMENT

BY SIGNING THIS DOCUMENT, THE INVESTIGATOR AGREES:

1. That no participants will be recruited or entered under the protocol until the Investigator has received the final approval or exemption letter signed by the Chair of the Institutional Review Board or designee.

2. That all research personnel for the project (including the PI) will have completed their required ethics training (CITI, NIH, or equivalent), and submitted a certificate to the IRB, before having any contact with participants or data.  (Certificates on file with the IRB are valid for 3 years.)
3. That any modifications of the protocol or consent form will not be initiated without prior written approval from the Chair of the IRB, except when necessary to eliminate immediate hazards to the participants.

4. That any deviation from the protocol and/or consent form, adverse events that are serious, unexpected and related to the study will be reported promptly to the IRB in writing.

5. That all protocol forms for continuations of this protocol (for studies running longer than the initial approval period) will be completed and returned prior to the expiration of IRB approval.

6. That if this study involves any funding or resources from a source outside Augustana College, the Investigator will contact the Office of Academic Affairs regarding the need for a contract and letter of indemnification.  If it is determined that either a contract or letter of indemnification is needed, participants cannot be enrolled until these documents are complete.

7. That all participants will be recruited and consented as stated in the protocol approved or exempted by the IRB.

8. That the IRB will be notified within 30 days of a change in the Principal Investigator for the study.

9. That the IRB office will be notified when the study is completed (by submission of the study closure form by the end of the approval period).
Principal Investigator


Principal Investigator 


Date

(Name Printed)



(Signature)

The IRB reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further experimentation are prohibitive, or (2) the above agreement is breached.
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