PAGE  
1
CINF Externally Sponsored Clinical Research Investigator Responsibilities    


Central Illinois Neuroscience Foundation 

 Investigator Responsibilities for Clinical Research Trials

EXTERNALLY SPONSORED MULTI-CENTER RESEARCH

Investigators, Principal investigators (PIs) and sub-investigators (SubIs), have many responsibilities in the research process. Often we find that both new and experienced investigators are either unaware of or have forgotten about some of the responsibilities associated with conducting a clinical research project. This list serves as a notification and reminder of the responsibilities that investigators agree to perform when they choose to conduct research in association with CINF.

Investigators in a clinical research trial that is associated with CINF agree to the following responsibilities:

1. PIs and SubIs are responsible for overseeing the conduct of the research project. This requires ALL of the following:

a. Adherence to the Investigational Plan

b. Protecting study participants from harm

c. Providing valid informed consent to study participants

d. Complying with Federal/State laws and regulations, including a conflict of interest disclosure

e. Supervising others involved with the conduct of research [SubI(s), Coordinator(s), Nurse(s), etc.]  Ensuring only trained personnel are participating in the conduct of the trial.

f. Complying with the terms and conditions of the sponsor’s award, for example, non-disclosure of sponsor confidential information

g. Submission of all technical, progress, invention and financial reports on a timely basis

2. All PIs and SubIs conducting clinical research are required to have a research ethics training certificate on file in the CINF Clinical Research SOP Manual. 

3. Investigators will provide updated, signed, and dated CVs to the CINF staff annually, or when any change in certification, or licensure occurs.

4. The PI will play an active role in obtaining protocol approval by the CINF Research Committee, and appropriate institutional review boards (IRBs). 

5. The PI will prepare and submit a CINF Study Submission Form or its equivalent (IRB template of proposal) to the Research Committee in order to request CINF support and approval of the proposed study. The PI is required to attend the CINF Research Committee meeting at which the research proposal will be considered.  

6. Once the CINF Research Committee has approved the proposal, the PI in conjunction with the CINF research staff will prepare and submit the proposal to the appropriate IRB(s).  The PI or a designated SubI will attend IRB meetings where  the research proposal will be considered.  

7. Investigators will attend site initiation meetings provided by their study sponsor. 

8. The PI and SubI(s) of a clinical study will actively participate in patient recruitment into the study 

9. Investigators will be required to review and sign several documents throughout the course of the study, some which are time sensitive and may require immediate attention.  For example, the patient informed consent form must be signed the same day the informed consent process took place, not days later.

10. Investigators should inform their clinic staff of their decision to participate in the research project. Staff should be instructed to cooperate whenever possible with CINF staff members whose job is to insure that the investigator’s research is conducted properly.  Therefore, investigators will introduce the clinical “practice” staff to the CINF research staff to show his or her approval of proper and necessary communication between parties. 

11. Investigators will meet with CINF staff during the early stages of a study in order to develop effective routines for the day-to-day demands of the research study. Investigators will also make themselves available to CINF staff when necessary in order to answer questions, receive information, and/or discuss issues that arise in the course of the study.

12. Investigators will insure that all Case Report Forms (CRFs) are completed and signed on the day that a study participant is seen. Failure to complete CRFs on time can result in inadvertent omission of critical patient information, the need to file complicated and time consuming study protocol deviation paperwork, and/or the refusal of a sponsor company to provide financial compensation for services provided.

13. Upon learning of a study participant’s serious adverse event (SAE), Investigators must immediately notify the CINF research staff in order to meet the 24-hours IRB notification requirement. The Investigator will be required to determine causality, severity, action required and outcome of the reported event.

14. Investigators are required to periodically meet with study monitors assigned to the trial.  These meetings are usually brief and will be scheduled in advance.

15. It is the Investigators responsibility to report any significant monitoring findings, personnel problems, or general issues pertaining to the conduct of the research study to the CINF Research Committee.  This will allow early intervention into any issues that may arise.  

I have read and agree to abide by the Investigator Responsibilities for Clinical Research Trials conducted in conjunction with the Central Illinois Neuroscience Foundation.
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