
UCH CTRC Policy Concerning the Enrollment of Employees or Personnel under the Supervision of the Principal Investigator

The following policy applies to all employees (full time, part time, permanent, or temporary) or personnel who are under the direct supervision of the Principal Investigator of a UCH Clinical and Translational Research Center (CTRC) approved research study and relates to their potential involvement as research subjects in such studies.

1. Employees or personnel of a UCH CTRC investigator may participate in that investigator’s protocols if the protocol is designed to treat their medical conditions (i.e., an employee with diabetes participates in a protocol testing a new insulin).  

2. Employees or personnel under the direct supervision of a UCH CTRC investigator may participate in normal volunteer protocols when the Principal Investigator is their employer or has a direct supervisory relationship under the following circumstances:

a. The UCH CTRC Investigator does not have responsibility for obtaining consent, the screening process, performing physical assessments, daily assessments, and adverse event assessment for the employees involved in the study. Another investigator will perform these functions.

b. The employee will be made aware that the Principal Investigator may need to be notified of potentially sensitive information related to the employee in certain circumstances (occurrence of an unanticipated or serious adverse event, unavailability of another physician in an emergency, etc.).

3. Students may not participate as research subjects in protocols in which the Principal Investigator is their mentor.

4. No individual (student, staff, or faculty) should participate as a research subject in his or her own study (a study in which the individual is the PI, Co-PI or a study coordinator) without discussing it first with the RSA.

5. The Principal Investigator should discuss with the employee the potential for a conflict of interest and refer the employee to the Research Subject Advocate (RSA) should any concerns arise.

6. Employees or personnel who are under the supervision of the Principal Investigator who enroll in UCH CTRC research protocols will not receive special treatment by the PI as a result of their participation as a research subject. Employees who do not enroll, or fail to pass screening, or discontinue participation in UCH CTRC research protocols will not face retribution.

As an employee or personnel under the supervision of the Principal Investigator of a UCH CTRC protocol, I have reviewed the above policy with the Principal Investigator and RSA and have had the opportunity to ask questions regarding my involvement as a research subject in a UCH CTRC protocol.   

Employee Signature   _________________________________
Date _____________

PI or Co-Investigator Signature __________________________
Date _____________

RSA Signature _______________________________________
Date _____________

