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Assembling Your Research Team
Included is a brief description of the various roles and responsibilities of study personnel. For further details, see HRPP Policy 1.26 (PI Qualifications and Responsibilities) and HRPP Policy 1.27 (Research Personnel Qualifications and Responsibilities).

INVESTIGATORS: any individual who is involved in conducting human subject research.
· Intervening or interacting with subjects
· Obtaining identifiable private information about subjects
· Obtaining voluntary informed consent
· Studying, interpreting, or analyzing identifiable private information or data

PRINCIPAL INVESTIGATOR (PI): Assumes overall responsibility for the safe and proper conduct of the research in full compliance with all applicable regulations and UNMC and HRPP policies.
Qualifications:
Must be an employee, faculty, or student of the organization.
Volunteer Faculty:
· May be PI only with written permission of a UNMC Dean or designee
· Must by physically present if the research involves any direct contact with human subjects on the facilities of the organization OR have a secondary investigator (SI) who is UNMC faculty be physically present
· May NOT serve as PI on a protocol requiring IBC review
Medical or dental physicians or other allied health practitioners who have admitting privileges but are not faculty may NOT be PI
Students as PI:
· Must have a sufficiently experienced researcher act as co-investigator and be jointly responsible for oversight of research 
· May NOT serve as PI for studies involving FDA regulated drugs, devices, or biologics
Responsibilities:
· Conduct protocol with sound research design and ethical standards in compliance with protocol, IRB application, any other IRB/ORA approved documents, regulatory and HRPP requirements, and terms of any grant, contract, and/or agreement.
· Responsible for the oversight and training of all secondary investigators and study personnel and ensure they are qualified, comply with all requirements, are provided copies of necessary documents, and understand their responsibilities with regards to the research.
· Ensure the following:
· Risks to subjects minimized
· Selection of subjects is just, fair, and equitable
· Adequate provisions in place for monitoring data 
· Adequate provisions in lace to protect privacy of subjects and confidentiality of data
· Adequate resources in place to safely carry out research 
· Additional safeguards to protect subjects more likely vulnerable to coercion or undue influence
· Disclose all financial conflicts of interest (COI)
· Changes in research:
· Submitting for IRB/ORA approval
· Informing study personnel of IRB/ORA approved changes
· Ensure all adverse events, unanticipated problems, noncompliance and complaints are reported to the IRB/ORA
· Informed consent:
· Ensuring it is developed, obtained, and documented
· Ensuring other individuals obtaining informed consent are appropriate trained
· Data and records:
· Permit, conduct, and/or facilitate monitoring and auditing of research 
· Maintaining records after the study ends for at least 7 years (or 3 years if it is exempt research)
· Fulfill registration and reporting requirements of CT.gov (when applicable)
· Submit and fulfill requirements of continuing review reports prior to expiration date of IRB/ORA approval
· Provide IRB with study completion report upon completion of research, as applicable


SECONDARY INVESTIGATOR (SI): an individual who shares responsibility with the PI for the safe and proper conduct of the research in full compliance with all applicable regulations and UNMC HRPP policies.
Qualifications:
· Must be qualified by education, training, experience, and licensure (as applicable).
· Not required to be associated with the Organization; however they must sign an external investigator agreement unless they won’t have access to subjects or identifiable private information or biospecimens
Responsibilities (may include and not limited to):
· Help develop research plan
· Obtain legally effective informed consent/assent
· Perform research interventions/tests
· Analyze data or biospecimens
· Present or publish data (in conjunction with PI and other investigators)


FACULTY ADVISOR (FA): an individual who shares responsibility with the student PI for the safe conduct of the research in full compliance with the protocol, HRPP policies, IRB requirements, Federal regulations, and state law.
Responsibilities (may include and not limited to):
· Required for any research where the PI is a student, resident, or house officer
· Assumes responsibility for overall supervision of the student’s research 
· Must be included as a Secondary Investigator on the IRB application and must be prepared to assume the role of PI upon departure of the student from the organization
· May also be involved with, but not limited to:
· development of the research plan (in conjunction with the student PI and other investigators)
· assisting the student PI with completion and submission of the IRB application (FA must sign off on the application before submission), and applications to any other ancillary committees
· with the student PI, monitoring and responding to communications with the IRB/ORA, or from any other ancillary committees
· obtainment of legally effective informed consent/assent from subjects
· performance of research interventions or tests
· analysis of data or biospecimens
· presentation or publication of data (in conjunction with the student PI and other investigators)


PARTICIPATING PERSONNEL:
Qualifications:
· Must be qualified by education, training, experience, and licensure (as applicable).
· Not required to be associated with the Organization; however they must sign an external investigator agreement unless they won’t have access to subjects or identifiable private information or biospecimens
Responsibilities (may include and not limited to):
· Obtain legally effective informed consent/assent
· Perform research interventions or tests in the course of providing clinical care or routine services to patient/subject, or analysis of data or biospecimens
· Present or publish data

POINT OF CONTACT (POC):
NOTE: in some applications, you will see a “lead coordinator”, while in others you will see a “point of contact”. 
Responsibilities (may include and not limited to):
· Primary contact point for the IRB/ORA; all correspondence from the IRB/ORA will be directed to both the PI and the POC
· May also serve a role as SI, participating personnel, coordinator, or data personnel in addition to serving as POC or may serve no other role on the research team 
· NOTE: if the POC is serving no other role on the research team, CITI training is not required
· Only one research POC may be named in a study
· A research POC is not required for all research studies. If no POC is identified, the PI will serve as the single point of contact

LEAD COORDINATOR:
NOTE: in some applications, you will see a “lead coordinator”, while in others you will see a “point of contact”.
NOTE: the role of lead coordinator is being phased out, however during the transition, you will still see lead coordinator listed on applications. 
Responsibilities (may include and not limited to):
· Primary regulatory contact point for ORA
· Primary contact point for sponsor, department, study team, committees, etc.
· Works with PI to submit all applications and reports to IRB/ORA
· Oversee all regulatory documents for study and review for validity, readability, and consistency
· Review and negotiate consent forms for IRB standard language, readability, and content
· Maintain all protocol updates, amendments, and continuing reviews
· Maintain study compliance 
· Maintain all study records (submissions, approvals, edits, correspondence, etc.)
· Complete Clinical Trials Management Systems (CTMS) tasks as required
· Only ONE may be named; PI will serve as the lead contact when a lead coordinator is not identified

COORDINATOR:
Responsibilities (may include and not limited to):
· Plan, organize, implement, document, and evaluate research activities
· Assist in collecting, reviewing, and interpreting research data
· Provide administrative support to the study team


ADMINISTRATIVE AND DATA MANAGEMENT PERSONNEL:
Responsibilities (may include and not limited to):
· Handle data collected during the course of research 
· May handle statistics related to the research
· Do not have direct contact with subjects but may have access to subject’s identifiable private information, or protected health information (PHI)
· May not be involved with the informed consent process
· Statisticians included here only if they’re involved with the design and other elements of the research (as opposed to only crunching numbers)
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