[image: Logo

University of Washington Human Subjects Division]SOP Research Team




1 	PURPOSE AND APPLICABILITY
This document describes policies and procedures about the qualifications of research teams conducting human subjects research and the adequacy of the site where the research will be carried out.

2 	POLICIES 
2.1 	Clarity of roles. The role of each team member should be clearly established. 
All team members should understand: (1) the nature and responsibilities of the roles; and (2) who is fulfilling each role.
A specific individual may play more than one role on small research teams. For example, the same person may be the study coordinator and the IRB contact person. 
A specific role may be fulfilled by more than one individual on large research teams. For example, there may be two study coordinators. 
2.2 	Identification, qualifications, and training of specific team members.
2.2.1 	Non-UW researchers.
Non-UW researchers relying on the UW for IRB review through a Reliance Agreement must provide an attestation from the relying institution indicating that their study team members are qualified based on the relying institution’s policies.
Non-UW researchers relying on UW for IRB review through an Individual Investigator Agreement are asked to describe in the SUPPLEMENT Non-UW Individual Investigators the qualfications and training of each UW study team member to fulfill their role on the study and perform study procedures. In addition, the Individual Investigator agreement includes an attestation about the qualifications of the individual(s) covered by the agreement.
2.2.2 	UW Researchers. UW researchers are asked to describe in the APPLICATION IRB Protocol the qualfications and training of each UW study team member to fulfill their role on the study and perform study procedures. Team members can be described by name but if the individual performing the role changes during the study, a modification will need to be submitted to list the name of the new person filling the role. Alternatively, researchers may describe the role, rather than name of the individual filling it. 
Some examples of study team roles that researchers should describe are: 
study coordinator
individuals performing surgical or other physically invasive procedures
individuals performing other procedures that involve risk to subjects and that require specialized professional knowledge or training; examples include but are not limited to:
· behavioral therapy
· dietary counseling
· medical  monitoring of the study
· assessments and/or interpretation of test results that require specific expertise, such as:
· physical exam
· risk of stroke
· fitness assessment
· cognitive or mental health status
· suicidality
· interpretation of imaging procedures
· interpretation of genetic results
[bookmark: _Hlk181090274]2.3 	Qualifications and responsibility of lead researcher. The principal investigator named on the application must be a UW employee or agent as identified by any of the following: 
[bookmark: _Hlk181803714]Has a UW Institutional Base Salary (IBS) as a UW faculty member, staff person, resident, fellow, or postdoctoral trainee with an IBS (including appointments for which such individuals receive their paychecks directly from a non-UW entity), or
Has a faculty or other UW appointment (e.g., Senior Fellow) with a Faculty Paid Direct (PDR) earn type (e.g., UW faculty paid direct by Howard Hughes Medical Institute), or
Is a matriculated UW student who has a faculty advisor deemed appropriate by HSD and the IRB. The student may be full-time, part-time, or (for graduate students) have On-Leave status as approved by the Graduate School.
HSD leadership may approve other individuals (such as unpaid affiliates or emeritus faculty) to serve as the principal investigator on a case-by-case basis, typically only when any funding for the research has been awarded to the individual and is administered through the UW.
The principal investigator must continue to be a UW employee or agent through the life of the research. If their appointment at UW changes such that they are no longer an employee or agent as described above, a new principal investigator must be identified, or the oversight of the research must be transferred to a new IRB selected by the principal investigator’s new institution depending on whether UW continues to be engaged in the research.
The principal investigator must also be qualified by education, training, and experience to assume responsibility for the proper conduct of the research. The lead researcher is responsible for ensuring that:
The research complies with all applicable regulations and with the procedures as approved by the IRB, even when some authority and responsibilities have been delegated to other team members, and
All team members are appropriately qualified and/or trained for their roles in the research, and
All team members are appropriately supervised.
2.4	Qualifications and responsibility of faculty advisors. The faculty advisor named in the application must also be qualified to serve as a principal investigator for the research as described in section 2.3 above, and must not be an individual who requires a faculty advisor themselves. Case-by-case exceptions can be made, for example in situations in which the student is being advised by a non-UW individual. The faculty advisor should have experience or training (e.g. IRB 101, CITI) conducting human research. 
The faculty advisor is responsible for ensuring that:
· The study design is scientifically sound and the IRB application accurately describes the study, and
· The study is conducted as described in the IRB application, and
· Any safety or compliance events are reported to the IRB per the reviewing IRB’s policies, and
· If the student PI leaves the UW before the study is completed, a modification to change the PI of the IRB application is submitted (unless the study will not continue), and
· Any closure requirements of the reviewing IRB are followed when the project is finished or the student PI leaves the UW. 

3 	PROCEDURES
3.1 	Researcher procedures.
3.1.1 	Initial applications for IRB approval. The researcher follows the instructions on IRB Protocol and consent templates for providing identifying information and/or qualifications for specific research roles.
3.1.2 	Changes to members of the research team. If the team member is listed by name or the qualifications for the role have changed, the researcher must submit a modification to make updates to the IRB Protocol and/or consent materials. 
3.2 	IRB procedures. 
3.2.1 	Researcher qualifications. The IRB reviews the information provided by the researcher to ensure that the researcher and research team are adequately qualified to conduct the research. For non-UW researchers this simply involves confirming that the appropriate documentation has been provided as described in 2.2.1 above.
The degree and level of expertise needed can vary depending on a number of factors, including risks, condition studied, use of investigational drugs or devices, novel medical procedures, study population, and research context.
For studies involving clinical determinations, the research team must include someone with appropriate medical expertise who will assume medical oversight.
For studies involving higher risks or novel technologies, the IRB may wish to assess the researcher’s experience in conducting similar studies, demonstrated through publications or presentations, and prior clinical experience with study-related interventions or procedures.
3.2.2 	Adequacy of research site. In many cases, the IRB will be familiar with the site where the research will be conducted so that, depending upon the nature and risks of the research, additional assessment of a site’s adequacy may not be necessary.
It is generally not necessary to assess the adequacy of the research site for minimal risk research conducted at the University of Washington or UW Medicine.
If the research involves the administration of medical procedures by qualified healthcare providers using medical equipment, the IRB should be prepared to assess the adequacy of the facility’s staff and equipment, including the availability of emergency or specialized care when applicable. In many cases, it is sufficient for the IRB to note that the research will be conducted at a major medical institution.
When the IRB is unfamiliar with the research site, the IRB may need to confirm that the site is adequately staffed or equipped. This could be accomplished by:
· reviewing information provided in the IRB application materials (such as the grant proposal);
· asking the researcher to provide a description of the facilities and resources; and/or
· obtaining a statement from an appropriate person at the research site confirming that the facilities are adequate.

4 	RELATED MATERIALS
4.1 	APPLICATION IRB Protocol
4.2 	APPLICATION IRB Protocol, No Contact with Subjects
4.3 	GLOSSARY Individual Investigator Agreement
4.4 	GLOSSARY Reliance Agreement
4.5	SUPPLEMENT Non-UW Individual Investigators

5 REGULATORY REFERENCES
5.1 	45 CFR 46.111(a)(1)
5.2 	45 CFR 46.107(a)
5.3 	45 CFR 46.116(a)(7)
5.4 	21 CFR 56.111(a)(1)
5.5 	21 CFR 56.107(a)
5.6 	21 CFR 312.53(a)
5.7 	21 CFR 812.43(a)
5.8 	21 CFR 50.25(a)(7)
5.9 	FDA Guidance for IRBs, Clinical Investigators, and Sponsors. “IRB Responsibilities for Reviewing the Qualifications of Investigators, Adequacy of Research Sites, and the Determination of Whether an IND/IDE is Needed”. August 2013. 
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