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Institutional Review Board

GUIDELINES FOR RESEARCH INVOLVING NON-SLU RESEARCHERS OR 

NON-SLU SITES 
1. Introduction
This document describes the Saint Louis University (SLU) Institutional Review Board (IRB) requirements for review of human subjects research involving non-SLU researchers or non-SLU sites.  Refer to the following sections for specific requirements, which could range from providing details in the SLU IRB application and attaching a simple letter of permission from non-SLU sites to involving dual IRB review or execution of collaborative agreements.
2. Definitions
Research is defined as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge [45CFR46.102] or activities that meet the Food and Drug Administration’s (FDA) definition of a “clinical investigation”.
Human Subject is a living individual about whom an investigator (whether professional or student) conducting research (i)obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (ii) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens [45CFR46.102]. See also the FDA definition of “human subject”.
Non-SLU Researcher is a researcher that is not under the authority of SLU. This does not include researchers who become official volunteer researchers and perform research duties at SLU.
Non-SLU Site is an institution that is not under the authority of SLU.  Examples include clinics, schools, other universities, or other institutions.  
Engaged (in conduct of research): Involved in human subjects research in such a way (or to the extent) that the ethical and regulatory requirements for human subjects protection are applicable. An individual (or institution) becomes engaged in human subjects research when, for the purposes of non-exempt research, the individual (or institution’s employee or agent) obtains any of the following:

· Data about research participants through intervention or interaction
· Identifiable, private information about research participants
· Informed consent of research participants.
Note: An organization is also engaged whenever it is a direct recipient of a federal award to support the research.  SLU IRB uses the OHRP Guidance on Engagement in making determinations regarding engagement.
3. Non-SLU Researcher Conducting Research at SLU
Non-SLU (external) researchers who propose to do research using SLU facilities, resources, or private information, or who aim to include SLU agents as study subjects, and SLU agents are not engaged in conducting the research, should follow these requirements:

1. Submit a copy of study materials (external IRB Application, IRB approval letter and study instruments) and details regarding recruitment and research procedures taking place at SLU, including if/how any SLU agents are assisting with research, to irb@slu.edu.
2. Pursue the appropriate approvals/letters of support from any cooperating SLU agents or offices (e.g., Department Chair approval if seeking to recruit unit faculty).
3. Do not begin research at SLU until SLU IRB has confirmed local IRB review is not required and other SLU approvals are in place.
Note: If SLU agents are determined to be engaged in the research, this category no longer applies to the research. See section on research involving SLU and non-SLU researchers.
4. SLU Researcher Conducting Research at Non-SLU Site
Investigators should first determine whether the non-SLU site is engaged in conduct of research (investigators are encouraged to contact irb@slu.edu or 977-7744 for assistance.)

Non-SLU Site Not Engaged
1. In SLU IRB Application, list non-SLU sites as study locations and describe activities to be conducted there.
2. Obtain a written letter of permission from an authorized individual at the non-SLU site that authorizes the PI to perform activities at that location and attach to IRB Application. Note: if use of major equipment or more than minimal risk procedures will take place at site, a Letter of Agreement between SLU and site may be required. This will be decided and initiated during IRB review.
3. Follow any additional requirements of the non-SLU institution (for example, ensure that if site has a local IRB, their requirements are followed).

Non-SLU Site Is Engaged
See section on research involving SLU and non-SLU researchers, where both parties are engaged, below.

5. Research Involving SLU and Non-SLU Researchers
SLU Researcher Not Engaged
For formal determinations of non-engagement, SLU researchers should:

1. E-mail irb@slu.edu with a copy of the scope of work/description of SLU/SLU agent involvement, with a copy of the external IRB approval letter and approved protocol.  

2. Pursue any other necessary SLU approvals/agreements.

3. Do not commence planned activities until official SLU IRB determinations have been communicated and approvals are in place.

Note: If SLU agents are acting as a service provider only (see section B.1 of the Guidance on Engagement), and are otherwise not engaged (e.g., only performing CT scans, on a study that is otherwise being conducted at another site as approved by an external IRB), SLU agents may request a non-engagement determination after providing the SLU IRB Office with the scope of work/description of SLU role, external IRB approval letter and protocol, and the Form FDA 1572 with SLU listed (FDA- regulated drug studies only). If sponsors require SLU to be listed in section #3 of the 1572, this will likely require SLU IRB review or an IAA to be executed with the external IRB, rather than a determination of non-engagement. Contact SLU CTO Office to initiate a services contract or other necessary agreement.
Non-SLU Researcher Not Engaged
1. Non-SLU researchers who are determined not to be engaged in the conduct of research need not be listed as study personnel or complete associated requirements; however, details of involvement (such as assistance with recruitment or data/specimen sharing) should be noted in the appropriate sections of the IRB Application.

2. Pursue any other necessary approvals/agreements.

3. Non-SLU researcher must follow requirements of his/her institution (as applicable).

SLU and Non-SLU Researchers Engaged OR SLU PI Has Dual Affiliation

1. SLU IRB review, or reliance on an external IRB (through execution of an IRB Authorization Agreement (IAA)), will be required.
2. If the non-SLU/dually-affiliated researcher is affiliated with a non-SLU institution with a local IRB, and that local IRB has not waived jurisdiction: 
a. If the research involves only minimal risk procedures, or if all more than minimal risk procedures take place at a single site, researchers should submit the IRB Reliance Agreement Determination Form to determine whether an IAA is appropriate as opposed to immediately pursuing IRB review at both/all sites. 

b. If the research has a mandate to use a single IRB for review (e.g., from sponsor agencies), submit the IRB Reliance Agreement Determination Form and complete the SLU IRB Application if SLU will be the IRB of Record.
c. If both SLU IRB and the external IRB will be reviewing and approving the research, the external IRB approval letter should be attached to the SLU IRB Application. If not in place when submitting to SLU IRB, note that it is being sought.
i. When possible, a combined consent form should be considered for studies undergoing dual IRB review. For SLU, this consent must at minimum name the SLU PI and contain SLU injury language and SLU IRB contact information. Contact the IRB Office for further assistance.

3. If the non-SLU researcher is affiliated with an institution without an IRB, at an institution with a local IRB that has waived jurisdiction, or is an independent investigator (unaffiliated):
a. If the non-SLU researcher will be at SLU for research duties, contact SLU HR to request that the collaborator become a SLU research volunteer. The person will now be considered a SLU agent for this work and should be listed in the SLU section of the IRB Application’s personnel page.

b. If the non-SLU researcher will not be at SLU for research duties, and does not need access to SLU’s system to perform duties (in which case a research volunteer position may be necessary), an Independent Investigator Agreement (IIA) will be initiated for execution during IRB review.

c. If research will take place at non-SLU researcher’s site:
i. Obtain a written letter of permission from an authorized individual at the non-SLU site that authorizes the PI to perform activities at that location and attach to IRB Application. Note: a formal Letter of Agreement between SLU and site may be required. This will be decided and initiated during IRB review.

ii. Follow any additional requirements of the non-SLU institution.

4. SLU IRB Application (N/A if signing an IAA with an external IRB as IRB of Record):

a. List engaged non-SLU collaborators as research team members and ensure they complete research team requirements (such as human subject protections training).

b. List non-SLU sites as study locations and describe activities to be conducted there. Upload letter of support to the Attachments page.
NOTE: If the research is federally-funded, non-SLU sites may be required to file a Federalwide Assurance (FWA) with the Office for Human Research Protections (OHRP). Contact the IRB Office for assistance. Supplemental IRB Applications may also apply (researchers will be prompted while completing the SLU IRB Application).

6. Community Partner/Community-Engaged Research Considerations
Researchers are encouraged to engage community expertise or assistance in the conduct of research. Community partners can assist with many components of research without needing to be listed as research team members on IRB Applications. These include providing input into study design and dissemination plans and assistance in recruitment or identification of study locations. However, if community partners will assist in obtaining consent, research interventions, data collection or data analysis of private, identifiable data, they will need to complete the required human subjects protection training and be listed as study team members.

The SLU IRB has created a special, abbreviated CITI training and individual investigator agreement (IIA) to simplify the requirements for community research partners. To take the CITI training, community partners should select the “External Collaborator” course (see IRB Training and Education webpage for more instructions). If needed, the IRB will initiate an IIA during the review process.  
7. Umbrella/Master Collaborative Agreements
SLU has signed general IRB Authorization Agreements with regional partners who SLU researchers collaborate with regularly. This includes agreements with SSM Health (covers SLU research at SSM Health sites), Mercy (covers Orthopaedic Surgery department only), and SIUE. SLU has multiple types of master agreements with Washington University. Investigators can submit the IRB Reliance Agreement Determination Form to determine whether an IAA is appropriate as opposed to immediately pursuing IRB review at both/all sites (this is not necessary to submit for SLU studies taking place at SSM Health sites). For research collaborations with Washington University, if all research activities except analysis/manuscript preparation occur at one site, complete the Determination for Use of the Umbrella Agreement instead.
8. PI Responsibilities
The PI holds ultimate responsibility for the conduct of research. For studies involving non-SLU sites, the PI is ultimately responsible for assuring that all requirements of the site are followed, and that the site allows for the safe conduct of research, including adequacy of facilities and privacy for participants.  For studies involving non-SLU researchers who are inexperienced with conduct of research, it is expected that the PI provides appropriate training and supervision. Details of how the PI will accomplish these responsibilities should be included in the narrative of the IRB Application. Note that SLU research records are expected to be kept in the University’s possession per the SLU Policy on Research Records and Biologic Specimens: Ownership, Retention, Transfer and Destruction. Further PI responsibilities are found in the SLU External IRB Policy.
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� Note: If SLU PI has dual affiliation (e.g., is a faculty member here, but doing research to satisfy dissertation requirements at a previous institution), and the non-SLU site has a local IRB, please also follow this section.
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