UTSW HRPP Guidance on Adding Non-UTSW Affiliated Individuals

This document is intended to be used in conjunction with HRPP Policy 2.8 Collaborative Research Involving External Investigators/Institutions Reviewed by UTSW IRB.

Is the Non-UTSW Affiliated Individual engaged in research?* 	
*See Engaged In Research Individuals in 10.0 Glossary of Human Research Terms of HRPP Policy and Procedures.
a. If no, then individual does not need to be added to study and a reliance agreement is not needed. The non-UTSW Affiliated Individual should follow their Institution’s HRPP/IRB requirements. 
b. If yes, does the institution have an active Federalwide Assurance (FWA)?
i. Yes – Go to Section I
ii. No – Go to Section II
iii. N/A - The individual is not affiliated with an institution – Go to Section II
Note: an employee or agent is an individual who is conducting research on behalf of their employer/institution. A student  participating in a research activity to meet an academic requirement at their school is considered an “agent” of the school. 

Adding Non-UTSW Affiliated Individuals from Institution with FWA:

1. STEP 1: Is the individual’s institution willing to rely on UTSW IRB?
If yes, the UTSW study team should fill out a Reliance Request and select “Request to Add Non-UTSW Affiliated Personnel to Study.” The sIRB Team will work with the external site to set up the Reliance Agreement.
i. Go to Step 2.
If no, their institutional IRB must review the study.  
ii. Upload a copy of the IRB approval letter in eIRB parent smartform Item 5.1.1a.

2. STEP 2: Will the individual work on campus and/or access UTSW systems and/or Protected Health Information (PHI)?
a. If yes, the UTSW PI/Department should sponsor the individual by:
i. Adding the individual as a Contingent Worker Request (CWR) in PeopleSoft, 
ii. Submitting an Institutional Access Request (IAR) Form in ServiceNow, 
iii. Submitting an eIRB Access Request, 
iv. Obtaining credentialing from UTSW and other performance sites where individual will be engaged in research, and
v. Adding the individual to eIRB using the “Add or Remove Affiliated Study Personnel” activity (NOTE: all of UTSW CITI training requirements must be met).
b. If no, go to Step 3.

3. STEP 3: UTSW HRPP Modification
a. Training verification: 
i. Individuals relying on their institution’s IRB do not need to meet UTSW training criteria.
ii. If relying site doesn’t require HIPAA training (e.g., UTD employees), the individual may complete HIPAA Research training at CITI Program by affiliating with “University of Texas Southwestern Medical Center”.
	
b. Modification Smartform Changes:
i. Item 1.1:
· Select “Other” and list the site(s)  being added for which the UTSW IRB will serve as the IRB of record.
· Select “Consent Form” to edit data sharing language in Part 1, and submit Part 2 consent for each site being added (modification item: 4.0), when applicable.
· Select “Waivers of Consent and Authorization” to edit disclosure of data section to reflect each site being added (modification item: 6.0), when applicable.
· Select “Conflict of Interest Changes” to disclose management plans issued by the relying site, when applicable.
ii. Item 15.0:
· List the site(s) being added in Item 15.1 and upload the reliance agreement(s) and the local context form(s) to Item 15.2.
· Attach to Item 15.2 the revised Form C, recruiting/consenting plan for each site being added, when applicable.
c. Parent Smartform Changes:
i. Item 4.2: Conflict of interest disclosed and associated management plan for external study team members provided, if applicable
ii. Item 5.4: “Yes” selected
iii. Item 5.7.1 and 5.7.2: PI’s and UTSW’s role described
iv. Item 5.7.3: Lead PI Monitoring Plan (Form W) uploaded - applicable when first site is added. 
v. Item 5.7.4: “Yes” selected
vi. Item 5.7.4a: Non-UTSW Site(s) listed and their study activities described
vii. Item 5.7.4b: Reliance Agreement(s) uploaded for each site
viii. Item 5.7.4c: Local Context Questionnaire(s) uploaded for each site
ix. Item 24.1: Data Use Agreement (DUA) Number provided if data/specimens are being shared with or sent by external sites to UTSW

4. STEP 4: UTSW HRPP Review of Modification
a. Training verification: 
i. Individuals working at/with/for institutions relying on UTSW IRB do not need to meet UTSW CITI training criteria 
ii. Individuals accessing/receiving PHI must have HIPAA training. If not offered by their home institution (e.g., UTD employees), they may complete HIPAA Research training at CITI Program by affiliating with “University of Texas Southwestern Medical Center”.
b. COI verification:
i. Individuals conducting research at UTSW must comply with UTSW COI policies. 


I. Adding Non-UTSW Affiliated Individuals from Institution without FWA:

1. STEP 1: Is institution willing to submit to OHRP for a Federalwide Assurance (FWA)?
a. If yes, refer to OHRP’s FWA website and follow Section I above. Note, if several employees from the institution will be engaged, an FWA will likely be required. 
b. If no, (institution is not willing to obtain an FWA or individual not working on behalf of an institution), is UTSW willing to cover individual under our FWA and is the individual willing to sign an Individual Investigator Agreement (IIA)? (Note, the Assistant Vice President Human Research Administration is the designated approver for these)
i. If yes, the UTSW study team should fill out a Reliance Request and select “Request to Add Non-UTSW Affiliated Personnel to Study.” The Reliance or sIRB Team will work with the study team and non-affiliated person to set up the agreement (IIA). 
(a) The IIA requires a CV/Resume from individual and signed IIA agreement by individual, PI, Department Chair, and designated approver (Assistant Vice President Human Research Administration).
ii. If no, the individual cannot be added.

2. STEP 2: Will the individual work on campus and/or access UTSW systems and/or PHI?
a. If yes, the UTSW PI/Department should sponsor the individual by:
i. Adding the individual as a Contingent Worker Request (CWR) in PeopleSoft, 
ii. Submitting an Institutional Access Request (IAR) Form in ServiceNow, 
iii. Submitting an eIRB Access Request, 
iv. Obtaining credentialing from UTSW and other performance sites where individual will be engaged in research, and
v. Adding the individual to eIRB using the “Add or Remove Affiliated Study Personnel” activity (NOTE: all of UTSW CITI training requirements must be met) and update Form B.
b. If no, go to Step 3.

3. STEP 3: Submit Modification
a. All of UTSW CITI training requirements must be met 
b. Conflict of interest disclosed and associated management plan for external study team members provided, if applicable (Item 4.2 in eIRB)
c. Will individual work on campus or access UTSW systems (Step 2 above)?
i. Yes - add the individual to eIRB (as affiliated personnel) using the “Add or Remove Affiliated Study Personnel” activity in eIRB and update Form B.
ii. No - If the individual will not work on campus or access UTSW systems, the study team must add them to Form B and the Non-UTSW Affiliated Personnel section of eIRB. (NOTE: all of UTSW CITI training requirements must be met). 


4. STEP 4: UTSW HRPP Review of Modification
a. Training verification: 
i. If institution obtained their own FWA and agreed to rely on UTSW IRB, they do not need to meet our training criteria (with the exception of those accessing PHI - they must have HIPAA training (e.g., UTD).
ii. Individuals covered under UTSW’s FWA must complete UTSW CITI training requirements.
b. COI verification:
i. Individuals conducting research at/on behalf of UTSW must comply with UTSW COI policies. 
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