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	WORKSHEET Reliance Supplement 
to Pre-Review, New Site


	

	1    PURPOSE AND APPLICABILITY



This worksheet is designed as a guide for the Reliance Administrator assigned to the first review of a study where a relying site is first being added (either initial or modification submissions). The purpose is to provide a guide for the Reliance Administrator on how to review and document multi-site and reliance considerations. It is intended to be used as an addendum to any other pre-review worksheets for those submissions. A Reliance Administrator should use this for studies where they are reviewing a Team S submission or for studies where they are working with a Review Administrator. For studies where two Administrators are involved, this worksheet should be completed by the Reliance Administrator and any changes required should be conveyed via email or Private Comment in Zipline to the Review Administrator.

This worksheet is not intended to be used for the initial engagement and single IRB assessment of a submission referred to Team S (WORKSHEET Team S Engagement Assessment). This worksheet is not intended to be used for the review and approval of a site submission in Zipline (WORKSHEET Pre-Review Site Submissions) or during the review of a follow-on multi-site submission where relying site(s) need to be considered in the reviews (WORKSHEET Reliance Supplement to Pre-Review, Multi-Site Modifications). This worksheet is not intended to be used for obtaining and reviewing an institutional profile (WORKSHEET Institutional Profile Assessment and Creation).

	2 ZIPLINE SMARTFORMS



This section addresses how SmartForms and supplements should be answered to accurately reflect the multi-site nature of the study. This section also addresses where study documents should be uploaded.

	Basic Study Information 
· Question 4 is “Multi-site or collaborative”
· Question 5 is “No”
· Question 6 is “Yes”

	Study Funding Sources 
This section should list only funding sources for the overall protocol (e.g., a parent award which will be sent to sites as a subaward) or funding for just the UW portion of the study. Any funding specific to individual investigators and ‘silent’ cooperative partners can be included here as well.

Funding applicable only to relying institutions should be removed. It will be included and reviewed in the corresponding SITE submission. If the site funding is the only federal funding for the study, it should still be uploaded with the SITE submission but the overall study pre-review in Zipline does need to mark HHS.

	Study Scope
This section should include any selections that will apply across the study, even if it may not apply to the UW activities. For example, if one site is dictating the use of a drug while the UW site is coordinating center, the drug question should be answered ‘Yes’. Or if one site is accessing medical records in Washington State without consent but the UW site is not, then the Study Scope question should be marked ‘Yes’.

NOTE – the Study Scope question 6 only needs to be answered “Yes” if the UW study team is going to interact with human subjects who are known or likely to be under 18 years old. If the only interaction with minors is occurring at non-UW sites, the answer to this question can be ignored. However, the involvement of children at other sites in these studies should be noted and included on the overall study pre-review.

	Drugs and Devices Pages
If the study will involve drugs and/or devices at any site these pages and supplements should be completed.

NOTE – all drug and device documents will appear in the Study Related portion of the Documents tab and will be accessible in all relying sites.

	Study Related Documents
Any documents uploaded to this section will be accessible in each participating site. Any documents that need to be accessed by multiple sites should be uploaded to this section. Any documents specific to one site should not be uploaded in this section.
· Consent Form Templates should only include “generic” study templates and consent materials that will be used for all consenting sites. 
· Recruitment Templates should only include “generic” study templates and recruitment materials that will be used for all recruiting sites.
· The Multi-site Supplement should be uploaded to Question 3 of this section. 
· Ensure that it only lists sites that are being covered by the UW IRB review.
· Ensure that the information in the engagement categories is correct, including any changes detected in the engagement assessment.
· Other attachments should only include study-wide documents like study-wide questionnaires.

	Local Site Documents
This section should include documents that will only be used by the UW study team, individual investigators and/or ‘silent’ cooperative partners. 

The UW PI CV should be uploaded under Question 3. 

If the application involves individual investigators, a SUPPLEMENT Non-UW Individual Investigators will be uploaded under Question 3. 
· Ensure that it only lists individuals that are being covered by the UW IRB review.
· Ensure that the information in the engagement categories is correct based on any changes detected in this engagement assessment.
· Ensure that the supervision plan described in the document is accurate.




	3 ASSESSING IRB PROTOCOL



The IRB Protocol should be reviewed to ensure that the activities and requirements of the relying sites are sufficiently described while also ensuring that the IRB Protocol is not too specific in certain areas to restrict activities at other sites. Resources for this assessment include the grant application, the study protocol, and the multi-site supplement. 
The institutional profiles will be referenced later when the SITE submission is ready to be reviewed.

	IRB Protocol Section 1.9
Check that the appropriate boxes for supplements in section 1.9 are marked.

	Study Protocol
If there are references in the IRB protocol to a study protocol, evaluate each referenced section of the study protocol for accurate descriptions of site-specific vs. study-wide or generic information.

	Location of Activities
Application should not unnecessarily describe study procedures applicable to all sites with site-specific references (e.g., “will take place at UW Medical Center, in room 75”, “we will review UW charts”). 

For studies where activities will specifically take place at one location (e.g., only medical record access at Seattle Children’s or only identifiable data analysis at the coordinating center), these procedures should be called out explicitly in the IRB protocol. 

Potential resources for this section are the multi-site supplement, grant application or study protocol.

	Includes All Activities to be Reviewed
Application includes all populations (section 2) and all procedures (section 5.1) across all sites for which UW is reviewing. For example, the application should include both the survey that UW is doing and the blood draw and analysis done by another site. Or an application should include children as participants even if the children will only be enrolled by the non-UW site(s). 

If the procedures are not the same across all sites, request short statements be added to section 5.1 to clarify what each site is doing. 

Potential resources are the grant application or study protocol.

	Excludes Activities Outside UW IRB Review
Application does not include procedures for which UW will not review.

This will most likely occur with applications involving VA and non-VA sites. The UW IRB will not review for the VA so any activities performed only by VA personnel at the VA sites must be removed from the IRB application.

	Accidental Site-Specific Information
Assess any site-specific information the study team includes in the IRB protocol. Most site-specific information should be included in the site submission and reviewed during the site onboarding process. However, some study teams may include site-specific information in the IRB protocol and it should assessed. Determine whether the information should be removed from the IRB protocol. If it will change the applicable regulations or any review decisions of the initial application, assess if the language is sufficiently clear and detailed for documentation or if additional details or references to a site or institutional profile should be added.

The list below is not comprehensive but highlights areas where the study teams might reference site-specific information.
· Non-UW Research Setting
· Relationship to Participants in the recruitment section
· Involvement of Minors
· Consent and Electronic Consent
· Financial Responsibility for Research Related Injuries
· Approvals and Permissions

Potential resources are the grant application and study protocol.




	4   ASSESS CONSENT/ASSENT PLAN FOR SINGLE IRB FEASIBILITY



This section will assist in determining the preferred process for structuring the site-specific consent and assent materials. 

This section is only relevant if the reviewer has determined during the pre-review process that consent, parental permission and/or assent is required for the study. If there are two administrators working on this submission, the Review Administrator is responsible for the decision about whether consent, parental permission and/or assent is required for the overall study. However, the Reliance Administrator will complete this section and determine the plan for site consent materials.

	Pick the best option for managing consent/assent documents 

The default position is that the study should have ‘template’ consent materials. If the study team presents a reason to not use ‘template’ consent materials, that request will be considered by the ADR and/or Senior Admin.

The list below presents several options. However, if these are not acceptable for the study, identify a different option. 

· One site is obtaining consent so one set of consent documents is needed. If that site is not UW, those consent documents will not be uploaded to the main study submission. Those will be reviewed with the site submission. The review of the main study should only include the information in section 8 of the IRB protocol.
· Multiple sites will obtain consent but relying site(s) will use the same documents as UW so one set of consent documents is needed. The consent form should be uploaded into the Study-Related Documents section and a UW-specific version is not needed. 
· Consenting sites are performing similar procedures and sites may require minor revisions to the consent documents. Approved UW ‘template’ consent forms will be sent to relying sites for revisions and then reviewed and approved by UW IRB. This may involve using the comment feature in Zipline to review and finalize the language in the consent documents.
· Consider whether the consent form should be split into two parts – Part 1 which has study-wide information and Part 2 which has site-specific information.
· Relying sites are performing significantly different procedures from the UW site. The UW study team would prepare ‘template’ versions for each site. 

The Reliance Administrator will identify areas of the template documents that can be modified vs. areas that need to be protected. During screening, the Reliance Administrator will request the study team to mark areas that will be modified with site-specific information in brackets or some other notation.

If the consent plan is complicated and the Reliance Administrator feels that reviewers may need to reference the site applications to fully understand the consent process in study follow-on submissions, a note should be added to section 8.2b. This note should be brief and may include references to the specific site applications that will need to be consulted.

	Electronic Documentation of Consent

Review the overall process to ensure it is approvable for the UW site and study-wide. Considerations for site electronic documentation of consent will be handled with the review of the site submission. The review of the site submission may prompt changes to the IRB protocol.

	Consent Material Translations

If the study is greater than minimal risk and will have translations of consent materials, the TEMPLATE Translation Attestation should be submitted. For the majority of studies, the attestation form should be submitted with the relevant site submission(s). However, if some or all of the overall consent forms are uploaded in the main study submission, the attestation form should be uploaded with the main study submission. Studies may have attestation forms uploaded in the main study and site submissions, especially if the consent materials are split into Part 1 and Part 2 forms. Do what makes the most sense for the study.

Inform the UW study team of the decision during screening.
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