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This guide addresses common questions from study teams when Vanderbilt is the lead site. For submission-specific instructions, please refer to Single IRB Submission Tip Sheet When Vanderbilt is the SIRB available on VUMC Single IRB Help webpage under Resources for Study Teams. 
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[bookmark: _Toc1769560420]Single IRB Requirements
	[bookmark: _Toc1744768742]When is the use of a Single IRB required?
	When is Single IRB not required?

	The federal requirement for sIRB review comes from two separate mandates:
	The mandates do not apply to the following types of participating sites in multi-site research:

	NIH Policy:
Effective January 25, 2018, the NIH will require the use of a sIRB for the review of non-exempt, multi-site, domestic, human subjects research protocols funded by the NIH.

Common Rule:
Additionally, under the new Final Rule governing human subjects protections approved by the DHHS in January, 2017, most U.S. government funded cooperative studies that meet the criteria for non-exempt “human subjects research”, and involve more than one site, will also require sIRB review. Effective January 20, 2020.
*Some other networks, companies and foundations may also require sIRB review.
	
· Many Veteran’s Affairs (VA) sites due to strict VA policy. For each study you must check with the VA site to understand whether or not they qualify for an exception.
· International sites (though domestic sites of the same study must be reviewed by a sIRB).
· Sites involving tribal nations.
· Sites for which review by the proposed sIRB is prohibited by a federal, tribal, or state law, regulation, or policy.

*Note that a study may involve sites that must comply with the policy and other sites that are not required to comply.



[bookmark: _Toc247374532]How does the selection process work to determine who serves as the Single IRB?
The Lead PI or funding agency typically selects the reviewing IRB, often a commercial IRB or a lead academic institution. The sIRB is often chosen based on expertise, capacity to handle the workload, and often, it is the IRB of the Lead PI's institution. 

[bookmark: _Toc2145073585]Are there exceptions to Single IRB review for multi-site research?
The NIH single IRB policy allows exceptions for domestic sites when review by a single IRB would be prohibited by a federal, tribal, or state law, regulation, or policy. NIH will consider requests for other exceptions to the policy and will determine if there is adequate justification to grant an exception. Most exceptions are expected to be site-specific, that is, the exception to single IRB review will be made for a particular site, but all other sites conducting the same protocol will rely on the single IRB. NIH exceptions are considered rare and must be strongly justified.

Specific instructions on requesting exceptions can be found at: Guidance on Exceptions to the NIH Single IRB Policy

[bookmark: _Toc815623275]Will the VUMC IRB serve as the Single IRB for Exempt research?
The VUMC IRB will neither rely on an external IRB nor act as the IRB or record for any non-VUMC site or individual for research that has been determined to be exempt. Researchers at other academic institutions should follow their local IRB’s process for review of exempt research. 
[bookmark: _Toc1296304903]Will the VUMC IRB serve as the Single IRB for Non-Human Subject research?
The VUMC IRB will neither rely on an external IRB nor act as the IRB or record for any non-VUMC site or individual for research that has been determined to be non-human. In some cases, a study may be human subject research at one site and non-human subject research at another site based on the research activities being performed at each site. Researchers at other academic institutions should follow their local IRB’s process for review of non-human research. 

[bookmark: _Toc1995602926]Reliance
[bookmark: _Toc534436210]Do all participating sites need to sign the reliance agreement?
Yes, all participating intuitions involved in the collaboration of human subjects research that requires sIRB review under the Common Rule must sign a formal reliance agreement. 
[bookmark: _Toc350253644]Who is responsible for executing the IRB reliance agreement? 
The Lead PI is responsible for proposing the sIRB and organizing the reliance agreements.
The IRB Reliance Agreement must be approved and signed by institutional officials with appropriate signing authority for the single IRB and for each participating site.

[bookmark: _Toc1380990654]Can non-accredited sites rely on the VUMC IRB?
Yes, non-accredited sites, or any institution engaged in human subjects research, can rely on another IRB through a formal IRB Reliance Agreement, such as SMART IRB, allowing one IRB to serve as the "IRB of Record" for all sites to streamline approvals for multi-site studies.

For specific reliance related questions, please contact singleirb@vumc.org






[bookmark: _Toc1399729165]SMART IRB
[bookmark: _Toc1723877632]What is the SMART IRB Master Reliance Agreement? 
SMART IRB is the term for the “Streamlined, Multisite, Accelerated Resources for Trials” IRB Reliance platform. The SMART IRB Master Reliance Agreement is a national reliance agreement (not an IRB) that uses a harmonized set of standard operating procedures to streamline the IRB review process for multi-site studies, while ensuring a high level of protection for research participants. Although not yet a requirement, many institutions will use the SMART IRB Master Reliance Agreement as a basis for reliance. Institutions no longer need to use institution-specific reliance agreements that require review by legal departments on a study-by-study basis.
[bookmark: _Toc2117637240]How does the SMART IRB Agreement work?
As part of SMART IRB, institutions may choose to rely on another IRB to review, approve, and oversee a research study. The Reviewing IRB provides ethical review of the research for the life of the study. Relying Institutions provide local context information about state law, study team member training and qualifications, any applicable conflict of interests and any applicable ancillary reviews. Investigators and institutions retain their respective responsibilities for the protection of human subjects, compliance with applicable laws, regulations, ethical standards, and the terms of the institution's FWA.
The VUMC IRB utilizes the SMART IRB Reliance Agreement version 3.0 ("SMART IRB Agreement) and the SMART IRB Indemnification Addendum. For sites that are not a participating institution of SMART, the VUMC Letter of Indemnification pursuant to the SMART IRB agreement may be used. VUMC uses the IRB Reliance Exchange (IREx) for single IRB documentation and coordination.

To learn more about the SMART IRB reliance agreement and confirm whether your collaborators have signed on, go the SMART IRB website.

[bookmark: _Toc1146833461]IREx
[bookmark: _Toc1215389967]What is IREx? Is it the same portal as DISCOVR-e?
IREx and DISCOVR-e are not the same. Data Integrated Study Console of Vanderbilt’s Research Enterprise (DISCOVR-e) is the VUMC IRB web-based submission portal where lead study teams create and submit studies, view approved documents, including Committee Action Letters, Final Approval Letters and approved and date stamped documents. Lead study teams can also check the status of submissions. 

The IRB Reliance Exchange (IREx) portal, managed by the Vanderbilt Institute for
Clinical and Translational Research (VICTR), promotes a standardized single IRB review process for capturing reliance documentation and facilitating communication between the sIRB, study teams, and relying HRPPs. sIRBs can use IREx to capture local considerations from participating sites to promote consistency in the data collected by sIRBs and data provided by participating sites.

When VUMC serves as the reviewing IRB, VUMC requires relying sites to use IREx to document reliance and collect local considerations. Although the two systems are separate, data between DISCOVR-e and IREx are exchanged via API to provide information the sIRB needs to review and grant initial IRB approval for a participating site and provide the actual IRB approval information and documents for participating sites. 
[bookmark: _Toc1513083803]As the lead site, what does a relying site need to submit to their local IRB before they can access/complete their local considerations in IREx?
Each Relying Site has its own institutional local requirements for local submissions.  There should be communication with the Relying Site first, as they will use that information to complete the IREx surveys to evaluate, the proposed arrangements at our local site, and determine what institutional policies apply, whether the Investigator and list of KSP have any Conflicts of Interest (COI).  They need some sort of submission system or submission in their system locally, so they know how to conduct their local review. In most cases, when you check IREx, and find it is not completed, it may be because the local investigator has not completed something. Some investigators and regulatory personnel are new, they may not be familiar with Single IRB requirements, and you may need to ask them to contact their IRB to see what they may need to submit to them to move the submission along.
[bookmark: _Toc145292347]Who should I contact if I have questions about using the IREx portal?
The IREx team can be reached via email at admin@IRBexchange.org and will respond as soon as possible. You can also visit the Resources page for resources geared toward the reviewing IRB, Participating site HRPP, study manager and study team. 
[bookmark: _Toc422315122]Billing/Cost of Single IRB Review
[bookmark: _Toc981940958]Are there fees associated in using the VUMC IRB as a Single IRB?
Yes, sIRB studies are subject to review fees. The VUMC IRB charges review fees for relying sites that use the VUMC IRB as the Single IRB. Investigators will need to incorporate sIRB fees as
direct costs in their grant budget prior to submission.

IRB fees should be included in contract negotiations and are applicable whether or not the contract is finalized. The PI and/or their department is responsible for payment of the review fee even if the sponsor refuses payment.  IRB review fees will continue to be assessed until the study is closed with the IRB.

[bookmark: _Toc1681048128]Are there separate fees associated with the use of IREx in addition to VUMC Single IRB fee?
No. The VUMC sIRB fee is assessed only when a submission is reviewed by the VUMC IRB. VUMC does not currently charge separate fees for IREx processing or reliance agreements executed through IREx.

If a participating site has been added in IREx but has not yet been submitted to the VUMC IRB as a Site Add for review and approval, no IRB review fee is assessed because no IRB review has occurred. 
[bookmark: _Toc2095631315]Who is responsible for the IRB charges for relying sites that use the VUMC IRB as the Single IRB? 
When serving as the Single IRB, VUMC will charge fees to review other sites. The fees charged will not be paid by the institution. The fees are the responsibility of the lead site and should be included in the grant budget as direct costs.

NIH provides detailed information at the sIRB FAQ Page and include a specific costs guidance document detailing which costs should be charged as direct vs. indirect costs under different IRB review scenarios. 

[bookmark: _Toc945655079]When VUMC serves as the Single IRB and VUMC is a participating site, is VUMC charged as a site?
No. 

Are there fees associated with using IREx?
No. 

Could you clarify whether any fees would apply when a site has been added but has not been notified, onboarded, or begun the reliance process?
If a site has been added in IREx but has not yet been submitted to the VUMC IRB as a site add for review and site approval, no IRB review fee is charged as the IRB has not conducted a review of that site. 

[bookmark: _Toc1088565728]Who should I contact if I have questions about the Single IRB Billing?
For details regarding VUMC investigator rates, please refer to current IRB fee posted in ilab. 
For questions regarding external customer rates or other billing questions, please contact Heather J. Phillips at heather.j.phillips@vumc.org.



[bookmark: _Toc120277830]Requesting VUMC to serve as the Single IRB
[bookmark: _Toc417356171]When receiving a notice of funding award, when should the request for single IRB review be submitted?
Single IRB review should be requested immediately after your funding award is issued, as funding agencies usually require sIRB approval before officially releasing funds. The VUMC HRPP encourages early outreach before the grant submission (if applicable) to allow the VUMC sIRB team to work with other organizations to initiate the reliance process. 

[bookmark: _Toc1307104393]What is the submission process to request VUMC to serve as the Single IRB for my study?
VUMC requires completion of a Single IRB Request survey to determine whether a study qualifies for Single IRB review. You must submit your request for reliance using the REDCap intake on the VHRPP website form where the sIRB manager or designee will review and make a determination. Once your request has been reviewed, you will receive confirmation with next steps. Additional resources are available on the VUMC HRPP website under Single IRB Help

	[bookmark: _Toc672306514]When VUMC is the IRB of Record, VUMC is a participating site, and I am the (lead) PI:



[bookmark: _Toc716364968]When Vanderbilt University Medical Center will serve as the IRB of Record, what are the responsibilities? 
The VUMC IRB is responsible for conducting the ethical review, as specified under the HHS regulations at 45 CFR Part 46.
[bookmark: _Toc957659826]What are the Criteria for IRB Approval of Research (45.46.111)?
· Risk Determination
· Vulnerable Populations
· Risk-Benefit ratio
· Equitable Selections
· Informed Consent
· Privacy & Confidentiality
· Data & Safety Monitoring
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Single IRB Review at VUMC is separated into two main parts. First, the overall study and lead site-specific requirements are reviewed. After overall study and lead site approval, participating sites are onboarded and approved on a rolling basis. See the SMART IRB's Overall PI Checklist for additional responsibilities when the VUMC Investigator is the lead PI. 

[bookmark: _Toc836500165]What are the responsibilities of participating sites when relying on the VUMC IRB?
When relying on the VUMC IRB, sites are expected to adhere to the IRB approved protocol and the requirements of the VUMC IRB and follow applicable VUMC IRB guidelines and policies. This includes adhering to all applicable state or local laws, regulations, and institutional policies that pertain to the conduct of research at their site. Sites must communicate to the VUMC IRB the requirements of relevant laws, regulations, institutional policies, standards, or other local factors, including local ancillary reviews, relevant to the research (“Local Context Considerations”) that would affect the conduct or approval of the research at their site. 

Local context considerations can include institutional requirements for informed consent language (e.g., compensation for injury language, cost language, HIPAA), attesting to the adequacy of research team training, study team qualifications and resources available to them to conduct the study along with any relevant conflict of interest management plans. The VUMC IRB uses IREx to capture local context considerations and document reliance utilizing the SMART reliance agreement. The reliance agreement outlines the responsibilities between the sites.



[bookmark: _Toc1274328607]Does local context review occur at one time, or is it an ongoing process?
After a relying site is approved, you should check with your IRB/HRPP about the types of items that will require “local” review during the life of the study. Even when relying on an external IRB, many organizations require that select submissions be reported locally throughout the study. Examples may include: a) changes that may trigger a local ancillary review, b) site PI changes, c) complaints from subjects enrolled at the site, etc. Investigators at sites relying on the VUMC IRB are expected to remain knowledgeable about their institution's local requirements, notify the lead study team of any local changes that may require submission to the VUMC IRB and update local context (e.g. PI survey) in IREx as needed. 
[bookmark: _Toc622872018]In addition to completing Human Subjects training and GCP training, are there other required trainings?
Yes, as a local requirement for single IRB studies (whether VUMC is serving as the Reviewing IRB or the Relying IRB) the Study PI and the Study Coordinator are required to complete a 30-minute “Single IRB Review at Vanderbilt” training. 

VUMC Investigators can access the training by searching “SIRB” on the Learning Exchange (Link: https://learningexchange.vumc.org/#/online-courses/d044f33d-3d35-411a-bf9f-305a81961fb1).

External Investigators can access the training through this redcap survey and attest to training after completion (Link: https://redcap.vumc.org/surveys/?s=4HE9P8DNYP)

Continuing sIRB training is not required but strongly encouraged. HRPP staff will verify training and request during pre-review if needed. 
[bookmark: _Toc236707538]What is the difference between Coordinating Center/Overall PI and Enrolling/Site PI (if both are VUMC). 
Generally, Coordinating Center/Overall PI’s handle the protocol, consent document, tracking serious adverse events/unanticipated problems, statistical analysis, publications etc. They are considered the lead PI who has ultimate oversight over the study and each Relying Site. The Coordinating Center is ultimately responsible for ensuring the study is conducted per protocol, adverse events are reported as required per reviewing IRB policy and regulations.  They submit the IRB Application, select study type such as Standard, Expedited etc.). 

The Enrolling/Site PI consents, enrolls and conducts other activities per protocol.  There may be different PIs, if that is the case, they require two different submissions with each PI’s responsibility outlined. At VUMC, the site PI submits a Ceded Application, so they are ceding review to the other PI.  The type of review is “Request Review by Another IRB” (even though they are both at VUMC). The regulatory requirements and responsibilities and the Reliance Agreement responsibilities must be separate. The enrolling PI should be listed on the consent form. See the SMART IRB's Relying Site Investigator Checklist for additional responsibilities for relying Site PI.

[bookmark: _Toc1683422464]When the Coordinating Center/Overall PI is the same as the Enrolling/Site PI, is the ceded submission required to mirror the single IRB submission?
If they are both the same person, all responsibilities can be documented in the Single New Study Submission.  A separate submission is not required.  

[bookmark: _Toc118081733]What is the list of submission documents that ARE and ARE NOT required to be stamped with approval?
The stamped documents are considered patient facing and would require an IRB to approve before distribution to patients. 
	Documents requiring a stamp
(Patient Facing)
	Documents that do not require a stamp

	Consent/assent forms 
Recruitment
Advertisements
Study measures
Study materials 

*The VUMC IRB application is also stamped. 
	The following documents are listed in the IRB approval letter or stamped submission form. 

*Protocol
*Grant
*Investigator Brochures/Package Insert(s)


The following documents placed in the "other" bucket in DISCOVR-e are considered an acknowledgment.
· DSMB reports
· Site Standalone HIPAA Form
· Site Bill of Rights





[bookmark: _Toc2114984796]When a VUMC approved document, such as consent form, requires a local site stamp or barcode, can the site apply this to the document without re-review and approval by the VUMC IRB?
VUMC recognizes that some local IRBs may apply barcodes or stamps to VUMC approved materials (such as consent forms, recruitment, subject-facing materials, etc.) for their sites as part of their local process. This should be outlined in the IREx Institutional Profile or HRP Survey.
VUMC does not require additional IRB review of these local stamps or barcodes, providing the following requirements are met: 
· The local stamp or barcode does not obscure any portion of the VUMC approved material
· The local stamp or barcode does not contradict any information in the VUMC approved material 
· The local stamp or barcode does not imply that the local IRB is the IRB of Record
No other changes are made to the document (any other change will require VUMC IRB review) 
[bookmark: _Toc1528892722]Do you stamp Patient Bill of Rights for relying sites?
Patient bill of rights from other sites are approved by that site, not by VUMC so it will not be stamped by us.  That site has its own privacy board (noted in the reliance agreement). 
[bookmark: _Toc1614038599]What is a privacy board and how does this relate to sIRB policy?
A Privacy Board is a review body that may be established to act upon requests for a waiver or an alteration of the Authorization requirement under the Privacy Rule for use and disclosure of protected health information (PHI) for a research study. A Privacy Board may waive or alter all or part of the Authorization requirements for a specified research project or protocol. A covered entity may use and disclose PHI, without an Authorization, or with an altered
Authorization, if it receives the proper documentation of approval of such alteration or waiver from a Privacy Board. 
*Please note, VUMC does not require approval of a waiver of authorization under HIPAA for review of medical records to identify eligible subjects (i.e., as “Preparatory to Research” activities).
[bookmark: _Toc801901436]Will Vanderbilt University Medical Center serve as the Privacy Board for participating sites? 
The VUMC IRB generally will not serve as the Privacy Board for relying sites. For VUMC site, VUMC always serves as the Privacy Board and reviews and approves our HIPAA documents and HIPAA authorizations, whether we are the Reviewing or Relying IRB.   
[bookmark: _Toc1663950697]Consent Forms
[bookmark: _Toc236149070]Why is a different format used for the sIRB consent process and why isn't the standard VUMC consent template used?  
VUMC requires use of a two-part consent form when serving as the reviewing IRB for studies with multiple consenting sites. The two-part structure is an administrative approach used in multi-site studies to manage the NIH Single IRB (sIRB) Policy. It separates the study-wide procedures from the unique, location-specific requirements into two distinct sections.
*If VUMC is the only enrolling site, the two-part consent structure is not required, and the standard VUMC consent template can be used. 


[bookmark: _Toc218953286]What information is included in the Part 1 and Part 2 templates?
Part 1 (Master): Includes the primary components of the study [procedures, risks, benefits, study purposes, etc.]. The master consent form must begin with a concise and focused presentation of the information that is most likely to assist a subject in understanding why they might or might not want to participate. The Part 1 (Master) consent cannot be edited by sites.

Part 2 (Site-specific): Includes required sections that must be part of a complete ICD and additional optional sections to adhere to site local policy such as site contact information, costs to participants, payment in case of Injury, who to call in case of Injury, and HIPAA authorization language. Other additional elements can include local language regarding state law requirements, local COI disclosures, site specific confidentiality language, site logos/barcodes and specific signature requirements. 
The Part 1 and Part 2 are combined to make one document. 
[bookmark: _Toc142927956]The Part 1 (Master) approval stamp date is different from the approval stamp on Part-2. Should they match?
In cases where one of the ICD parts had changes (via protocol amendment/ site local context change), the 2-part ICD might have a different approval stamp date. However, the study Expiration date must be identical in all document pages. [e.g. An amendment to Part-1 was approved on 10/11/2025, Part-2 was modified and approved on 11/20/2025, but both parts carry the same study Expiration date: 8/20/2026]. 

[bookmark: _Toc1622955214]Assent Forms
[bookmark: _Toc159081437]My study involves children, do I need to utilize the two part consent model for assent?
The VUMC IRB only requires that the two part consent model be used for Adult, Parents and Children ages 13-17. The VUMC IRB will approve an assent template for children 12 and under based on the age range, for use at all sites. 

[bookmark: _Toc257952239]I know the VUMC IRB recommends the assent form for children ages 13-17 closely mimic the adult consent form. Can I combine the 13-17 assent form with the parent consent form so that one document is signed by the minor participant and parent?
Because assent consists of affirmative agreement to participate, the child must actively show his/her willingness to participate, rather than complying with directions to participate or not resisting in any way. The IRB determines and documents whether obtaining assent is a requirement for all, some, or none of the children who will participate in a research study. 
Assent is not consent, which means the federal regulations do not require all elements of consent to be included in the form. The IRB will review the assent documents to ensure the language and scope of information is age-appropriate for the proposed age range. 
Please visit the VHRPP Children in Research page for more information. 

[bookmark: _Toc1666206282]Can a relying site submit their own assent forms or do they have to use the assent form(s) approved by the IRB of Record?
When agreeable, the Relying Site can use the Assent Form submitted by the lead site and approved in the global bucket in DISCOVR-e. If a Relying Site requires use of their own assent form templates based on local policy, documentation of this requirement must be included in the HRP Survey in IREx. The VUMC IRB must approve the local assent form if it differs from the global template.
[bookmark: _Toc1613817316]SITE ADDS
[bookmark: _Toc167204072]When do I add a participating site to a study that has been approved under Single IRB Review?
Participating sites are added after the lead site is approved, they have entered into a reliance agreement with VUMC and completed local considerations in IREx.  
[bookmark: _Toc936178193]How do I as the lead PI track reliance agreements for participating sites so I know when they are ready to be activated as a site? 
The VUMC IRB utilizes IREx to capture and store the detailed plan for the flexible elements of reliance and capture local considerations (e.g. state laws) when relying on VUMC as the single IRB. IREx allows the lead study team and relying sites to track when these steps have been completed. Participating sites are added via a site add submission in DISCOVR-e and notified via email once the participating site has indicated reliance and completed all local considerations in IREx.
[bookmark: _Toc681826135]As the PI, I received notifications of seven sites having completed all considerations in IREx. Should I submit these sites individually or can I combine them under one site add submission?
Only one Site Addition Form can be submitted at a time. However, the VUMC HRPP allows up to five sites to be submitted with a Site Add submission Form for IRB approval.
[bookmark: _Toc947697108]What do military sites use to document reliance and how can I ensure we have local context documentation from these sites?
Military sites do not utilize the SMART agreement or the IREx platform. An Institutional Agreement for IRB Review ( IAIR ) will be used to establish reliance between the miliary site and VUMC. Local considerations (PI and HRP surveys) are completed in REDCap. The Single IRB team will coordinate with the lead study team to execute these items. 




[bookmark: _Toc1025127280]Can you explain differences/similarities between combination/component sites? 
Every institution is set up a little differently when it comes to legal structure, and what organizations and entities are under an institution’s federal wide assurance (FWA) number (number registered with OHRP).

When Reliance Agreements are signed, this is established from one FWA number to another FWA number. It is not institution to institution as some have multiple FWA entities. Combination Sites, also referred to as Affiliate Sites, are looking at FWA numbers. Combination sites may have different PI’s at two separate sites. This requires documentation of how that PI is conducting research at the various sites, so the IRB understands the types of agreements and the different local information and local reviews needed from those sites.  There could also be the same PI at two separate sites that are under different FWA numbers. When a Relying Site HRPP registers for a study in IREx, they can indicate that additional FWAs are engaged by the investigator for the study.
[bookmark: _Toc445268790]Can you explain a combo site scenario where both sites are enrolling participants under the same PI? What is the expectation for their Part 2 documents with Initial Site add submission, Continuing Review, and site-specific amendments?
When VUMC is the reviewing IRB and there are 2 Relying Sites, under the same PI, IREx surveys should document each site's responsibility.  The PI surveys document each activity and if they will be conducted differently than the IRB approved protocol. The IREx surveys are expected to be the source of truth, as there is not a separate form in DISCOVR-e to capture details about Relying Site activities. IREx allows the study team to select activities at the Local Site (i.e. recruiting, screening, consenting, conducting data analysis, other activities per protocol, receiving funding, etc.) This allows the VHRPP to understand how engaged the Relying Site is, to ensure they have all the information needed to fully evaluate the submission. 

[bookmark: _Toc924171686]If using standalone HIPAA authorization forms, are we required to submit those to the VUMC IRB?
VUMC requires submission of standalone HIPAA authorization forms if used at sites although we do not stamp them. We keep the document with the site’s research files, so VUMC as the Reviewing IRB, understands the current version of the HIPAA forms to be signed in the event of an audit. 

[bookmark: _Toc513611303]AMENDMENTS
[bookmark: _Toc288199302]As the lead PI, what do I do if a participating site needs to amend a study document, such as the part 2 ICD?
A site-specific amendment should be submitted via DISCOVR-e along with clean and tracked copies of the documents. 
[bookmark: _Toc38394487]As the lead PI, how do I amend the protocol, master ICD and study measures? 
A global amendment should be submitted via DISCOVR-e along with clean and tracked copies of the documents.
[bookmark: _Toc1021207689]What are the differences between Global and Site-Specific amendments?
Global (study-wide) amendments are changes or new information that apply to the conduct of the study at all sites such as Protocol, IRB Application, Part 1 (Master) ICD and Recruitment Materials.
Site-specific amendments are amendments that pertain to specific sites and not the overall study such as relying site PI or study coordinator changes, rare changes to the Part 2 ICDs (e.g., site specific procedures, compensation, subject injury, HIPAA authorization language, signature lines) and site closures that are closed outside of the Continuing Review Form.
For additional examples, please reference the "Single IRB Tip Sheet When Vanderbilt is the sIRB" under Single IRB Help
[bookmark: _Toc1590874801]If a site notifies us that their institution has updated the local template language, requiring changes to their currently approved Part 2 documents, are there any expectations for them to update these local considerations in IREx? Or do the previously approved surveys remain valid as per the initial site add submission?
The HRP and PI surveys should stay updated as applicable.
	 
[bookmark: _Toc204983083]I’m the Lead/Overall PI, what do I do if I am leaving the institution?
If you are leaving VUMC and another PI will be appointed, please submit a global amendment to change the PI. Please submit clean and tracked copies of the consent/assent forms and any other approved study documents where a change in PI name would be needed. 
If another PI is not appointed, the study will need to be closed. Please reach out to the sIRB team to discuss.  

[bookmark: _Toc1699402770]I’m the lead/Overall PI and moving to another institution, can I still serve as the PI, even if I maintain an adjunct appointment at VUMC? 
No. Adjunct, adjoint, volunteer, emeritus, consultant, or other non-employed status individuals are no longer permitted to serve as key study personnel, including the PI. If you are leaving the institution, you should transition the role of PI to another Vanderbilt Health employee if the study should remain open. You could then establish an agreement with your new institution and VUMC HRPP to stay involved with the study. Please contact singleirb@vumc.org for more details. 



[bookmark: _Toc1573827636]CONTINUING REVIEW
[bookmark: _Toc776353737]How soon should the continuing review be submitted?
The annual review information for Single IRB studies should be submitted to the VUMC Single IRB NO LATER than 8 weeks prior to the study’s expiration date to allow time for review and dissemination of approval to all sites. This is 4 weeks sooner than noted in the policy to accommodate study teams’ need to disseminate approval to multiple sites.
[bookmark: _Toc2106361414]What information do I submit for the continuing review?
At continuing review, you will submit a continuing review application, along with all continuing review documents per IRB Policy III.K for ALL SITES approved by the VUMC IRB.
[bookmark: _Toc48129904]This should include, but is not limited to, the following information, as applicable:
· Continuing review or study closure application completed in DISCOVR-e (application in DISCOVR-e should reflect enrollment totals for lead site only)
· Currently approved Part 1 ICD, Part 2 ICDs, and Assent Forms
· The current HIPAA Authorization Form(s) (VUMC does not generally serve as the Privacy Board for Relying Sites and VUMC IRB does not stamp Relying Site’s HIPAA forms. The Relying Site will approve this standalone HIPAA document)
· Progress report of the research 
*Visit the Single IRB Help page to download the CR and Annual Review Summary Spreadsheet under “Resources for Study Teams”. The document includes a guidance tab for completing the worksheet. 
[bookmark: _Toc1612690247]For Minimal Risk studies that do not require continuing review under the revised Common Rule, am I required to “check in” with the IRB regarding the status of the research?
Studies approved under the 2018 Common Rule that are minimal risk do not require annual continuing review and are eligible for administrative check-in if deemed appropriate by the IRB.
Investigators are still obligated to submit specific reports and updates to the IRB regarding the ongoing conduct of the study. VUMC requires annual reporting of enrollment for the VUMC PI under “Study Updates” on the investigator dashboard in the VUMC IRB system to verify the study is still active. Relying sites will follow any institutional processes regarding reporting requirements at their site. 

[bookmark: _Toc1905549040]Adverse Event Reports
[bookmark: _Toc1891521569]Can you delineate the key responsibilities between study teams and the sIRB in terms of reporting and reviewing adverse events?
Tracking, evaluating, and reporting adverse events requires clear coordination between the lead study team, the relying sites, and the reviewing board.

	Relying Site Principal Investigator 
	Lead Study Team / Coordinating Center
	Reviewing sIRB (IRB of Record)
	Relying Intuition HRPP (Privacy Board)

	· Monitors and documents all adverse events occurring at their specific institutional site.
· Determines the severity and the potential relationship of the event to the study intervention.
· Reports serious or unanticipated events to the Lead Study Team and their local institutional contacts within protocol-specified timelines. 

	· Collects and manages adverse event logs from all participating relying sites.
· Looks for protocol-wide trends, multi-site safety signals, or escalating risks.
· Submits reportable events and Unanticipated Problems to the sIRB of record within 7 calendar days

	· Evaluates safety data, serious adverse events, and potential Unanticipated Problems across all sites.
· Determines if the risk-benefit ratio has changed or if the consent form needs updating.
· Notifies federal oversight agencies (like OHRP or the FDA) if an event qualifies as an official Unanticipated Problem involving risks to subjects. 

	Relying Institutions are responsible for investigating and reporting to appropriate
 authorities, including Privacy Officers at affected institutions, breaches of PHI in accordance with institutional policies.
 



[bookmark: _Toc1767172106]If a relying site experiences an unanticipated problem, what do I do?
Per VUMC HRPP Policy III.L Reporting of Adverse Events the following requires reporting to the IRB within 7 calendar days of the Investigator’s knowledge of the event when the VUMC IRB serves as the IRB of Record for the site at which the incident occurred: 
A. Any incident, experience, or outcome that represents an Unanticipated Problem Involving Risk to Participants or others 
B. A deviation that resulted in an increase in risk or a decrease in potential benefit to participants or affected the participant’s rights, safety, or welfare 
C. Possible serious non-compliance 
D. Possible continuing non-compliance 
E. Instances where a change to the protocol occurred prior to IRB approval of the change to avoid immediate apparent hazard to a participant https://vanderbilt.policytech.com/dotNet/documents/?app=pt&source=unspecified&docid=37689&public=true
[bookmark: _Toc1176392992]If a site has a confidentiality breach, what do I do?
The breach should be reported to the VUMC IRB. The relying site should also report to their HRPP. Our review will be dependent on their local HRPP review since we are not the privacy board for that site. 

If the event is a potential HIPAA breach:
Unless otherwise noted in an agreement, a Relying Site will obtain their own Privacy Board review. The lead study team should submit the Non-Compliance Form to the VUMC IRB within 7 calendar days of the Investigator’s knowledge. VUMC IRB will request documentation of review from the Relying Site’s Privacy Board. 
*VUMC IRB serves as the Privacy Board for VUMC Investigators and potentially HIPAA breaches must be submitted directly to the VUMC IRB within 7 calendar days of the Investigator’s knowledge. 

[bookmark: _Toc518799378]A serious adverse event occurred at multiple sites, how should this be submitted?
If a serious adverse event has occurred at more than one site, submit a general Adverse Event Report. Adverse events that occurred at only one site should be submitted as a Site-Specific Adverse Event Report.

[bookmark: _Toc864285804]Non-Compliance Reports
[bookmark: _Toc667200709]What should I do if something unexpected or a non-compliance occurs?
Per HRPP Policy, the following events that occur at the Lead Site or Relying Sites are submitted as a Non-Compliance:
1. Non-compliance with the IRB-approved protocol that increases the risk of the affected participant’s rights, safety, or welfare
2. An event that may constitute serious or continuing non-compliance.
[bookmark: _Toc2002039634]How do I report a non-compliance?
If the event has occurred at more than one site, submit a global/general Non-Compliance Form. If the event occurred at only one site, submit a Site-Specific Non-Compliance Form.

	[bookmark: _Toc1731150136]When VUMC is the IRB of Record, VUMC is not the lead site, VUMC is a participating site:



[bookmark: _Toc2135121365]I’m an external (lead PI), where VUMC has agreed to serve as the sIRB, how do me and my study team get started?
Once a reliance request has been approved for VUMC to serve as the IRB of record, a member of the VUMC sIRB team will assist the lead PI and study coordinator with: 
· Setting up VUMC user ID’s for PI and study coordinator access to the DISCOVR-e online submission system
· Training for use of DISCOVR-e
· Completing “Single IRB Review at Vanderbilt” training. External Investigators can access through this redcap survey and attest they have completed training after completion (Link: https://redcap.vumc.org/surveys/?s=4HE9P8DNYP)
· Entering the study in IREx
The lead study team will coordinate training with the IREx team for use and navigation of the IREx portal. 
[bookmark: _Toc1709032295]I’m the lead (external) PI and my institution is also a participating site. VUMC is the reviewing IRB and also a participating site. Can you outline the roles and responsibilities of each institution?
In sIRB studies where the lead study team is external to the IRB of Record, your institution operates as a relying site and requires a reliance agreement in IREx. 

*For the purposes of this chart, VUMC (as the reviewing IRB) and an external (lead site) study team are used as examples to outline the roles and responsibilities. 
	Reviewing/Single IRB (VUMC)
	Lead (External) Site Study Team

	Participating Site Study Team (External) + VUMC

	Provides the ultimate ethical and regulatory review for all participating sites, including initial approvals, continuing reviews, and adverse event reporting.
	Develops study documents including the protocol and consent forms, submits to the sIRB, manages all communication and coordination between the participating sites and the reviewing IRB, ensures compliance, reliance agreements, and study-wide document distribution. The relying institution will also complete an HRP and PI survey in IREx, with the exception of VUMC.
	Participating (relying) sites conduct the research at their site in compliance with both the Reviewing IRB (VUMC) IRB directives and the relying institution's policies. The participating institution will also complete an HRP and PI survey in IREx, with the exception of VUMC. The VUMC team submits a ceded application to the VUMC IRB to document research activities.


 
*For additional resources, please visit the Single IRB Help page.  
Glossary of Terms:
Single IRB: The use of one IRB at one of the collaborating institutions to provide IRB oversight for all sites participating in a multisite research study via a reliance agreement. 

Reliance Agreement: A single IRB arrangement is typically achieved by the establishment of a reliance agreement. A reliance agreement is a document signed by two or more institutions engaged in human subjects research that permit one or more institutions to cede review to another IRB. The signed agreement permits a single IRB to review human subject research activities for more than one site. The agreement documents the respective roles and responsibilities of each of the entities involved in the review and oversight of human research.

Reviewing IRB: The “IRB of record” (including an IRB Organization) to which authority for IRB review and oversight has been ceded by another Participating Institution for an instance of Research under the Agreement.

IRB of Record/External IRB/Single IRB/Central IRB (sIRB): Another term referring to the Reviewing IRB. 

Lead Study Team: Generally, the Lead Study Team is the study team at the Reviewing IRB’s institution. The Lead Study Team is designated by the Overall PI and, working in collaboration with the Reviewing IRB, ensures coordination of communication to and from all Relying Site Study Teams, routing all IRB submissions to the Reviewing IRB and communicating IRB determinations to Site Investigators. ​

Overall PI: The lead multi-site principal investigator with ultimate responsibility for the conduct and integrity of Research (generally, the initiating principal investigator or funding principal investigator, as applicable).

Relying Institution: A Participating Institution that will obtain IRB review from a Reviewing IRB and/
or determinations of exemption from IRB review from a Reviewing IRB or Reviewing IRB Institution
under the Agreement.

Relying Site: In a Single IRB arrangement, the site that is deferring IRB oversight to the Reviewing IRB. 

Participating Institution/participating site: Another term for a Relying Site. 

Multisite: Under the NIH Single IRB Review policy, “multisite” is defined as two or more sites participating in non-exempt research.

Site Adds: The lead site PI/Study Team submits a site add submission via DISCOVR-e and may include five or less sites per site add submission.

Amendment (Global): The Lead Site is responsible for submitting all amendments whether the changes affect all sites (global) or single sites (site specific). Global amendments- should include revisions to documents that are applicable to all sites, including revisions to the Part 1 Master ICD, protocol, IRB application and recruitment template materials.

Amendment (Site-Specific): Includes changes for a specific site. Multiple site-specific amendments are allowed if they are for different sites, and the changes do not affect the same document. 

Continuing Review: A continuing review by the IRB of Record will typically be required at least annually unless the study is minimal risk and subject to the revised common rule. The Lead Site is responsible for submitting study status and enrollment annual review information for all sites no later than 8 weeks prior to the study’s expiration date. 

Adverse Event/Non-Compliance: Events that occur at the Lead Site or Relying Sites should be submitted, per policy. For specific examples, refer to the guidance document, Single IRB Submission Tip Sheet When Vanderbilt is the sIRB, located on the VUMC HRPP Website.
 
Study Closure: A study closure submission will close ALL participating sites that rely on VUMC IRB.

Site Closure: To close one or more of the participating sites, an amendment submission is the appropriate submission type.

FDA Clinical Investigation Regulations: 21 CFR Parts 50, 56, 312, and 812.

FWA: The OHRP-approved Federalwide Assurance in which a research institution commits to
DHHS that it will comply with the Federal Policy.

Please visit the VUMC HRPP Single IRB page for additional information.
Page 2 of 2

image1.png
Human
Research
Protection
Program
(HRPP)

*Only when the
relying site
cannot fulfill this
responsibility




image2.png
VANDERBILT
HEALTH




