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Learning Objectives

By the end of the session you will be able to:

* Apply a checklist approach to help investigators
change institutions and protect participants,

data integrity, and to ensure institutional
compliance;

* Ildentify when a transition requires an IRB
review, sponsor approval, contracts updates,
and/or HIPAA authorization changes.
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Common Pitfalls

* Continuing research without IRB approval at new site
* Moving identifiable data without authorization
* Failing to update IRB about Pl departure

* Leaving data behind without a transition plan OR not securing
transferred data appropriately

* Misalighment between IRB and sponsor approvals
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Common Scenarios
\

Grant gets transferred to the Pl's new institution but the study continues
at the original institution

The entire study moves to the new institution

The study continues at the original institution but the new institution
will play a role in the research (or be added as a site)

Multi-site study, overall Pl changes institutions while sponsor trial
continues

/

Yale Human Research Protection Program



What’s affected when institutions change

* Oversight (who is IRB of record?)

* Consent expectations (participants consented under a specific
institution, Pl, or data-use context)

* Privacy/security controls (access to systems, storage of data)

* Regulatory responsibilities (reportable events, continuing review,
deviations, safety reporting, sponsor-investigator responsibilities,
clinicaltrial.gov reporting, etc.)

* Contractual obligations (sponsor, site agreements, data use agreements)
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Ongoing research and IRB review
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Decisions related to ongoing research

Review the status of each study (e.g., active and open to enrollment, closed to
enrollment but in data analysis on identifiable date, etc.)

Decisions:

* Close (when collection of data is completed and data can be deidentified for
analysis, the study may be closed)

* Keep study at original institution with new Pl

"« Transfer the study to new institution A

* Continue at both institutions™ (e.g., institutions may share responsibilities
or each perform the entire study) y

-

*Some institutions may allow the original Pl to continue as the Pl on a
research project dafter their transfer. Yale requires approved Special

Yale Human Research Protection Program Permission or signed Fi Eligibility Form.



Decisions related to research when investigator is not the Pl

Review the role on each study (e.g., investigator that needs access to
identifiable data)

Decisions:

* No continued involvement - can be removed from the protocol

* Need access to deidentified data only — can be removed from the
protocol

'« Need access to identifiable data h
* Will open the research at new institution
N J
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Can you continue existing research immediately at the new
institution?

Short answer: NO

Rule of thumb: If the activity involves interaction/intervention or access to
identifiable private information, confirm there is an active IRB pathway (either at
the original institution or the new institution with reliance, if applicable).

Examples of activities that still require IRB coverage:

* Screening/eligibility checks using identifiable records,

* Contacting participants,

* Collecting follow-up outcomes,

* Accessing identifiable datasets,

* Transferring identifiable data outside approved channels.
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IRB approvals generally do not transfer

IRB approval is tied to:
* The institutional assurance (FVWA)
* Investigator qualifications
* Local context (policies, procedures)

* The IRB of record and its jurisdiction: the site where research is
conducted

* The engaged institution(s) and their roles
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Which IRB should serve as the IRB of record?

Research will continue at the original An active study is fully transferred over Original institution runs the study, new
institution (under a new P, or the PI to the new institution institution is added as a site and there
never moved, only an investigator) is no requirement for single IRB review

The reviewing IRB is external to the A federal grant is transferred over to Orriginal institution is an enrolling site,

original institution e.g.,a commercial the new institution and the study will  coordinating center moves to the new

IRB or another site’s IRB also be conducted at the new institution, and there is no requirement
institution for single IRB review

Remaining activities are very limited The original institution’s policies or
e.g., data analysis only procedures prevent them from serving
as the reviewing IRB

When both institutions are engaged, they can enter into a reliance agreement to allow one institution to rely on the IRB review
performed by the other. Engaged means:

* Performing research activities that involve human subjects,

* Receive federal funding directly from the federal government
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Reliance Agreements

Reliance agreement (IRB Authorization Agreement or Ceded Review Agreement) allows
one institution to cede IRB review to another IRB.

When applicable:

e Multi-site studies

* Ongoing collaborations

Types:
« SMART IRB

* Individual IRB Authorization Agreements (IAAs)

Key consideration:

* Local context review still required

* Compliance with local requirements e.g., training, who can serve as the PI, etc.

Yale Human Research Protection Program



Yale Human Research Protection Program

Participant Considerations
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Consent - ongoing research

You may need to revise consent materials for prospective participants and
notify existing participants when:

* The institution changes (new site contact including the reviewing IRB,
new privacy practices),

* The Pl changes (participant expectations, recontact procedures),
* The data sharing plan changes (new recipients or repositories),

* The risk profile changes (new procedures, new systems, new |ocations),
* The study’s HIPAA authorization changes.
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Participant Considerations

* Continuity of care or intervention:

* If the study involves clinical treatment or ongoing interventions:
* Participants should not experience gaps in care
* There must be a clear plan for who is responsible during the transition
* In some cases, participants may need to be referred or withdrawn safely
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Research Data and Specimens
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Data Retention

* Review data retention requirements and destroy data that does not need
to be kept, e.g., Signed authorizations for the disclosure of PHI need to be
kept for 6 years after the authorization was used;

* Ensure access requirements if data remains at the original institution —
sponsored netlD may not be sufficient;

 Ensure new Pl has access to ALL data;
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Data, Specimens, and Records: Ownership vs. Permission vs.
Authority

Transitions require separating three questions:

|. Who owns or controls the data/specimens?
Often governed by institutional policy and existing agreements (sponsor, data holder).

2. What did participants authorize/consent to?

Consent may limit sharing, future use, recontact, or transfer to other institutions.

3. What is legally permitted?

* HIPAA, state privacy laws, and existing data use agreements may restrict transfer.
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IRB Determinations to allow transfer of identifiable
data

If transfer is otherwise legally permitted:

* Revised consent/HIPAA authorization
OR
* Waiver of consent/HIPAA authorization

* Waiver of consent and Data Use Agreement (for limited data sets)
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Practical points:

* Don’t assume a Pl can ‘take the data’ because they created it.

* De-identification™ may reduce constraints, but must be done correctly
and consistently with agreements.

* Transfers should occur under appropriate instruments (e.g., DUA, MTA,
CTA, original data holder’s approval, or sponsor authorization).

* You may need to request a new Certificate of Confidentiality for non-
federally funded studies if the research transfers to the new institution.

* Ensure new institution can meet the security requirements for the
storage of the data.
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Phase |: Plan (90+ days out)

* Map what is moving: people, participants, data/specimens, funding,
responsibilities;

* For each study identify IRB status: active! expiring? continuing review? reportable
items pending?

* Confirm sponsor requirements and other required institutional approvals
(e.g., special permission to serve as the Pl, approvals to move data) and
coordinate with the appropriate compliance offices;

* Confirm the new institution’s onboarding requirements e.g., training, COI
disclosures, applicable ancillary reviews, etc.

Yale Human Research Protection Program




Phase ll: Determine the IRB Oversight Model

e Continue under old institution with new Pl or
* Move study to new institution, or

* Establish/modify sIRB reliance.
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Phase 3: Execute

* Submit IRB closures and modifications to consent forms/HIPAA
documents and participant communications, request waivers if data must
be moved without authorization;

* |Initiate necessary agreements: DUAs, MTAs,CTAs, grant transfers;

* Confirm data transfer methods and access controls e.g., netlDs;
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Phase 4: Close out the Transfer

* Verify all reporting obligations are assigned and functioning;
* Confirm documentation retention and audit readiness;

* Conduct a ‘transition closeout’ meeting with compliance/regulatory
partners.
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Checklist

Confirm study status (active, closed to enrollment,
data analysis only).

Submit: change in Pl / study closure / personnel
removal.

Ensure secure storage and retention plan is
documented.

Ensure data/specimen transfer is permitted and
instrumented (DUA/MTA).

Remove access appropriately; do not retain
identifiable data without authorization.

Yal C Human Research Protection Pro gram

Determine whether the new institution is ‘engaged’
in human subjects research.

Submit new IRB application or reliance request
early.

Confirm training, COI disclosures, and ancillary
approvals.

Ensure consent/HIPAA language matches new
workflows and systems.

Start research activities only after
approval/authorization is in place




Summary

* Approvals and authority don’t automatically move with people;

* Data movement requires explicit authorization (from institution,
participants, a waiver, or Data Use Agreement);

* Plan early: IRB, grants/contracts, privacy/security, sponsor
requirements.

* Participant protection must remain continuous.
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Resources

Human Research Protection Program

https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-
ynhhs-research

Yale Records Retention Schedule (see menu on the right)

https://ogc.yale.edu/ogc/office-general-counsel

Guidance on Retention and Disposition of Personally Identified Information in University

Data:
https://privacy.yale.edu/sites/default/files/files/Guidance?%200n%20Retention%20and%20Disposition7%200f%20Univ

ersity%20Records.pdf

Email Subscription
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Questions?

Questions! Tontact HRP(@yale.edu or monika.au(@yale.edu Yale Human Research Protection Program
Yale HRPP VVebsite



mailto:HRPP@yale.edu
mailto:monika.lau@yale.edu
https://your.yale.edu/research-support/human-research-protection-program
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