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Session Overview

* When working with non-Yale/YNHHS investigators,
there are Yale HRPP/IRB policies and procedures that
must be followed to ensure all individuals have the

proper approvals and experience to conduct the
research.

* During this session, we will review various scenarios
involving research collaboration with external
individuals and will provide you with guidance on how
to appropriately document the collaboration.
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Research Under the Auspices of Yale HRPP

* Research under the auspices of Yale HRPP includes all human subjects research:
* Conducted at or using any property or facility of Yale or Yale New Haven Health System (YNHHS);

* Conducted by or under the direction of any employee or agent of Yale (including students) or
YNHHS in connection with their Yale or YNHHS position or responsibilities; OR

* Involving the use of Yale and YNHHS non-public information (e.g., medical records) to identify,
contact, or study human subjects.

The above holds true regardless of study funding or regulatory oversight.The

research may be externally funded (federal, industry sponsored, funded from
internal sources), or conducted without direct funding.
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Let’s Talk about Engagement...

* Human subjects research that Yale or YNHHS is engaged in is under the jurisdiction of the
Yale IRB, unless Yale chooses to rely upon another IRB for review and ongoing IRB oversight
of the research (the IRB of record for the research).

...But when is Yale or YNHHS “engaged” in research?

* Generally, engagement occurs when an employee or agent of an institution, for the purposes
of a research project, performs these human subjects research activities:

* Obtain data about the subjects of the research through intervention or interaction with them;

* Have access to identifiable private information about the subjects of the research or identifiable
biological specimens; OR

* Obtain the informed consent of human subjects for the research.
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Exceptions From Rules of Engagement

Institutions are not considered engaged in human subjects research when their agents:

(i) Only inform their patients about a potential research study OR allow for the research
study to use the institution’s premises;

(i) Perform a service for a fee (additional caveats: cannot include obtaining consent,
administering intervention being studied, or gain professional recognition);

(iii) Provide research therapy as a one-off (e.g., when participant has to travel and needs a
drug administration at another location).

*To determine whether an institution is engaged, use
Worksheet 311 (Engagement Determination), available
in the IRES IRB Library.
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Yale/YNHHS Pls and Study Teams

* If you are a Yale and/or YNHHS employee, and you are conducting research activities as an
agent of Yale and/or YNHHS, you must submit all research projects (including exempt,
expedited, and full board projects) to the Yale HRPP via the electronic system.

* If the study is exempt, you will receive an official exemption determination from the Yale HRPP.

* If the study is expedited, you will receive official Yale IRB approval via designated review from the Yale IRB.
* If the study is full board, you will receive official Yale IRB approval from the convened board.

» CAVEAT: If you are collaborating with other institutions on federally funded multi-site research, a single IRB
of record (sIRB) for all sites is usually required for non-exempt human subjects research (more to come on this
later in the presentation).

If you are including Yale and/or YNHHS personnel as study team members on

your project, you can add those individuals as study personnel in IRES IRB and add
them to your study records (Delegation of Authority [DoA] log).

Yale Human Research Protection Program


https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/committees/yale-irb/ires

Working with Non-Yale/YNHHS Investigators

* When Yale/YNHHS investigators wish to include external institutions and investigators in the
conduct of research that is under the auspices of Yale/YNHHS, there are requirements that

must be followed depending on the circumstance. The following common circumstances will
be addressed:

|. Working with an external institution (or multiple institutions) on a collaborative research
project (also known as multi-site).

2.  Working with external individuals, whether affiliated with another institution or not.

* This could include a faculty member from another university, a student from another university, paid
consultants, or a community member affiliated with an organization like a non-profit or community clinic.
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Working with External Institutions on a
Collaborative Research Project (Multi-site)
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When is an Institution Engaged? (Federal Funding)

* If multiple institutions/organizations are conducting non-exempt cooperative research, the
activities of each institution should be examined to determine whether they are engaged.

* In general, for federally funded research, an institution is ““engaged’ when:

* Its employees or agents perform non-exempt human subjects research supported or conducted by
the Department of Health and Human Services (HHS);

Engagement based on research

‘ activities

* OR it is the primary awardee of HHS funding for non-exempt human subjects research,
even where all activities involving human subjects are carried out by employees or agents
of another institution.

S | Engagement based on funding
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Working with External Institutions on a Collaborative Research
Project (Multi-site)

* Is the overall study exempt?

* If yes, the Yale/YNHHS investigator must obtain their own exemption determination from Yale
HRPP to cover Yale/YNHHS research activities, and the external individuals must work with their
own institution’s HRPPs/IRBs on the appropriate determinations to cover their portion of research

activities.

* Is the overall study non-exempt and NOT federally-funded?

* If not federally funded, generally, the Yale/YNHHS investigator must obtain their own Yale IRB
determination to cover Yale/YNHHS research activities, and the external individuals must obtain
their own IRB approval from their respective institutions to cover their portion of research

activities.

*CAVEAT: Institutions CANNOT individually
determine that their activities meet exemption
criteria.
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Working with External Institutions on a Collaborative Research
Project (Multi-site)

* Is the overall study non-exempt and federally-funded?

* If federally funded and multi-site/cooperative (meaning other institutions/organizations are also engaged in the
research), a single IRB of record (sIRB) is generally required per federal requirements.

* Yale IRB can agree to serve as the sIRB for all sites or Yale HRPP can cede IRB review to an external
institution (e.g., a non-Yale lead site).

* In either case (Yale as sIRB or Yale HRPP ceding review to an external IRB), reliance agreements between
institutions must be put in place.

» This includes community organizations and/or nonprofits who may not have a current Federalwide Assurance [FWA]. In

these cases, Yale HRPP will work with the community organization to obtain an FWA to ensure properly documented
reliance.

* For questions regarding Yale IRB as sIRB, or to set up a time to walk through the requirements for the IRES IRB
record and study documentation please email us at external.reviews(@yale.edu.

* Review the following sections (HRPP Policy & Standard Operating Procedure Manual) for more information:
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Analysis of Activities

* |s the external individual conducting human subjects research!?

* Examples of activities that are not defined as human subjects research may include
analysis of deidentified data, developing data collection instruments such as
surveys or databases, etc.

* If the external individual is conducting human subjects research activities,
which institution are they acting as an agent of?
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What Does it Means to ‘“Act as an Agent’ of an
Institution?

An “agent” is someone who:

* Acts on behalf of the institution;
* Exercises institutional authority or responsibility; OR

* Performs institutionally designated activities.
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Working with External (Non-Yale/YNHHS) Individuals

* In general, there are three types of requests we see regarding adding external
individuals to Yale/YNHHS research projects:

|. Addition of employees from external institutions/organizations for single-site research
projects (Yale/YNHHS is the only institution engaged in the research — the external
institutions/organizations are not engaged).

2. Addition of community members not affiliated with any institutions/organizations.

3. Addition of non-Yale/YNHHS students from another institution.
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Employees from External Institutions/Organizations for Single-Site
Research Projects

* There may be times when external individuals (employed by an external institution or a community
organization) seek to work on Yale research projects as an independent researcher, meaning they are
not conducting research activities on behalf of their home institution/organization (not using time nor
resources, not being paid to conduct the research by their institution, etc.). In these cases, their home
institution/organization is not engaged in the research.

* When these types of external individuals are being added to Yale HRPP/IRB projects, Yale HRPP will often communicate
directly with the external individual’s home IRB to ensure the home institution/organization is not engaged in the research.

* For these external individuals, whose home institutions/organizations are not engaged, an
“Unaffiliated Investigator Agreement’ must be completed to add them to non-exempt Yale
HRPP/IRB research projects (expedited and full board projects — whether federally funded or not).This
can be done at the initial study submission phase, or as a Modification submission in IRES IRB.
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Community Members Not Affiliated with Any Institutions or
Organizations

* There may be times when external individuals NOT employed by an external institution or a
community organization seek to conduct research activities as part of a Yale research project (these
types of individuals may include independent researchers, paid consultants, or community members).

* For these external individuals NOT affiliated with any external institutions/organizations, an
“Unaffiliated Investigator Agreement’ must be completed to add them to non-exempt Yale
HRPP/IRB research projects (including expedited, and full board projects — whether federally funded or
not).This can be done at the initial study submission phase, or as a Modification submission in IRES IRB.
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Non-Yale/YNHHS Students From Another Institution

* In general, there are two types of requests we see regarding adding non-Yale/YNHHS students to
Yale/YNHHS research projects:

I. Addition of a student who is affiliated with an external institution and the external institution
IS ENGAGED in the research.

> In these cases, we must determine if the student’s home institution is engaged in the research, or not. If the student is
performing research activities on behalf of their home institution (using time, resources, or using the research
experience as part of an education fulfillment [e.g., thesis or dissertation], the home institution is engaged). In
these cases, where the student’s home institution is engaged, the following procedures apply, depending on the study

funding and research type:

|. Is the overstudy exempt OR non-exempt but NOT federally funded!? If yes to either case, the external student must work
with their own institution’s HRPP/IRB on the appropriate determinations to cover their portion of research activities.Yale HRPP

typically does not provide study oversight for these types of cases.

2. Is the overall study non-exempt AND federally funded? If yes, a reliance agreement must be put in place between Yale and
the student’s home institution for Yale IRB to provide oversight for the external student’s research activities. Review Section
6.1 (Yale Serving as Reviewing IRB) of the Yale HRPP Policy & Standard Operating Procedure Manual for more information.
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Non-Yale/YNHHS Students From Another Institution

2. Addition of a student who is affiliated with an external institution and the external institution
is NOT ENGAGED in the research.

> If the student is NOT performing research activities on behalf of their home institution (NOT using time, resources,
nor using the research experience as part of an education fulfillment [e.g., thesis or dissertation]), the home
institution may not be engaged).When these types of students are being added to Yale HRPP/IRB projects, Yale HRPP
will often communicate directly with the external individual’s home IRB to ensure the home institution/organization is
not engaged in the research.

> In these cases, where the student’s home institution is verified as NOT engaged, the following procedure applies,
regardless of the study funding and/or research type:

I. An “Unaffiliated Investigator Agreement” typically must be completed to add the external student to non-exempt Yale HRPP/IRB

research projects (i.e., expedited and full board projects).This can be done at the initial study submission phase, or as a
Modification submission in IRES IRB.

» IMPORTANT CAVEAT! In certain circumstances, individuals without formal affiliation with Yale or YNHHS can be
considered “agents” of Yale/YNHHS when they were delegated a responsibility to act on behalf of these institutions or
authorized to perform a research activity under the supervision of a Yale/YNHHS PI (e.g.,a summer intern). In these cases,

completion of an “Unaffiliated Investigator Agreement” may not be required.To discuss further, please contact
HRPP@yale.edu.
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Unaffiliated Investigator Agreement Process

 Unaffiliated Investigator Agreements are a way for Yale University to extend the terms of its Federalwide Assurance
(FWA) to external individuals from unassured institutions engaged in human subjects research conducted by Yale
and YNHHS investigators.

* An “unassured institution” is an institution that does not have its own FWAIf an institution routinely engages in
federally funded research, the institution should file an FWA.

* Unaffiliated Investigator Agreements are project-specific and must be completed and uploaded for each external

individual, either during initial study submission or via a study Modification in IRES IRB.

* Since Unaffiliated Investigators do not have a NetlD, they cannot be added via the standard process (Iltem #|
below).
Study Team Members

Identify each additional person involved Eole duct, or reporting of the research: @

+ Add

Name Roles Financial Interest olved in Consent E-mail Phone

There are no items to display
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Unaffiliated Investigator Agreement Process

* The following documents must be submitted in IRES IRB to add Unaffiliated Investigators to Yale
HRPP/IRB projects:

|. A completed “Request for Unaffiliated Investigator Agreement” (found in the IRES IRB Library under
¢ ,,)

Documentation of Human Subjects Protection Training and GCP training, if applicable
Documentation of HIPAA Training, if applicable

Current CV or Résumé

Any current Licenses, if applicable

ok WD

Letter of Support from Agency, Private Practice or Business, if applicable

Quick Tip! Documents related to Unaffiliated Investigator Agreements should be uploaded on the “Local Study

Study Funding Team Members” page of the IRES IRB Application under Item #2 “External team member information”
Sources

External team member information:@

Name Description

There are no items to display

Study Scope
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Unaffiliated Investigator Agreement Screenshots

Request for Permission to Serve as a Yale University/Yale New Haven Health System (YNHHS)
Unaffiliated Investigator
(2025-1)
O Individual
O Individual Participating as an Employee of an Agency, Private Practice or Business

Instructions:

This form can be used only if the individual being added is NOT acting as an agent of an assured institution i.e_, institution with
an active FWA. See Investigator Manual, section 10.4 for information on adding external individuals from assured institufions.
To determine whether an institution has an active FWA, use the OHRF database.

Mote: Agents of YaleYMHHS: Individuals affiliated with ale or YNHHS (e.g., students, Faculty, clinicians, employees, etc.) who
perform research activities on behalf of Yale™YNHHS, and not in their role associated with another institution or organization. In
certain circumstances, individuals without formal affiliation with Yale or YNMHHS can be considered agents of any of these
insfitutions when they were delegated a responsibility to act on behalf of these institutions or authorized to perform a research
activity under the supervision of a Yale™MHHS Principal Investigator e.g., a summer intern.

Complete the sections below, obtain signatures from the Principal Investigator and proposed unaffiliated investigator, and submit
the form in IRES IRB along with a personnel modification.

Section . Completed by the Principal Investigator (PI)

Name of Unaffiliated Investigator:

Yale IRES IRB Protocol #

Name of Yale/YNHHS PI:

Protocol Title:

Describe the role and responsibilities of the individual requesting Unaffiliated Investigator status
in the research.

Yale Human Research Protection F rogram

Describe the plan for providing the individual with access to research data and any Yale/YNHHS
systems required to perform the delegated research tasks.

Important: All devices used by the unaffiliated investigator to collect or store research data must meet

Yale's minimum-security standards. Storage of identifiable research data on personal computers is not
allowed. Should data be fransferred to the unaffiliated investigator, the transfer needs to be described in
the research protocol documents as it may be subject to additional state and international data protection

requirements.

Describe why this individual is needed for the conduct of this study.

Describe the Principal Investigator’s plan for supervision of this individual's work.

What is the payment mechanism for compensating the individual for their work on this protocol?

O The individual will not be paid

O Professional Service Agreement
O Subaward

O Other (describe):

Principal Investigator's Signature




Unaffiliated Investigator Agreement Screenshots

Section ll. Completed by the Proposed Unaffiliated Investigator

Financial Interest Disclosure

Do you, your spouse, or dependent children have an incentive or interest, financial or otherwise, that may be
related to this research or entity that sponsors or provides support for the research, manufactures the product
tested in this research, or owns or produces the technology/fintervention investigated in this research?

That includes any compensation or gifts from the entity in the previous twelve months that in total exceeds
$5,000; ownership interest (e_g., stock, stock options) in a publicly-held entity that when aggregated for the
immediate family for the prior 12 months is §5,000 or greater; any ownership interest (e_g., stock, stock options)
in a privately-held entity; combination of compensation and ownership interest in privately-held entity OR
publicly-held entity exceeds $5K; or any governance or executive relationship with the entity (e.g., board of
directors, CEQ).

O Yes O Mo
Do you, your spouse, or dependent children have any intellectual property rights such as patent (sole right to

make, use or sell an invention) or copyright (exclusive rights to an original work) interests related to this research
protocol?

O Yes O No
Do you, your spouse, or dependent children have any other financial or non-financial interest not listed above
that could appear to potentially influence the conduct or outcome of this research study or affect the protection

of the participants involved in this project, the scientific objectivity of the research or its integrity

O Yes O No

If YES is checked to any of the above questions, then please, describe:
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Unaffiliated Investigator Agreement Screenshots

Unaffiliated Investigator Attestation

Review and check the boxes next to each requirement to indicate your agreement:

O The Investigator requesting Unaffiliated Investigator status via this request has reviewed and agrees to abide
by: (a) The Belmont Repart: Ethical Principles and Guidelines for the Protection of Human Subjects of Research
(b) the U.S. Department of Health and Human Services (HHS) regulations for the protection of human subjects at
45 CFR part 46, and all Subparts, as applicable, (c) the U.5. Food and Drug Administration (FDA) regulations for
the protection of human subjects at 21 CFR part 50, as applicable,; (d) the Yale University/YNHHS Federalwide
Assurance (FWA) and the specific terms of the FWA; (e) the relevant Yale University™YNHHS policies and
procedures for the protection of human research participants, and (f) HIPAA at Yale, Researcher’s Guide to HIPAA
(if applicable).

O The Investigator understands and hereby accepts the responsibility to comply with the standards and
requirements stipulated in the above documents and to protect the rights and welfare of human research
participants involved in research conducted under this Request.

OThe Investigator will comply with all other applicable federal, international, state, and local laws, regulations, and
policies that may provide additional protection for individuals participating in research conducted under this Request,

including, but not limited to, HIPAA's Privacy and Security Rules and the requirements governing the use and
disclosure of Protected Health Information in research.

Once the Unaffiliated Investigator Agreement and all
corresponding documentation has been submitted via
initial study submission or a Modification in IRES IRB, the
agreement will be reviewed by HRPP staff and routed to
the HRPP Director for review and sign-off. The study
team will be notified if there are any questions.

Yale Human Research Protection P ogram

OThe Investigator will abide by all determinations of the reviewing Institutional Review Board(s) and will accept the
final authority and decisions of the IRE, including but not limited to directives to terminate participation in designated
research activities.

OThe Investigator will complete human subjects protection training and other applicable educational training as
required by Yale University and/or its Human Research Protection Program prior to initiating research covered
under this Request.

OThe Investigator will report promptly to the Principal Investigator of this research and the IRB any proposed
changes in the research conducted under this Request. The investigator will not initiate changes in the research
without prior IRB review and approval, except where necessary o eliminate apparent immediate hazards to
subjects.

OThe Investigator will report immediately to the Principal Investigator of this research and the IRE any unanticipated
problems involving risks to subjects or others in research covered under this Request

OIf the Investigator is involved in enrolling research participants, the Investigator will obtain, document, and
maintain records of informed consent for each person enrolled or each person’s legally authorized representative
as required under HHS regulations at 45 CFR part 46 (or any other international or nafional procedural standards
selected on the FWA referenced above) and as consistent with the IRE approved protocol.

OThe Investigator acknowledges and agrees to cooperate in assisting the IRB in carrying out its responsibility for
initial and continuing review, record keeping, reporting, auditing, monitoring and cerification for the research
referenced above.

OThe Investigator will provide all information requested by the IRB in a timely fashion.

OThe Investigator will not enroll research participants in research or otherwise initiate research activity under this
request prior to IRE review and approval of the proposed research and approval of this request by Yale
UniversityNHHS.

OThe Investigator acknowledges that hefshe is primanly responsible for safeguarding the rights and welfare of

each research participant and that the participant's rights and welfare must take precedence over the goals and
requirements of the research.

Unaffiliated Investigator Signature:

MName:
Address:
Phone:
Email:

Submit the request in IRES IRB with the following documents:

—Documentation of Human Subjects Protection Training and GCP training, if applicable
—Documentation of HIFAA Training, if applicable

CCurrent CV or Résumé

CJCurrent Licensee, if applicable

—ILetter of Support from Agency, Private Practice or Business, if applicable




Yale Human Research Protection Program

Summary & Resources

Yale Human Research Protection Program




NO

Analysis:
Decision J YES

Tree *
==

Yale Human Research Protection Program



Summary

* When working with non-Yale/YNHHS investigators, there are Yale HRPP/IRB policies and procedures
that must be followed to ensure all individuals have the proper approvals and experience to conduct
the research.

* The type of documentation/procedure required depends on several factors, including the type of
research (exempt or non-exempt), the number of institutions involved (single site vs. multi-site), the
assessment of the “engagement” of external institutions/organizations, and the types of external
individual being added (external faculty, external students, non-affiliated community members).

* TheYale HRPP and IRB are committed to a partnership with our research community.VWe are available
for consultation, education, and guidance.

0,
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Resources

> Review the following sections for:

HRP-311 - WORKSHEET - Engagement Determination, available in the IRES IRB Library under “
Request for Unaffiliated Investigator Agreement (form), available in the IRES IRB Library under “

* Review the training requirements for “Non-Activated NetID users”

Yale HRPP/IRB Contact Information & Resources:
>
>
>

» For general questions related to HRPP/IRB policies, procedures, or oversight, please contact

Yale Human Research Protection Program
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https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/human
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/human
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/good
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/good
https://hipaa.yale.edu/training/training-modules
https://hipaa.yale.edu/training/training-modules
http://www.yale.edu/hrpp/
http://www.yale.edu/hrpp/
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-0
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-0
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-2
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-2
mailto:hrpp@yale.edu
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