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Purpose

* Quarterly updates and overview of
operations of the HRPP and Yale IRB;

* Opportunity to ask questions or offer
feedback and suggestions;
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Yale IRB Approvals: 2025

Not Human

Type of Submission Expedited FullBoard Exempt Subjects

Initial Study (1812) 1018

Site Review* (59 59_-\_
240 ENZA A

Continuing Review (1131)
Modification (2691) 2018 296 349 28
Personnel Change (2695) 2286

I
Modification to Site* (59) 58 1-‘_

Continuing Review and
Modification (265) 93
Grand Total (8712) 808

Yale Human Research Protection Program * Yale IRB serves as the IRB of Record for another site




External IRBs

Types of IRBs

Commercial
15%

Number of Studies Authorized for
Reliance

Number of Unique IRBs 41

Types of IRBs Commercial — 6
Academic/Non-Profit — 35

Academic
85%

B Academic @ Commercial

IRBs with Highest Numbers Advarra — 42%
WCG — 32%
NCI CIRB — 9%
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Approval Turn-Around Times: Average in Calendar Days

Submission Acceg’;ance Enterto
to Time on PI Submission Approve Total
Acceptance SideinPre- (Total Total PI Side | % of PITime | HRPP/IRB
. . to Approve .
(Pre-Review Review . Approval Side
State) (IRB Review Time)
State)
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New Process: Failure to Respond (January, 2026)

Yale IRB: Initial, Modification 60 days from request Withdraw™
(protocol and site)

External IRB: Initial, Site

Modification

Yale IRB: Initial, Modification 60 days from request Withdraw™
(protocol and site)

Yale IRB: Initial, Modification 60 days from requirement ~ Withdraw *
(protocol and site)

Yale IRB: Initial, Modification 60 days from deferral Withdraw™
(protocol and site)

All Yale and external IRB 365 days from withdrawal = Discard™*
submissions

*Withdrawn submissions can be resubmitted.
** Discarded submissions can no longer be submitted. Instead, new submissions must be created.
% RNIs, MODCRs, CRs are not subject to the withdrawal procedure.
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Updates to Existing Documents

Consent Glossary

Assent Forms

IRB Submission Form and
External IRB Request Form

Investigator Manual

Permission Form to Serve as
the PI

Request for Unaffiliated
Investigator Agreement

Local Context Questionnaire

IRES IRB Quick Guides

* Taxable research payments: Language was revised to remove references to specific amounts as the
taxable income threshold was revised to $2000 and will be adjusted annually;
Research with prisoners: Language was revised to address contacting the HRPP via mail as prisoner
populations cannot use email as a form of contact with individuals not in their approved list of
contacts.

Simplified language

Updated Ancillary Reviews, added questions related to recruitment, minor edits;

Updates to the instructions for Certificate of Confidentiality (contact for the new Institutional Official),
added guidance on exempt research, specifically about which modifications can be made without IRB
review, and which ones warrant a review; added clarifications about listing of study staff (in addition to
investigators) in IRES IRB — anyone who needs access to Yale systems or PHI must be listed unless their
access roles are managed in Oncore for that study

Added instruction how to obtain approval from School of Medicine, Dean’s Office
Added COI questions, clarified questions related to the role of the investigator, data security questions

Updates to reflect the changes to the newest SMART IRB Agreement

Several guides were updates with more recent screenshots and clearer instructions (available in IRES
IRB/Help Center)




New Documents

eConsent Guidance

Part | | Compliance Guidance

Sharing Data for Research Purposes

Guidance on Use of Health Information
Exchanges in Research

Guidance on research and GDPR and
associated consent template

New suite of documents specific to
repositories: repository guidance, consent
template, protocol template

3/31/2025

3/31/2025

2/3/2025

4/24/2025

1 1/10/2025

1 1/1/2025

Guidance on use and documenting e-consent in research;

Guidance on requirements related to compliance with Part
| | for certain FDA regulated research for data capture
systems and e-consent platforms;

In collaboration with the Privacy Office; guidance offers
information on ways to share identifiable and deidentified
data (including images) with others;

Guidance on use of health information exchanges,
specifically EPIC Care Everywhere and when it is
permissible for research team to access health information
through Exchanges for research purposes;

Guidance on requirements of GDPR (General Data
Protection Regulation in EU) and when to use consent as
the lawful basis for access and use of data subject to GDPR

See next slides



https://research-support.yale.edu/sites/default/files/2025-08/eConsent%20Guidance_FINAL_20250331.pdf
https://research-support.yale.edu/sites/default/files/2025-08/eConsent%20Guidance_FINAL_20250331.pdf
https://research-support.yale.edu/sites/default/files/2025-08/Part_11-Guidance_FINAL_20250331.pdf
https://hipaa.yale.edu/resources/resource-documents-and-guidance
https://research-support.yale.edu/sites/default/files/2025-07/Guidance_HIE-Care-Everywhere-for-Research_FINAL_20250424.pdf
https://research-support.yale.edu/sites/default/files/2025-07/Guidance_HIE-Care-Everywhere-for-Research_FINAL_20250424.pdf
https://research-support.yale.edu/media/2748/download?inline
https://research-support.yale.edu/media/2748/download?inline
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New: Yale Repositories

New Guidance, Protocol Template, and ICF Template
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New Yale HRPP Repository Documents (Nov.2025)

* Repository Guidance
* Repository Protocol Template
* Repository Compound Consent & Authorization Template

What is a Repository?

The storage site or mechanism by which data/biospecimens are collected
from one or more sources and stored or archived in a form designed for

ease and speed of aggregation, search, and retrieval. Repositories
include data banks, tissue banks, and registries that collect,
store, and distribute data/biospecimens for use in current and
future research projects.

Yale Human Research Protection Program



Protocol & Compound ICF Templates

IRES IRB Protocol #:
Version Date:
Version #:

REPOSITORY PROTOCOL

Repository Title:

Protocol Number:

Protocol Version Number:

Protocol Version Date:

Confidentiality Statement:

This research protocel and all associated documentation contain confidential information that is the
property of Yale. The information provided herein is intended solely for use by individuals or entities
imvolved in the conduct or oversight of this research study. Unauthorized disclosure, copying,
distribution, or use of this information is strictly prohibited and may viclate applicable laws and
regulations.

All individuals with access to this protocol must adhere to the confidentiality obligations outlined
within it and are required to protect the information from unauthorized access or disclosure. Any
breach of these confidentiality obligations must be promptly reported to the Principal Investigator.

Investigator Signature:

The signature below provides the necessary assurance that this study will be conducted according
to the stipulations of the protocol, including all statements regarding confidentiality, and according
to local legal and regulatory requirements, applicable institutional policies and procedures,
applicable US federal regulations, and ICH E6 Good Clinical Practice (GCP guidelines) when the
study is a clinical trial per MIH's definition.

| agree to conduct the study in accordance with the current protocol and will not make changes to
the protocol without first obtaining Institutional Review Board (IRB) approval, except when necessary
to protect the safety, rights, or welfare of participants.

Principal Investigator Printed Name:

Principal Investigator Signature:

REPOSITORY CONSENT AND HIPAA AUTHORIZATION FORM

?:ONSENT AND HIPAA AUTHORIZATION FOR PARTICIPATION IN A REPOSITORY

YALE UNIVERSITY
YALE NEW HAVEN HEALTH SYSTEM

Cover Page Instructions:

Follow the instructions in green boxes to complete each section. Whenever possible, use the text
provided and follow the guidance in [sqguare brackets] to complete each section. Delete all
instructional boxes and [square brackets] when finished.

Repository Title: [Title must match the title provided in IRES IRB.]

[If the title in IRES IRB is complicated, create a simplified

Repository Short Title:
pository Short Titie title. Otherwise, delete.]

IRES IRE Number:

Mame

Address

Phone Number
Email

Principal Investigator (P1):

24-Hour Phone Number [Insert if applicable. Otherwise, delete.]

WHAT IS A RESEARCH REPOSITORY?

Research repositories collect, store, and share human data (information) and biospecimens
(like blood or tissue) for use in future research projects.

Storing lots of data and biospecimens together can help researchers better understand how
the human body works, develop new tests to find diseases, discover new ways to treat
diseases, or develop new products (like drugs) without re-collecting material many times.

Intended for
investigator-initiated
repositories

Available in the IRES
IRB Library




Repository Protocol & Compound ICF Templates

I R Es Institutional
Review Board

Library

Checklists Worksheets Work Instructions Protocol Templates

Short Forms Consent Forms Other Forms Handbooks & Manuals
IRB Home

Templates
IRB Reports

Name Description

Protocol Template: Observational Study of Individual or Group Protocol Template for Observational Study of Individual or Group for an investigator-initiated research.

Protocol Template: Repository Repository Protocol Template for an investigator-initiated repository. Version 11-01-2025

Protocol Template: Social Behavioral Research Social Behavioral and Educational Protocol Template, for an investigator-initiated SBE research.

Yale HRP-503X Protocol for Expanded Access Programs (EAPs) Protocol Template for Expanded Access Use.

14 items 4 page 2 of 2
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Purpose, Scope & HRPP Position on Repositories

Repository Guidance:
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Purpose & Scope

* The guidance outlines Yale University and Yale HRPP requirements for the creation and
maintenance of research repositories. Its purpose is to:

* Ensure that the human data/biospecimens banked in repositories to be used for research purposes
are responsibly obtained, stored, and distributed;

* Protect the rights of individuals from whom data and biospecimens were obtained.

* The guidance applies to human subjects research repositories established by Yale
University or YNHHS faculty, students, and staff for the purpose of acquiring, storing
and/or distributing human data/biospecimens for research purposes.

Yale Human Research Protection Program



Roles & Responsibilities

* All repositories, regardless of type, must designate at minimum, two key roles: Principal
Investigator and Repository Guardian.

* The Principal Investigator should also designate an Honest Broker for repositories
approved to contain only anonymized, deidentified, and/or coded material. The Principal
Investigator may choose to designate an Honest Broker in other circumstances as well.

The study protocol should delineate the responsibilities of each role.

Yale Human Research Protection Program



Roles & Responsibilities

Ultimately responsible for all aspects of the
repository, including actions and responsibilities
delegated to other study team members, such as
the Repository Guardian.

Must ensure that the repository is managed as
described in the IRB-approved protocol
(including the  maintenance of coding,
anonymization, and/or deidentification of data
and biospecimens).

Must submit any changes to the repository prior
to implementation.

Must not interfere with or influence the Honest
Broker’s performance of required functions.

Must close or transfer the repository if the Pl
leaves the institution.

Has primary control of data and biospecimens
and maintenance of the repository.

May be the Pl or a study team member delegated
by the Pl. (Pl retains ultimate responsibility for
oversight of the repository.)

Yﬂl C Human Research Protection Pro gram

Does not work with or report directly to the Pl
or other key personnel and is not involved in the
repository or resulting research.

Can generate or receive data / biospecimens and
then remove identifiers to create anonymized,
deidentified, and/or coded or anonymized
material.

Must not share identifiers or the key to codes
with the Pl or study team.




Repository Guardian

Ensuring that data/biospecimens are received and released according to Yale University policy and the IRB approved repository protocol.

Executing a Repository Sharing Agreement prior to the release of data/biospecimens for research purposes.

Ensuring the security and confidentiality of stored data/biospecimens.

Ensuring the security and confidentiality of data/biospecimens during transfer/distribution.

Tracking acquisitions and releases of data/biospecimens.

Maintaining methods of identifying data/biospecimens for which consent and/or authorization have been withdrawn and ensure no future research use.

|dentifying data/biospecimens that have limitations on future uses and ensuring future uses do not violate those limits.

Yal C Human Research Protection Pro gram
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Repository Guidance:
Obtaining IRB Approval for a Repository

Yale Human Research Protection Program




Obtaining IRB Approval for a Repository

IRB approval must be obtained to establish a repository. Repository activities may not begin until IRB
approval has been received.

IRB approval or exemption must be obtained to initiate research that utilizes identifiable data/biospecimens
from a repository.

Repositories must be submitted as separate and distinct protocols with funding that supports the
management of the repositories (and not funding that provides support for analysis of research using
data/biospecimens from the repository).

Research using identifiable data/biospecimens from a repository must also be submitted as
separate and distinct protocols, including research conducted by repository investigators and/or co-
investigators using their own banked material for research purposes or aims that are not already described in
the repository protocol.

Yal C Human Research Protection Pro gram




Protocol Elements

* A protocol for creating and maintaining a repository must include all the typical elements found in human
subjects research protocols and detailed descriptions specific to the repository’s function.

* A repository research protocol should, at minimum, including key components described in the Guidance
at Section 4.4:

Purpose

|dentities of key repository personnel

Immediate and/or future secondary uses (may be unspecified)

Collection of data/specimens

* Researchers interested in developing a data or tissue repository are strongly encouraged to access the
new HRPP Repository Protocol Template.

Yale Human Research Protection Program



Protocol Elements

Collection of Data/Specimens

Risks and Benefits of the Repository

Participant ldentification

Age of Majority Considerations

Dual Enrollment of Participants

Data Biospecimen Management and Confidentiality

Considerations for Enroliment of non-English Speaking Individuals

Y.;’ll C Human Research Protection Pro gram




Distribution of Data and Samples

* The protocol must describe conditions under which the data and samples from the repository will be
distributed to other researchers, ensuring the distribution plan aligns with the overarching goals of the
repository. The plan should include the following elements:

* Eligibility Criteria for Distribution
» Request Process The protocol should address each element,

* Review and Approval Process but specific details can be included in the
e Data and Sample Handling and Transfer

repository SOPs.

* Recipient Obligations

* Confidentiality and Privacy Protections . o
+ Monitoring and Compliance SOPs do not require submission to the IRB.

Yale Human Research Protection Program



Informed Consent & HIPAA Authorization

* Research repositories that involve prospective collection of data/biospecimens
require either documented consent from participants (including parental
permission and/or assent of minors) for the storage and future research use of
their data/biospecimens or a waiver of consent by the IRB.

INFORMED

* In addition to consent, research repositories that are subject to HIPAA CONSENT
regulations require either documented HIPAA Authorization from participants
for the storage and future research use of their data or a waiver of authorization
by the IRB serving as Privacy Board.

* The consent form must contain all the basic elements for consent required by
federal regulations and must include a clear statement that the participants are
giving permission for their data/biospecimens to be stored in the repository to
be used in future research studies. In addition, the Consent Forms and the
informed consent discussion should describe additional elements found in section
4.5.1 of the Repository Guidance

Yale Human Research Protection Program



Informed Consent Document (1 of 2)

Basic elements for consent required by federal regulations

Clear statement that participants are giving permission for data/biospecimens to be stored for future use
Limits on future uses

How data/biospecimens will be obtained

What information may be released (e.g., level of identifiability)

Procedures for protecting confidentiality

What types of investigators may request data/biospecimens from the repository

Yﬂl C Human Research Protection Pro gram




Informed Consent Document (2 of 2)

How release requests will be reviewed to ensure research is consistent with repository aims (if applicable)
How release requests will be reviewed for alignment with the participant’s consent & authorization
Whether participants may request destruction of data/biospecimens in the future

Whether participants may request removal of all personal identifiers from data/biospecimens in the future
How long data/biospecimens will be stored

Participants’ access to information learned from research resulting from use of repository material
Secondary uses of data/biospecimens (if appropriate)

Opt in / Opt out section for any non-required elements of the repository

Yﬂl C Human Research Protection Pro gram




Yale Human Research Protection Program

Yale HRPP Repository Resources
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Yale HRPP Repository Resources
* The repository guidance and related documents are available in the IRES IRB Library.

Hello, Gina Larsen ~

The “Repository Guidance”
document is found in this tab.

\

Worksheets Work Instructions Protocol Templates Short Forms Consent Forms Other Forms Handbooks & Manuals

Checklists

Name Description
HRP-410 - CHECKLIST - Waive teration of the

HRP-411 - CHECKLIST - of Writte on of the ent Process
HRP-412 - CHECKLIST - R ch Involving P

HRP-413 - CHECKLIST - R ch Involving Non

HRP-414 - CHECKLIST - Research Involving Neonates of Uncertain Viability
HRP-415 - CHECKLIST - Research Involving Prisc

HRP-416 - CHECKLIST - Research Involvi hildren

HRP-417 - CHECKLIST - Research Involvi gnitively Impaired Adults
HRP-418 - CHECKLIST - Non-Significant Risk Device

HRP-419 - CHECKLIST - of th ent P for Emerge

12 items

Yale Human Research Protection Program



Yale HRPP Repository Resources

* Hyperlinks to document locations in IRES IRB:

* Repository Guidance

* Repository Protocol Template
* Repository Compound Consent & Authorization Template

Yale Human Research Protection Program


https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=FA8E5C9959038941B25DAE58DCA17DD3
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Questions?
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Upcoming changes and projects

* Continuing Review (CR) Report — expected by the end of January, a
notification will be sent out;

* Update to Investigator Manual and HRPP SOP Manual: streamlining use of
short forms;

* Toolkit Update: IRB Worksheets and Checklists (mostly visual)

* IRES IRB upgrade to the newer version is ongoing and is currently planned
for summer 2026 release. Most changes affect the HRPP/IRB office. Any
relevant updates will be communicated to the research community as the
new features/revisions are tested and are approved for implementation.

Yale Human Research Protection Program
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HRPP Highlight:
Post-Approval Monitoring (PAM) Program
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Mission & Goals

Post-Approval Monitoring (PAM) is the process of reviewing research studies after they have received
approval by the IRB to ensure that the study is being conducted ethically and in compliance with
federal regulations, state and local laws, and institutional policies and procedures.

The Yale HRPP launched its own PAM Program in 2025. All active, non-exempt human subjects research

studies conducted by Yale or Yale New Haven Health System (YNHHS) investigators are eligible for
PAM.

Provide training and education to investigators, their study teams, and Yale HRPP personnel and offer
tools to facilitate the ethical and compliant conduct of human subjects research.

Partner with various Yale/YNHHS units to facilitate robust quality assurance (QA) activities, including
PAM, of human subjects research and ancillary committees.

For more information on the HRPP PAM Program, visit our website

Yale Human Research Protection Program


https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/committees-and-programs-0

Investigator PAM -Two Types

e Routine Reviews

* Studies are pseudo-randomly selected, with special emphasis placed on studies that involve greater
than minimal risk to participants, vulnerable populations, emerging areas of research, and other
complex study designs.

* Directed Reviews

* Studies may also be selected for review if there are concerns about study conduct. These can be
directed by the Yale IRB, HRPP leadership, the Institutional Official (I0), YNHHS leadership, and/or
other relevant stakeholders.

The Yale HRPP PAM program conducts both internal IRB (Yale IRB) and external reviews.

Yale Human Research Protection Program



PAM Program Procedures

Yale Human Research Protection Program



Record Reviews:

Studies Under Yale IRB Oversight

* Regulatory documentation

* Research team composition and training

* Recruitment and screening procedures

* Consent discussion procedures (including observations)
* Verification of documentation of informed consent

* HIPAA authorizations, waivers, and/or alterations

* Enrollment status

* Study procedures (including case report forms)

* Adverse Events

Yale Human Research Protection Program

Protocol deviation logs

Storage of study documents and data

Privacy and confidentiality issues

Publications resulting from the research

Interviews with research staff

Reports of complaints from study participants/staff
Verification of prior CAPA activities

Questions/concerns from the Pl and research team



Record Reviews:
Studies Under External IRB Oversight

e Yale HRPP authorization letter to use external IRB
e Initial IRB approval letter of the local study site from the external IRB
e Initial IRB acknowledgment letter from Yale HRPP

e Confirmation that research was not conducted before initial approval by the external IRB and acknowledgement
from Yale HRPP

e Fully executed IRB Authorization Agreement (IAA) or Master Agreement

e Verification that any relevant modifications and continuing reviews have been submitted to Yale HRPP for
acknowledgement

e Verification that all Reportable New Information (RNI) has been submitted to the external IRB and Yale HRPP
when applicable

Yale Human Research Protection Program



Reports to IRBs

* If the Yale HRPP RCQE team makes observations that meet the reviewing IRB’s criteria for prompt
reporting (e.g., RNI), the investigator or their designee is responsible for submitting a copy of the final,
sighed report and CAPA to the reviewing IRB within required timeframes.

* The reviewing IRB may require changes/actions beyond those described in the final report and CAPA.

* The investigator or their designee must make any changes to the protocol or associated study
documents as required by the reviewing IRB in addition to those required by the Yale HRPP RCQE

team.

Yale Human Research Protection Program
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Questions?
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Upcoming Training Schedule

* January 26, |0 am — Monika Lau,Amanda Liss on using Yale as the sIRB
* February 23, 10 am - Coordinating Multi-Site Research Projects
* March 30, 10 am - Expanded Access for Drugs and Devices

* Training on IRES IRB — (next 6 months only)

Yale Human Research Protection Program


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

Current Challenges

* Integration of Workday, CITI, and IRES IRB related to training
completions, instructions are available;

* Website: recently redesigned, work still in progress to make it more user-
friendly;

* Studies in active state (‘approved’ or ‘active’) in IRES IRB with no action in
the last few years — we will begin a clean up process in the first quarter of
the year.

Yale Human Research Protection Program



Frequent Information Request: Short Forms
* Short form is a way of documenting consent process with
individuals who do not speak English;

* Signature requirements: Short form is signed by the
participant and a witness, English consent document is
signed by the person obtaining consent and a witness;

Yale Human Research Protection Program



Frequent Information Request: Short Forms

* Who can be a witness: anyone outside of the research team who
understands both languages, including the interpreter or a family member
of the participant;

* At YNHHS locations - interpreters generally do not serve as witnesses. If
a researcher needs a witness, two interpreters must be booked (one to
serve as a withess, one as an interpreter);

Yale Human Research Protection Program



Frequent Information Request: Short Forms

Use of short form does not replace HIPAA Authorization: you either must obtain an
alteration of HIPAA authorization (to obtain it verbally) OR use one of the translated
HIPAA Research Authorization Forms available at Yale HIPAA Privacy Office website

(5032 section).

Research Regulations

Privacy Rule

What they govern

Consent - agreement to participate
in research

HIPAA Authorization - agreement
to use and disclose /share PHI

No consent or
authorization

Waiver of consent

Waiver (full or partial) of HIPAA
Authorization

Forms of
Documentation

Signed consent using long form,
OR

Signed compound authorization
and consent, OR

Signed short form

Signed HIPAA Research
Authorization Form

No
documentation

Waiver of documentation

Alteration

Yale Human Research Protection Program




Resources

Human Research Protection Program

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

Email Subscription

Questions for next HRPP News Forum (April, 2026)
https://yalesurvey.cal.qualtrics.com/jfe/form/SV_8eozZatbGncF3sG

Yale Human Research Protection Program


https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
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Yale Human Research Protection Program

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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