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INSTITUTIONAL ANIMAL CARE & USE COMMITTEE (IACUC)

@
 FY25 ACCOMPLISHMENTS
« Training — Continuing Education OHS compliance program
Compliance Rate 91.0% Compliance Rate 80.7%
1361 Required Courses 1493 Required Courses

« GOALS FORFY26
« Preparation for AAALAC International re-accreditation site visit — Spring
2026
» Review of spaces outside the animal facility used for animal care and use
* QA of protocols during pre-review
« Post-noncompliance monitoring

IACUC website:

https://emory.sharepoint.com/sites/elACUC
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INSTITUTIONAL ANIMAL CARE & USE COMMITTEE (IACUC)
. ®

COMPLIANCE TOPIC:
« Current cycle: June — November 2025
* Most frequent site inspection deficiencies

Referred to EHSO, 7
) Drugs, Substances, or Supplies -

Expired, 18

Referred to ORIC, 22

Drugs, Substances, or Supplies -

/ Improper labeling, 16
Lab Space - Cluttered, 2

Equipment - Expired certification or
calibration, 3

Equipment - Inadequate Level of
Sanitation or Improper Sterilization,
4

Policy violation, 8 Lab procedure/protocol violations,
16

E I\iLjRY’ Research Compliance and Regulatory Affairs Records - Surgery/Procedure -
4 Research Administration Inadequately Maintained, 8

UNIVERSITY




CONFLICT OF INTEREST & COMMITMENT (COI/COC)
' ®

« FY25 ACCOMPLISHMENTS
* Annual Certification #s 99.9%, over 1700 proposals reviewed for Conflicts

« Development of Disclosures in the upcoming Online Submission Platform

(Insight)
* Research COI/COC Training Module in Brainer with Integration to Insight

« GOALS FORFY26
* 100% completion rate for the Annual Certification Cycle (Dec-Feb)

* Improve the functionality of Insight
« Update governance documents to support the goal and
mission of the Research COI/COC Office (QA/QI process, COI/COC

Charter)

f:, E I\{ORY' Research Compliance and Regulatory Affairs

UNIVERSITY Research Administration




CONFLICT OF INTEREST & COMMITMENT (COI/COC)
' ®

COMPLIANCE TOPIC: Insight Navigation
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EXPORT CONTROL & RESEARCH CYBERSECURITY (ECRC)

®
FY25 ACCOMPLISHMENTS
* Program maturity assessed EMORY | Research Administration
Progra m against 8 Elements of [R——
[ eﬁective export Com pliance T.hhdmmiftFﬂRTmNTRGLmMPLIAHcE PROGRAM
Maturi ty program ———— :

Assessment e g

Expanded » Controlled Unclassified Information (CUI),
o  Cybersecurity Maturity Model Certification Devetop programmatio componentsfornow ARSI SL
i ifi responsibilities related to Researc and Research
responS| b|||t|es (CMMC) for protecting sensitive oy, o Reosaeh bercoent!
unclassified information { - v st mcssune i
. h » Other sensitive research information/data " oot
. Researc Office Rebranding and Updated website to (ECRC)
include information on CUl and research

cybersecurity resources

cybersecurity




EXPORT CONTROL & RESEARCH CYBERSECURITY (ECRC)

o
FY26 GOALS
ECRC module in Resgarch
cybersecurity program
INSIGHT
development
: Secure Enclave Breakout Room
Customized : Compliance Topic:
: : Solution for c

configuration xpanded
and workflows CUl'and other responsibilities of
sensitive data Export Control &

Research

Cybersecurity (ECRC)

o Focus on CUI
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PROGRAM EFFECTIVENESS & ASSURANCE

FY25 ACCOMPLISHMENTS
* Minors Participating in Research Activities
o The new Minors in Research Form is now available on the Research Portal.
= All researchers must complete and submit this form before minors participate in any res
activities.
= Minors may not begin participation until the form has been reviewed and approved.
« Restructuring: For an enhanced and robust compliance with CSDD, on the basis on an external

assessment, we have a dedicated program and support for Research Controlled Drugs Compliance
(RCDC) now managed under Program Effectiveness & Assurance

« Policy Updates

Policy 2.126 - Effort Reporting (Approved)
Policy 7.28 - Payments to Human Subjects Research Participants (Pending Approval)
Policy TBA — Research Data Protection Policy (Pending Approval)

Policy 7.30 - Authorship (Pending Approval)

Policy 7.8 - Research Misconduct (Pending Approval)

Policy 7.11 - Export Control (Pending Approval)
Policy 7.6 - Intellectual Property (Pending Approval)

D O O O O O O
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https://erp.app.emory.edu/

PROGRAM EFFECTIVENESS & ASSURANCE

GOALS FOR FY26
RCDC:

UNIVERSITY

System Integration: Migrating Georgia Board of Pharmacy (GBP) and DEA license
management into EHS Assist for centralized tracking and oversight.

Update to Policy 7.25: to meet the needs to federal/state regulations

Training Material: All Emory forms and training will be updated

QA/Ql reviews: Provide enhanced support to Researchers through Annual QA/Ql
reviews

Technology Enhancement: Leveraging an existing vendor to implement an
electronic drug management system at no cost to the institution.
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PROGRAM EFFECTIVENESS & ASSURANCE

- GOALS FOR FY26

* Program Effectiveness

 Emerging Compliance Topics (e.g., Research Security, Al Use, Data Sharing) - Address
compliance with newly evolving federal priorities (e.g., NSPM-33, Al governance).

e CAT Planning: Policy Updates & Communication: Increase awareness of policy changes via
consistent education.

e Approval Process Optimization and Enhancement - Streamline the research policy
approval process through governance reform

E I\{ORY' Research Compliance and Regulatory Affairs
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RESEARCH INTEGRITY

« FY25 ACCOMPLISHMENTS
« Support of research staff during GDNA audits
 New CS/DD forms and processes
« Continuing support to researchers during FDA audits
* Research misconduct prevention training sessions
 RCR training expansion to include training in Humanities fields.

« GOALS FORFY26
* Restructuring
= CS/DD program requires additional support
* Program is moving under Program Effectiveness and Assurance
« Refocusing
= Qur Team will be rebranded from ORIC to Research Integrity (RI)
= We will continue to support the RIO during research misconduct and
research noncompliance reviews, as well as supporting the ESCRO
committee, researchers submitting to FDA, and the RCR training
program. We will also continue with compliance audits.
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RESEARCH INTEGRITY

ESCRO committee submission requirement

You must submit your study for review to the ESCRO (human embryonic stem cell
oversight) committee in the following scenarios:

* Non-integrated stem cell-based embryo models

* Invitro culture of chimeric embryos (human cells into non-human embryos)

* |n vitro gametogenesis without fertilization or generation of embryos

* Genetic alteration of embryos or gametes

* |Integrated stem cell-based embryo models

* Procurement of embryos, or gametes for the creation of embryos, for in vitro Research

* Derivation of cell lines from human embryos

* In vitro culture of human embryos for Research for up to 14 days

* Transferring human embryos following Mitochondrial replacement techniques into a human

uterus
Submit your application using the MS Form located
at https://rcra.emory.edu/oric/stem-research.html

E I\{ORY' Research Compliance and Regulatory Affairs
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RESEARCH INTEGRITY

You are exempt for review to the ESCRO committee in the following scenarios:

e Research involving the use of adult stem cells

 Use of human cord blood

* Transplantation of stem cells as part of recognized and accepted medical treatment for a
disease or condition

 Human Induced pluripotent stem cell line (hiPSC) generation or use in research, excluding the
above research applications

 Most in vitro organoid research, excluding the above research applications

* Transfer of non-embryonic human stem cells into postnatal animal hosts

E I\{ORY' Research Compliance and Regulatory Affairs
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_RESEARCH INTEGRITY

The ESCRO committee will not approve research that is conducting the following activities:

* Germline genome editing

* Transferring Mitochondrian DNA (mtDNA)-modified (not including MRT) embryos into a uterus
* Using gametes differentiated from human stem cells for reproduction

* Gestating Human stem cell-based embryo models

 Human reproductive cloning

* Breeding human-animal chimeras where there may be human germ cells

* Transferring human-animal chimeric embryo(s) to a human or ape uterus

e Transferring human embryo(s), irrespective of origins, to an animal uterus

E I\{ORY' Research Compliance and Regulatory Affairs
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_RESEARCH INTEGRITY

What about Fetal Tissue Use in Research?

Fetal tissue use in research does not need to be reviewed by the ESCRO
committee; however, it needs to be reviewed by:

- RCRA office
- In some cases, Office of General Counsel
- Other offices as applicable

If you plan to use fetal tissue for research, please contact us at
researchcompliance@emory.edu.

?}_ﬁ; E I\{ORY' Research Compliance and Regulatory Affairs
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RESEARCH SECURITY

« FY25 ACCOMPLISHMENTS
« Travel Registry

= Past effort stalled

= Revived initiative with budget commitment and stakeholder inclusion

= Timeline
« Gather requirements summer 2025
 ldentify potential vendors Summer 2025
 RFP release end of summer 2025
* Award end of year 2025

« NSF SECURE SE
= 5 year award September 2024

» Hire Staff September 2024-January 2025 (fully staffed)
= Stakeholder input

= Develop solutions to challenges
Launch MVP on internet

?}_ﬁ; E I\{ORY' | Research Compliance and Regulatory Affairs
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RESEARCH SECURITY

« GOALS FOR FY26
* Travel Registry
* |mplementation
= Training
» Rollout summer 2026
« SECURE SE
= Solutions use, feedback, refine
= New solutions to address stakeholder challenges
« Loaner laptop program
= Program expansion
» Configuration standardization
= Awareness/use

?}_ﬁ; E I\{ORY' | Research Compliance and Regulatory Affairs
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RESEARCH SECURITY

« COMPLIANCE TOPIC:
 MyTravel Form in Insight

« Loaner
 Travel Matrix

New Travel

Use this form to enter information
name of the Entity to select it. The
answer the questions below about

New Travel A Questions? Email Il X Del

Use this form to enter information about the Entity that sponsored or reimbursed your travel. Type the Entity name in the search box below to search for the Entity in the database. Keep typing the name until the search results display the Entity you need to disclose, then click ont
name of the Entity to select it. The name of the Entity and prepopulated information about it will then display in the form. You cannot change the answers to prepopulated questions. If the Entity is not found in the database, type the full name of the Entity in the search box and th
answer the questions below about the Entity.

Destination Country and City. If multiple destinations, list all.

for the Enti

the Entity name

Country Gty

Amount Paid by Outside Entity (optional)

New Travel 7 Questions? Email 01l 3 Del

Use this form to enter information about the Entity that sponsored or reimbursed your travel. Type the Entity name in the search box below to search for the Entity in the database. Keep typing the name until the search results display the Entity you need to disclose, then click on 1

Description of Outside En name of the Entity to select it. The name of the Entity and prepopulated infarmation about it

then display in the form. You cannot change the answers to prepopulated questions. If the Entity is not found in the database, type the full name of the Entity in the search box and th

{me' the questions below about the Entity.
5

Indicate if the Entity is
Professional Association
Scientific Society
Mon-Profit Foundation
U.5. Academic Medical Ce
U.5. Government Agency
U.S. Institution of Higher
Research Institute Affiliat

Upload supporting documentation for the trip {invite, conference agends, speaking topics, visiting professor, board or committee meeting, consulting contract, etc)

Type File Name Description Modified By

Entity paid expenses for:
You
Domestic Partner

Dependent Child

Purpose of Trip:

The search criteria yielded no results.

Is the outside activity related to your Emory responsibilities?

Did you receive in kind support?

Dates covered by spons A5 part of this request, will you be engaging in research activities cutside of Emary?

(If you extend yourtripfa - ,__

Start Date:

Has the traveler completed international travel training?

End Date: What equipment, material, data, or software you plan to take?

Destination Country and

Research Compliance and Regulatory AffairsgEles

Research Administration

Is travel allowable on current awards?

Is pre-approval required on any of your awards?

If you have received a Financial Interest from this Entity (e.g., 8 cash or equity payment) please remember to report it using My Updates.



RESEARCH SECURITY

« COMPLIANCE TOPIC:
 MyTravel Form in Insight
 Loaner
* Travel Matrix
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International Travel
Loaner Laptop Program

ke

Available to faculty, staff, and student employees conducting
Emory University-sponsored international travel

No cost to borrow a laptop. However, travelers are responsible
for any damage or loss of the laptop or peripheral items.

Available devices: Dell Latitude 14 inch; MacBook Pro 14 inch

Limited availability under pilot program, with preference for
travel to high-risk destinations of Cuba, Iran, North Korea, Syria,
and regions in Ukraine under Russian control (Crimea, Luhansk
and Donetsk), as well as any destination on the State
Department Travel Advisory website listed as a level 3 or 4 travel
advisory

Request a loaner through

Please see the full loaner laptop website for more details

Rev 7




RESEARCH SECURITY
®

(32) L ENICIR] | funert et nbaepdony e}

« COMPLIANCE TOPIC: I : ! :
. . ternational Disclosure Requirements
° M yTravel F O rm | n I n S | g ht International Travel External & Professional Activities

« Loaner
 Travel Matrix

Applicable Policies/Regulations:
« Eman Pliy 111 - Expert Gontrel
« Emany Policy 738 - Confiet of Commitment for Facslty, Fusides Fellows e, 2
Fesearch S

S
+ Emry Folicy 10118 - Emary-Spersorsd Intermational Travel
« NSPMZ

Foreign Affiliations

?lgnlﬂcant Financial Interests

L

Covered Individuals must disclose SFls (as

4’ defined in Emory Policy 77 and Emory Palicy
124):

i ST B S e e e
Financial Interest (2.8, through purchaze,
marriage, or inheriancel

< Within 20 days 0% hire

.{ Reporting: eDisclose/Insight

= Emony Policy T7- Firancial Conflicts of Interest
+ Emany Policy 738 -Canflict of Commitment for Facaty, Prstdo Trainess, and Rescarch
Saff

*Covered Individual: an individual who (a) contributes in a substantive, meaningful way to the scientific development or execution of a research and
development project proposed to be carried out with a research and development award from a Federal research agency; and (b) is designated as a

covered individual by the Federal research agency concerned.
See NSPM-33 ition for additional relevent definiti

Additional Information

Loaner Devices
To mitigate security risks, travelers are required to use loaner laptops for international travel. University-issued devices and personal devices

containing sensitive information should not be taken abroad unless specifically authorized. Please coordinate with the OIT in advance to request a
lpaner device as it takes 3 business days to obtain a loaner device.

Personal Travel
If Emory employees are on personal travel but plan to consult or engage in any Emory-related work during their trip, disclosure requirements still apply.

Use of a loaner laptop is highly recommended for personal travel where employees plan to engage in Emory-related work. Please consult your
department IT contact for additional information.

Research Compliance and Regulatory Affairs
Research Administration




Contact Us

e COI/COC: edisclose@emory.edu

 Export Control & Research Cybersecurity: exportcontrol@emory.edu
e |ACUC: iacuc@emory.edu

« Research Integrity: rio@emory.edu

« Research Security: researchsecurity@emory.edu

Program Effectiveness & Assurance: researchcompliance@emory.edu

_ Resources ]

« RCRA Offices: Fact Sheet
 Policy Handbook

EMORY Research Compliance and Regulatory Affairs

UNIVERSITY Research Administration
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