=

@

UNIVERSITY OF CALIFORNIA OFFICE OF RESEARCH

MERCED | COMPLIANCE & INTEGRITY

IN THIS ISSUE

Research Security Training
Important Reminders about
Disclosures for Foreign Talent
Recruitment Program

NIH Implements DURC/PEPP
Policy

Research with Industrial Hemp
and Cannabis i L.
Post Approval Monitoring (PAM) { ’
for Animal Researchers
IACUC Policy Updates

IRB Resources Research Security Training

Research security training is listed as one of four elements of a Research
Security Program required by National Security Presidential
Memorandum 33, issued on Jan. 14, 2021, to safeguard our research
ecosystem. The "CHIPS and Science Act of 2022," Section 10634,
codifies the requirement for research security training for federal research
award personnel in public law.

The Research Security at the University of California course will take
approximately 30-40 minutes to complete. This course fulfills the training
requirements of the CHIPS and Science Act and National Security
Presidential Memo-33 for covered individuals applying for federal research
funding. It includes —

= Anoverview of Research Security

» Case studies

= International collaboration

= Disclosure

» Information and data security

= Elicitation
= Talent recruitment programs and Malign Foreign Talent Recruitment
Programs

e |nternational travel

The Research Security at the University of California course will be
available in early April 2025.
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The training will be made available for UCM employees in the Learning Management System (LMS) and for non-
employees through the UC Riverside (UCR) Center of Excellence. UCR Center of Excellence users will receive a
certificate of completion through email.

The Department of Energy will begin requiring Research Security training May 1%, 2025, for all new proposals and
awards for Covered individuals listed on applications. Researchers planning on submitting a proposal to DOE should
complete the research security when it becomes available to prevent any delays in proposal submissions.

Important Reminders About Disclosures for Foreign Talent Recruitment Program

The_ CHIPS and Science Act of 2022 directs federal research funding agencies to establish policies that require
covered individuals to disclose all participation in foreign talent recruitment programs (FTRP). The agencies
require certification at proposal, and then annually for the duration of the award, that the covered individual is not
party to a malign foreign talent recruitment program. Researchers will see these certifications now in National
Science Foundation (NSF) proposals. This requirement will extend to other federal agencies in the near future as
the adoption of the Common Form increases. National Institutes of Health (NIH), for example, will begin using
the Common Form for applications due on or after May 25, 2025.

A foreign talent recruitment program is an effort organized or funded by a foreign government or entity to recruit
science professionals or students. It can include compensation in the form of cash or in-kind compensation,
including research funding, promised future compensation, complimentary foreign travel, things of non de
minimis value, honorific titles, career advancement opportunities, or other types of remuneration. Review
information regarding foreign talent recruitment program on the RCI website.

Disclosure to federal sponsors:

Disclosure of foreign affiliation and activities to the funding sponsor are made in the BioSketch and Current and
Pending (Other) Support proposal forms, annual progress reports, and ad hoc notifications. Although the agencies
are attempting to harmonize what must be disclosed, disclosure requirements are still largely sponsor-specific.

As a reminder, participation in malign foreign talent recruitment programs is prohibited by UC policy and the
following federal funding agencies:

- National Aeronautics and Space Administration (October 1, 2024): Senior/key personnel must certify they
are not a party to a Malign Foreign Talent Recruitment Program.

- Department of Defense (August 9, 2024): federal sponsor prohibited from funding research project that
involves a covered individual participating in a malign FTRP; requires proposing institutions to have a
policy on malign FTRP pursuant to CHIPS and Science Act of 2022.

- National Science Foundation (May 20, 2024): senior/key persons are required to certify that they are
not party to a malign FTRP.


https://www.govinfo.gov/content/pkg/PLAW-117publ167/pdf/PLAW-117publ167.pdf
https://rci.ucmerced.edu/foreign-engagement-research-security/foreign-talent-recruitment-program

NIH Implements DURC/PEPP Policy

A new National Institutes of Health Policy will expand the scope of research that falls within federal
and institutional oversight. The policy, which takes effect May 6, 2025, aligns with the updated federal
framework for conducting and managing certain types of federally funded life sciences research on
biological agents and toxins.

NIH’s policy will require certain oversight actions that begin when a federal agency is considering
funding a proposal and continue throughout the lifespan of the work. All research —including current
projects and proposals being submitted for funding — may be subject to the new policy.

A summary of “Dual Use Research of Concern and Pathogens with Enhanced Pandemic Potential,” or
DURC/PEPP, follows:

Category 1
Research involving all risk group 4 biological agents and Select Agents and Toxins, and a subset of

risk group 3 biological agents that may result in any of the following experimental outcomes:

= Increase transmissibility of a pathogen within or between host species.

= Increase virulence of a pathogen or convey virulence to a non-pathogen.

= Increase resistance to a pathogen or toxin to clinical and/or veterinary prophylactic or
therapeutic interventions.

» Increase the toxicity of a known toxin or produce a novel toxin.

» Increase the stability of a pathogen or toxin in the environment or increase the ability to
disseminate a pathogen or toxin.

= Alter the host range or tropism of a pathogen or toxin.

= Decrease the ability for ahuman or veterinary pathogen or toxin to be detected using standard
diagnostic or analytical methods.

= Alterahuman or veterinary pathogen or toxin to disrupt the effectiveness of pre-existing
immunity, via immunization or natural infection, against the pathogen or toxin.

= Enhance the susceptibility of a host population to a pathogen or toxin.

Category 2
Research involving a human pathogen or potential human pathogen that is likely to spread

uncontrollably and cause moderate to severe disease and/or mortality in humans and can reasonably be
expected to result in any of the following experimental outcomes:
= Enhance transmissibility of the pathogen in humans.
= Enhance the virulence of a pathogen in humans.
» Enhance the immune evasion of the pathogen in humans such as by modifying the pathogen to
disrupt the effectiveness of pre-existing immunity via immunization or natural infection.
» Generate, use, reconstitute or transfer an eradicated or extinct pathogen with pandemic
potential, or a previously identified pathogen with enhanced pandemic potential.

The Office of Research Compliance and Integrity and Environmental Health and Safety are
collaborating to implement the revised policy requirements locally. A subcommittee of the
Institutional Biosafety Committee (IBC) will be appointed as the Institutional Review Entity (IRE) to
review proposed activities with DURC potential. Any faculty members interested in joining the IRE
should contact Associate Biosafety Officer, Kaylee Chang at kchang49@ucmerced.edu._

Additional Resources:

- USG Policy for Oversight of Dual Use Research of Concern and Pathogens with Enhanced Pandemic

Potential, May 2024.



https://nexus.od.nih.gov/all/2025/01/14/nih-implementation-of-the-u-s-government-policy-for-oversight-of-dual-use-research-of-concern-durc-and-pathogens-with-enhanced-pandemic-potential-pepp/
mailto:kchang49@ucmerced.edu
https://aspr.hhs.gov/S3/Documents/USG-Policy-for-Oversight-of-DURC-and-PEPP-May2024-508.pdf
https://aspr.hhs.gov/S3/Documents/USG-Policy-for-Oversight-of-DURC-and-PEPP-May2024-508.pdf

Research with Industrial Hemp and Cannabis

UC Merced researchers who wish to pursue research that involves marijuana or industrial hemp, or whose research is
sponsored by the marijuana industry should, prior to commencement of any such research, consult with the Office of
Research Compliance and Integrity by contacting Chou Xiong, RCI Assistant Director, at cxiong51l@ucmerced.edu.

Research that involves the cultivation, distribution, possession, or direct use of marijuana or its extracts or derivatives
will require a Schedule 1 registration from the DEA. To begin this process please contact Melissa Russell, Chemical
Hygiene Officer, Environmental Health and Safety, at mrussell4@ucmerced.edu.

Review the RCI Cannabis Research website for more information.
Post Approval Monitoring Program

The Research Compliance and Integrity office is pleased to announce the implementation of a Post-Approval
Monitoring (PAM) program as part of our commitment to the highest standards of animal welfare and regulatory
compliance.

This program enhances our ability to ensure that all approved research and teaching protocols involving animals are
conducted in accordance with institutional, federal, and state regulations. Post-approval monitoring will help support
researchers by providing education, ensuring protocol compliance, and fostering a culture of continuous improvement.

More information on PAM and other policies can be found on the RCI website.

IACUC Policy Updates

UC Merced’s Institutional Animal Care & Use Committee (IACUC) is currently reviewing and updating our
policies in preparation of next year’s AAALAC site visit. We would like to take this opportunity to remind all
animal researchers to review UC Merced’s IACUC policies & guidance documents to ensure your current
protocols and procedures are in line with policy expectations. All policies can be found on our website here:
https://rci.ucmerced.edu/iacuc/policies-guidance-and-other-resources

Additionally, the IACUC website includes helpful resources, regulatory information, committee meeting schedule,
training requirements and more.

Please contact the IACUC office should you have any questions.

IACUC Office:
Phone: 209-228-4805
Email: iacucoffice@ucmerced.edu

Need Help with IRB? Explore Our Resources!

Navigating Institutional Review Board (IRB) requirements can be complex, but we’re here to
help! Whether you're submitting a new protocol, making modifications, or ensuring compliance,

our IRB resources provide the guidance you need. Access our FAQs to help streamline your
research approval process.

Looking for additional support? An IRB expert is available for in person trainings and m
presentations as needed. »

Please contact irboffice@ucmerced.edu for more information.


mailto:cxiong51@ucmerced.edu
mailto:mrussell4@ucmerced.edu
https://rci.ucmerced.edu/iacuc/policies-guidance-and-other-resources
https://rci.ucmerced.edu/iacuc/policies-guidance-and-other-resources
https://rci.ucmerced.edu/iacuc/faqs
https://rci.ucmerced.edu/iacuc/researchers/additional-information
https://rci.ucmerced.edu/iacuc/researchers/protocol-application-submission-and-review-0
https://rci.ucmerced.edu/iacuc/researchers/protocol-application-submission-and-review-0
https://rci.ucmerced.edu/iacuc/researchers/training-animal-researchers
https://rci.ucmerced.edu/iacuc
mailto:iacucoffice@ucmerced.edu
https://rci.ucmerced.edu/human-subjects-protections-irb/faqs
mailto:irboffice@ucmerced.edu
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