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Looking Ahead

COGR’s October 24-25, 2024
in Washington D.C.

Registration will open in August
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Research Ethics & Compliance
* COGR Survey on Institutional Experiences with DOD/ARL/DARPA Risk Mitigation Programs & Follow-Up
with DOD/ARL/DARPA — Cross-committee project. Survey conducted between March 14 — April 8, 2024.

 THANKS to all the institutions who participated in the survey!!! Key points from survey results:

Agencies do not provide plans for the development of risk mitigation plans;
Development and negotiation of plans can add 4-6 weeks to process, and negotiation is not always successful;
Agencies do not always clearly communicate why plan is necessary and whether/why draft plan is acceptable/unacceptable;

Common plan elements include reporting suspicious foreign contacts, risk awareness training, and ending collaborations with
persons/entities on countries of concern

— Key points from meeting with DOD/ARL/DARPA Representatives:

DOD expects agencies to adopt policies that are consistent in terms of achieving overarching principles, but agencies may have
different risk tolerance levels based on the research that will be reflected in funding decisions.

Every proposal and project is evaluated individually and because of this DOD is not likely to develop risk mitigation plan templates.

Risk mitigation areas: international travel (including personal travel in some cases), threat awareness training, collaborations
(including co-authorships) with persons/entities on lists or in countries of concern

Representatives all support the concept of “getting to yes” and having efficient risk assessment and mitigation plan processes, BUT,
many details are still being worked out.

If you don’t hear back on a submitted risk mitigation plan, but you get funded, this means your plan has been accepted.

For programs in which there are multiple awards, DOD may hold up on getting back to institutions to let them know tté
mitigation plans has been accepted, if one of the awardees has not yet been able to develop an acceptable plan. G R



https://www.cogr.edu/sites/default/files/Results%20from%20COGR%20Survey%20on%20Research%20Institutions%20responses%20to%20risk%20mitigation%20plans%20v3.pdf

Research Ethics & Compliance

 New OSTP Dual Use Research of Concern (DURC) and Pathogens with Enhanced
Pandemic Potential (PEPP) Policy and Implementation Guidance. Key points
from meeting with Dr. Lauer:

—Much broader scope of agents and experiments covered means A LOT more
work for Institutional Biosafety Committees (serving as IREs) in terms of
projects requiring reviews. Grandfathering of current protocols unlikely.

—May 2025 implementation date at the institutional level, not just the agency
level.

—NIH is working on an implementation plan. Look for a potential RFl in
Autumn 2024.

—Do not assume that amount thresholds currently in place under the select
agent regulations will transfer to the implementation of this policy.

COGR



https://www.whitehouse.gov/wp-content/uploads/2024/05/USG-Policy-for-Oversight-of-DURC-and-PEPP.pdf

Research Ethics & Compliance

 Recent Projects, Projects in Progress, and Projects On the Horizon:

e CMSRFI: Changes to Research Data Request & Access Policy — Prohibits physical data extracts that
researchers currently rely on and dramatically increases access fees. REC developed comment letter and
COGR staff participated in joint association meeting with CMS. CMS has made clear that data security
must be improved but seems willing to work with the community on alternative approaches.

* ORI Research Misconduct Regulations: COGR submitted comments on the NPRM at the end of 2023.
Look for the final regulations this Summer! REC will analyze and provide guidance when they are issued.

e Biden Admin. EO (unpublished) and associated DOJ ANPRM (unofficial) on transfer of sensitive data
to countries of concern. REC developed and submitted comments. DOJ officials have followed up
with COGR and asked to meet with staff on June 13 to discuss comments on data thresholds, which
are very low for genomic data and identifiable health data.

* DEA Rescheduling of Marijuana NPRM: Marijuana will go from federal Controlled Substances
Schedule | to Schedule Ill. Security and inventory/recordkeeping requirements will be easier for
researchers to comply with, which will make research projects easier. However, the ultimate impact
on state regulatory regimes for marijuana is unknown.

* REC Cannabis and Controlled Substances working group will be developing comments in response to the NPRM.

COGR



https://www.cms.gov/files/document/request-information-research-data-request/access-policy-changes.pdf
https://www.cms.gov/data-research/files-order/data-disclosures-and-data-use-agreements-duas/important-research-data-request-access-policy-changes-0
https://www.cogr.edu/sites/default/files/COGR%20CMS%20Letter%20May%2014%202024%20FINAL%20PDF%20SIGNED.pdf
https://www.cogr.edu/sites/default/files/final%20dec%2012%20cogr%20response%20to%20ori%20nprm%20on%20research%20misconduct%20%28002%29.pdf
https://www.federalregister.gov/public-inspection/2024-04573/bulk-sensitive-personal-consumer-data-and-us-government-related-data-preventing-access-by-countries
https://www.justice.gov/d9/2024-02/unofficial_signed_anprm.pdf
https://www.cogr.edu/sites/default/files/FINAL%20doj%20anprm%20response%20april%2017%202024.pdf
https://www.federalregister.gov/documents/2024/05/21/2024-11137/schedules-of-controlled-substances-rescheduling-of-marijuana

Contracts & Grants Administration (CGA)
Committee Reports
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* Charles Greer, University of California, Riverside * Krystal Toups (COGR Director)
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Contracts and Grants Administration

 Uniform Guidance
— OMB Session
— “Look” Series

* NIH Updates

— Data management plan and sharing

— Unilateral closeout

— Research Security Program Guidelines - NIH Comments
— |ID.me

— NIH Implementation of Common Forms

COGR

@ ol Everywhere  Pollev.com/cogrstaff949 Ask a question from your seat!




Contracts and Grants Administration

* NSF Research Security Policy Updates
— Trusted Research Using Safeguards and Transparency
— Foreign Financial Disclosure Reporting - Requirement

* Research Environment (NSF Off campus safe working
environment OIG Review)

— OIG Review of Recipients’ Policies and Procedures Related
to Harassment

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!
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Council On Governmental Relations




Contracts and Grants Administration

Workplan for the Next Several Months
* SAM.gov

— Member Survey
— Response to request for comments

— Continue to escalate institutional cases (contact
ktoups@cogr.edu)

* Cross Cutting Issues
— Uniform Guidance

— Research Security (Implementation of Common Formes,
FFDR/TRUST)

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!

COGR

Council On Governmental Relations



mailto:ktoups@cogr.edu

Contracts and Grants Administration

Projects On the Horizon for 2024

 Update MANAGING EXTERNALLY FUNDED
SPONSORED (last updated 2016)

* Monitoring the use of OTAs, ARPA-H, HHS,
DoD, NIH, NSF

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!



https://www.cogr.edu/managing-externally-funded-research-programs-updated-march-2016
https://www.cogr.edu/managing-externally-funded-research-programs-updated-march-2016

Costing and Financial Compliance (CFC) Committee
Committee Members

e Sarah Axelrod (Chair), Harvard University  Michael Legrand, University of California,
Davis*
* Kimberly Croft, Massachusetts Institute of
Technology* * Nate Martinez-Wayman, Duke University*
e Casey Erickson, University of Washington e Julie Schwindt, University of Mississippi
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* Jeremy Forsberg, University of Texas at
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Costing & Financial Compliance (CFC)
AGENDA

* Priority Focus — UG
* Ongoing Topics

e Farewell to Dave

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat! m




Costing & Financial Compliance (CFC)
Uniform Guidance

o Cross cutting with Contracts & Grants Administration
(CGA)

o COGR —1st, 2nd 3rd 4t |ooks & advocacy
o Meeting with DHHS/CAS

o Thursday session with OMB - reflections
o Priority issues

o Next steps

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!




Costing & Financial Compliance (CFC)
Ongoing Topics

o F&A Survey

o Financial reporting developments at NASA

o CAS (potential) requirement to adjust indirect cost pools

o PIlI = Personal Identifying Information required for access to
federal systems, specifically id.me

o Timeliness of F&A Cost Rate Negotiations

o F&A in the News

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!




Research Security & Intellectual Property (RSIP)
Committee Members

« Jennifer Ponting (Chair), University of * Dan Nordquist, Washington State
Chicago University*

* Alexandra Albinak, Johns Hopkins * Elizabeth Peloso, University of
University* Pennsylvania*

* Hannah Carbone, California Institute of * Sophia Herbert-Peterson, Georgia
Technology* Institute of Technology

« Allen DiPalma, University of Pittsburgh * Kenneth Porter, University of Maryland*

 Michael Moore, Augusta University* * John Ritter, Princeton University*

 Bruce Morgan, University of California, * Todd Sherer, Emory University
Irvine*

* Kevin Wozniak (COGR Director)

m #COGRJune24
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~ WELLGME BAGK! -

Kevin Wozniak

Director, Research Security & Intellectual
Property (RSIP)

kwozniak@cogr.edu

COGR
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Research Security & Intellectual Property (RSIP)

* COGR Survey on Research Institutions’ Experiences with Department of
Defense(DoD) Policy for Risk-Based Security Reviews of Fundamental
Research (FR) and Follow-Up with DoD, Army Research Laboratory (ARL),
and Defense AdvancedResearch Projects Agency (DARPA)

* NIST March-In Framework — still no updates!

 Earlier this month, NIST published the final versions of Special Publication
(SP) 800-171r3 (Revision 3), Protecting Controlled Unclassified Information
in Non federal Systems and Organizations, and SP 800-171Ar3, Assessing
Security Requirements for Controlled Unclassified Information. — Stay tuned

for more information

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!




Research Security & Intellectual Property (RSIP)

Upcoming Comment Letters:

* Collaboration with Educause colleagues: Cyber Incident Reporting for Critical
Infrastructure Act (CIRCIA) - Reporting Requirements

* NIH Patient Access Plan requirements Federal Register : National Institutes of
Health (NIH) Office of Science Policy (OSP): Request for Information on Draft

NIH Intramural Research Program Policy: Promoting Equity Through Access
Planning

Bills to Watch
* ENFORCE
* DETERRENT Act
* Baldwin Bill (i.e. “Invent here, Make here”)

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!



https://urldefense.com/v3/__https:/www.federalregister.gov/documents/2024/05/22/2024-11188/national-institutes-of-health-nih-office-of-science-policy-osp-request-for-information-on-draft-nih__;!!BpyFHLRN4TMTrA!6h1y6Bb2l0cSD_0yb6deXpuzUFvC_d2_RFGE8f_pIor3pDaJg2BQjv03lAKF3RA1m31S7Ia41dAFLhv7-VY$
https://urldefense.com/v3/__https:/www.federalregister.gov/documents/2024/05/22/2024-11188/national-institutes-of-health-nih-office-of-science-policy-osp-request-for-information-on-draft-nih__;!!BpyFHLRN4TMTrA!6h1y6Bb2l0cSD_0yb6deXpuzUFvC_d2_RFGE8f_pIor3pDaJg2BQjv03lAKF3RA1m31S7Ia41dAFLhv7-VY$
https://urldefense.com/v3/__https:/www.federalregister.gov/documents/2024/05/22/2024-11188/national-institutes-of-health-nih-office-of-science-policy-osp-request-for-information-on-draft-nih__;!!BpyFHLRN4TMTrA!6h1y6Bb2l0cSD_0yb6deXpuzUFvC_d2_RFGE8f_pIor3pDaJg2BQjv03lAKF3RA1m31S7Ia41dAFLhv7-VY$
https://urldefense.com/v3/__https:/www.federalregister.gov/documents/2024/05/22/2024-11188/national-institutes-of-health-nih-office-of-science-policy-osp-request-for-information-on-draft-nih__;!!BpyFHLRN4TMTrA!6h1y6Bb2l0cSD_0yb6deXpuzUFvC_d2_RFGE8f_pIor3pDaJg2BQjv03lAKF3RA1m31S7Ia41dAFLhv7-VY$

Research Security & Intellectual Property (RSIP)

3 B

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!




Alexandra Albinak John Ritter Elizabeth Peloso

Associate Vice Provost for Research Executive Director, Office of Associate V"Cﬁf President & Associate
Administration Technology Licensing . Vice Provost .
Johns Hopkins University Princeton University Office of Research Services

University of Pennsylvania
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COGR'J'une-6-7, 2024 Meeting (c) All Rights Rese-rv_ed 2024



COGR Staff Points of Contact

 Matthew Owens, President: mowens@cogr.edu

* David Kennedy, Costing and Financial Compliance (CFC) Director: dkennedy@cogr.edu

* Krystal Toups, Contracts & Grants Administration (CGA) Director: ktoups@cogr.edu

* Kristin West, Research Ethics & Compliance (REC) Director: kwest@coqgr.edu

* Kevin Wozniak, Research Security & Intellectual Property (RSIP) Director: kwozniak@-cogr.edu
* Toni Russo, Asst. Director of Member Engagement & Policy: trusso@cogr.edu

 Mary Deans, Administrative Officer, mdeans@cogr.edu

* COGR Member Services: memberservices@cogr.edu

m #COGRJune24

@ roiEverywhere  Pollev.com/cogrstaff949 Ask a question from your seat!
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