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University Research Compliance Oversight

- Research involving Human Subjects (IRB)

- Research, testing, or teaching involving animals (IACUC)

- Research using recombinant or synthetic nucleic acid
molecules, toxins, or infectious agents (IBC)

- Select Agents and Toxins
- Export Controls Program
- Confidential/Sensitive Research

- Dual Use Research of Concern (IRE)
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Policy Development at K- State

e« Lead Office - Associate Vice President for e
Research, Compliance (URCO) B

Dual Use Research / Dual Use Research of Concern
Notification Form
Please send your completed document to comptyfk-staie edu

INSTRUCTIONS

_ AS SOC | ate VP fo r Re searc h nom | n ate d as Be sure to save the PDF form to your computer before you begin completing the form. You

may mot be able to save your changes if you edit this form in a web browser.

. . . Plexte identify any life scientes resesrch you conduct 3t this institation that directly involves nonsttenmuated formss of
|C D U R and assi g ned impleme ntation oo ot of e gt Lk bl (piese e 3 separt foc, o ch e projec). o f e e e
identified, yous research i Bot subject to institutional DURC oversight However, Pls should be aware that, if at amy
time, research i instiated tat mvolves any of the beloww licted agents, he or she will need 10 immediately nobfy the

responsibilities by Vice President for S e st e e e e e

Ageees:

Research e Mg it

Botulimum meurotoxin fany quantity) Rindecpest virus
Burkhalderia maftel Tavin-producing serain af Cloveridim banulinms
Burkholdenia presdomalial Variola majer virws

 Began developing new internal policies and ot e
procedures in October 2014

— Followed Companion Guide in process SRS R s s
d eve I O p m e n t FAILURE TO FROVIDE ALL INFORMATION REQUESTED WILL LEAD

TO A DELAY IN PROCESSING YOUR REQUEST!

— Drafted internal SOPs and other documents, Tos et gk s F7 8 o EDTE, CHECK SPELLING

FLEASE CONTINUE TO THE NEXT PAGE

to include DURC Notification Form ; TO REGIN CONPLETING THEFORM
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Policy Implementation at K-State

e Created a completely new compliance committee

— Mitigate administrative burden to existing IBC and committee
members

— Higher ranking members (Distinguished Professors, Deans,
Directors) selected for IRE membership

— Appointed by Vice President for Research

 |IRE composed of 9 members, plus 4 ad hoc members on as needed
basis

— Ad hoc members - Communications Department, Pre-Awards
Services, EH&S Department, and General Counsel
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Spreading the Word

 Held one-on-one meetings with K-State Principle Investigators
known to be working with DURC agents prior to implementation

of official policy
— Good working relationship with all Pls

 Emailed IBC listserv DURC Policy, K-State SOP, and other materials
e Published media blurb in K-State Today week of implementation

 All KSU researchers are required to take Collaborative Institutional
Training Initiative (CITI) training on DURC as part of their routine
IBC application process (training is required every 3 years)
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Implications for Research

e Only a few researchers at K-State working with DURC
agents

— Some researchers chose not to pursue research with these agents
because of the policy (to include Gain of Function Moratorium)
Benefit versus burden analysis in working with DURC agents

 Impact on K-State? - MINIMAL

— Limited impact on existing research
— Minimal impact on new research
— Limited administrative burden for URCO

Could change with new funded DURC research
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Lessons Learned/Challenges

Unclear processes and steps to follow outside of guidance provided
in Companion Guide
Unclear on what/when to report to funding agency

— After first IRE - ICDUR sent entire review package to funding agency

— Unnecessary as research was NOT with one of experiments and did not meet
definition of DURC

Better guidance/training tools provided by regulators (ie, webinars)
for IRE committee members on what is DURC, what the Policy
requires, and steps to follow

Confusion over DURC policies, Gain of Function Moratorium, and
what could and could not be done
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Thank You!
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