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So Many Rules to Follow

Graduate Student Responsibilities

Prior to initiating activity requiring
research oversight:
— Attend applicable training

* Live training or online training h ‘_ _
th rOUgh CITI Prog ram S \__'RI RESEARCH

IMTEGRITY
« Training must be renewed in
general every three years




Graduate Student
Responsibilities

« During the conduct of research:

— Adhere to the approved
protocol and MSU policies

— Report any adverse events,
safety issues, or unanticipated
problems

Ll

lllustration from Nature 08 June 2016. Misconduct: Lessons from researcher rehab. James M. DuBois, John T. Chibnall, Raymond Tait & Jillon Vander
Wal



Biosafety Program Mission Statement

|
The mission of the Biosafety Program at MSU is to ensure a safe environment for individuals working with
biohazardous materials and to ensure the protection of the community and environment by preventing exposure to
biohazardous materials. To accomplish this, the Biosafety Program provides technical advice to Principal Investigators
on laboratory containment, security, and safety procedures.

MSU Biosafety Website:
 http://www.montana.edu/orc/biosafety/index.html

Pathogen Safety
Data Sheet

Biosafety
Training

Manuals, Policies

Regulations

MSU Biosafety Training website:

* http://www.montana.edu/orc/training/biosafety/index.html
MSU Biosafety Manuel:

 MSU Biosafety Manual

Regulations:

« BMBL 5th Edition (CDC)

* Bloodborne Pathogens Reqgulation (OSHA:1910:1030)
 NIH Recombinant and /or Synthetic Nucleic Acid Guidelines

rainin,

ucleic

Biosafety Offi
« Select Agents (42CFR73) R;::asa?t I)E,‘tt Icer

ryan.bartlett@montana.edu
(406) 994-6733


http://www.montana.edu/orc/biosafety/index.html
http://www.montana.edu/orc/training/biosafety/index.html
http://www.montana.edu/orc/biosafety/forms-manuals-regulations/msu-biosafety-manual.html
https://www.cdc.gov/labs/BMBL.html
https://www.osha.gov/laws-regs/regulations/standardnumber/1910/1910.1030
https://osp.od.nih.gov/wp-content/uploads/NIH_Guidelines.html
http://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title42/42cfr73_main_02.tpl%20http://www.ecfr.gov/cgi-bin/text-idx?SID=24a071ec82dab68ce6a50ad1c99d46b2&node=se7.5.331_15&rgn=div8%20http://www.gpo.gov/fdsys/pkg/CFR-2006-title9-vol1/content-detail.html

Radiation Safety

MSU Radiation Website:

* http://www.montana.edu/orc/radiation/

MSU Radiation Safety Training Website:
« http://www.montana.edu/orc/training/radiation/index.html

MSU Radiation Safety Manuel:
« MSU Radiation Safety Manual

Regulations:

* http://www.nrc.gov/reading-rm/doc-collections/cfr/

» http://www.nrc.gov/reading-rm/doc-collections/nureqgs/staff/sr1556/

* https://www.osha.qgov/pls/oshaweb/owadisp.show document?p tabl

e=STANDARDS&p id=10098

Program Description

All uses of radioactive materials at Montana State University must be approved by the university’s Radiation Safety
Committee (RSC) and the Radiation Safety Officer (RSO). Approvals for radioactive materials by the RSC are expressly
for the protocols and personnel specified in the radioactive material application. Any unauthorized uses or materials
constitutes a violation of University, State and Federal regulations.

In Montana, the Nuclear Regulatory Commission (NRC) determines safe practices for sources of radioactivity. NRC
regulations on radioactive materials are published in title 10 of the code of federal regulations.

Proper management of radioactive materials and users is the responsibility of the authorized Principal User, under
whose permit the device is being used. It is the responsibility of each member of the laboratory to maintain safe use of
radioactive materials in their area.

Emergencies
and Incidents

LASER Safety X-Ray Safety

rainin|
Open or sealed source radioactive material
Open or sealed source radioactive material rs refresher
Sealed Ni-63 sources contained within electron capture devices
Mossbauer (Fe-57) sealed sources
X-ray generating equipment (includes scanning electron microscopes) = X-ray.safe

Class 3B and 4 lasers

Radiation Safety Officer
Nick Childs
radiation@montana.edu
(406) 994-7317


http://www.montana.edu/orc/radiation/
http://www.montana.edu/orc/training/radiation/index.html
http://www.montana.edu/orc/radiation/radiation-safety-manual.html
http://www.nrc.gov/reading-rm/doc-collections/cfr/
http://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/
https://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10098

Conflict of Interest

MSU Conflict of Interest Website:

» http://www.montana.edu/orc/conflict-interest/index.html
MSU Conflict of Interest Training Website:

» http://www.montana.edu/orc/training/citi/coi-training.html
State and University Policies:

« MSU Conflict of Interest Policy

» Relationships in the Workplace

« MSU Consensual Relationship Policy (see 280.00)

« BOR Policy 770

 Montana Law, Standards of Conduct - Code of Ethics

Reporting and Forms:

e New Disclosure Form
« Management Plans

 Annual Reporting
 Public Disclosure Guidance

The administration, faculty, and staff of the campuses of Montana State University all bear
the responsibility of serving the respective teaching, research, and service missions of the
campuses. That mission is enhanced by the sustained, active interaction of members of the
University community with business, government, not-for-profit groups, professional
societies, academic institutions, and other individuals and organizations. Therefore,
entrepreneurial activities are encouraged that support the University's mission through

dissemination of knowledge, enhancement of educational opportunities for students, and
economic development. These many interactions and activities can, however, create the
potential for conflict of interest in which University employees' external activities or interests
could influence—or could appear to influence—the manner or extent to which those
individuals carry out their University responsibilities. Such influences—real or apparent—
may undermine public and professional confidence in the campuses, diminish the
University’'s ability to accomplish its mission, or violate state or federal law.

State and University Policy Federal Policy

MSU Conflict of Interest Policy.

Relationships in the Workplace
MSU Consensual Relationship Policy (see 280.00)

BOR Policy 770 s
NIH Regulations

Montana Law, Standards of Conduct - Code of Ethics
NSF Regulations

Reporting and Forms For MSU Inventors:

New Disclosure Form Equity Interest/Private Business Participation:
Management Plans * MCA 20-25-109
Annual Reporting © Implemented by BOR Policy 407

© 407 Application Form - Contact the ORC
to complete and submit.

Public Disclosure Guidance

This training contains 4 required modules covering topics such as: commitment, conscience, and
financial conflicts, institutional responsibilities, and institution-specific policies. An average score of
80% is needed to pass the training.

[oLTUTIELEL I Upon completion of this training attendees will be allowed to conduct federally sponsored research.
Information

[ZLILT TR Not Applicable
Requirement

Valid for 4 Years
m About 1 hour

Course No materials are required.
Materials

RICILILT-S At the conclusion of the training attendees will know:
Outcome

* The major types of conflicts of interest
* Your responsibilities for dealing with conflicts of interest

* Institution-specific policies for conflicts of interest

ORC Director

Kirk Lubick
kirk.lubick@montana.edu
(406) 994-3779


http://www.montana.edu/orc/conflict-interest/index.html
http://www.montana.edu/orc/training/citi/coi-training.html
https://www.montana.edu/policy/conflict_of_interest/index.html
https://www.montana.edu/policy/hr_policies/relationships_in_the_workplace.html
https://www.montana.edu/policy/discrimination/
http://www.montana.edu/orc/conflict-interest/bor-policy-770.html
http://leg.mt.gov/bills/mca/title_0020/chapter_0020/part_0010/sections_index.html
http://www.montana.edu/orc/conflict-interest/new-disclosure-form.html
http://www.montana.edu/orc/conflict-interest/plan.html
http://www.montana.edu/orc/conflict-interest/annual-reporting.html
http://www.montana.edu/orc/conflict-interest/disclosure_guidance.html

Responsible Conduct
of Research

MSU RCR Website:

* http://www.montana.edu/orc/responsible-
conduct.html

Training Requirements

* NSF RCR Training Requirements
* NIH RCR Training Requirements
Elective Training Opportunities

* |ntroduction to Responsible Conduct of

Research
 Online Ethics Center For Engineering and

Science
 David Mogk's GeoEthics RCR Resources

Training: NSF vs. NIH RCR Requirements

NSF RCR training requirements differ from NIH training requirements in that NSF requires that any student or
postdoctoral researcher supported by NSF receive RCR training. NIH requires all individuals receiving training grants to
undergo RCR training.

Responsible Conduct of Research (RCR) is defined as the practice of scientific investigation with integrity and involves
the awareness and application of established norms and ethical principles in the performance of all activities related to
scientific research. Montana State University expects that all research be conducted to the highest ethical standards by
faculty, students, and staff. MSU's RCR training covers the core areas that are seen as significant in conducting research,
including research misconduct, plagiarism, falsification, fabrication, data editing, authorship on manuscripts, conflict of
interest, mentor-mentee relationships, and more. MSU training opportunities encourage critical thinking and
engagement in discussions about what it means to be an ethical researcher.

DIl This training contains 9 required modules covering responsible conduct primarily with regard to:
authorship, collaborative research, data management, mentoring, peer review, and plagiarism. An
average score of 80% is needed to pass the training.

(LTl Upon completion of this training attendees will be authorized to work on a NSF funded research
Information JIICEH

Valid for 3Years
[ ouraton [[SNETNRS

[T No materials are required.
Materials

RLCILILT-S At the conclusion of the training attendees will know:
Ctcome * The basic concepts of RCR

* RCR for most situations

* Situations of research misconduct

ORC Director
Kirk Lubick
kirk.lubick@montana.edu

(406) 994-3779


http://www.montana.edu/orc/responsible-conduct.html
https://www.nsf.gov/bfa/dias/policy/rcr.jsp
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-10-019.html
http://ori.hhs.gov/sites/default/files/rcrintro.pdf
http://www.onlineethics.org/
http://serc.carleton.edu/geoethics/rcr_responsible.html

Research
Misconduct

It is the policy of Montana State University-Bozeman to require the highest
ethical standards in the research of its faculty and staff; to inquire into and, if
necessary, investigate and resolve promptly and fairly all instances of alleged
or apparent misconduct; and, as appropriate, to comply in a timely manner
with requirements for reporting cases of possible misconduct to sponsoring
agencies when sponsored research funds are involved. Misconduct in
research shall be considered a breach of contract between the employee and
the University.

ORC Director
Kirk Lubick

MSU Compliance Hotline kirk.lubick@montana.edu
(406) 994-3779

Anonymous Reporting



https://www.montana.edu/policy/research/misconduct.html

Animal Care and
Use

MSU IACUC Policies:
* http://www.montana.edu/orc/iacuc/policies.html

Guidelines:

« ARENA/OLAW IACUC Guidebook

 Fish Use Guidelines 2014

* Guide for the Care and Use of Laboratory Animals

MSU IACUC Website:

« http://www.montana.edu/orc/iacuc/index.html
MSU IACUC Training website:

* http://www.montana.edu/orc/training/citi/index.html

Committee Mission Statement

The University is committed to the responsible and ethical care and use of animals in research. The Institutional Animal

Care and Use Committee ensures the health, well-being, and humane use of animals in research, following the
regulations and guidance of the US Department of Agriculture and the Department of Health and Human Services.

Montana State University’s Institutional Animal Care and Use Committee is responsible for reviewing all protocols
involving live vertebrate animals for research, training, and testing, and ensures compliance with all applicable laws,
policies, and federal regulations. The IACUC ensures that all animals are treated humanely and that research is
performed to the highest standards. The IACUC is also responsible to review the program for humane care and use of
animals, and to inspect all animal facilities (including satellite facilities) and laboratories, and oversee training and
educational programs.

IACUC Resources Direct Links

* Manuals ¢ Animal Care and Use Concern Form

¢ Policies ¢ Adverse Event Form

* Protocol Review Check Sheet (Mice) e Fish Use Guidelines 2014

* Resources/Regulations Individual Qualification Training Form

ASM Guidelines for the Use of Wild Mammals

Users Working With Training

All Animal Users and Pls 1. CITl training._

a. Animal Biosafety

b. Investigators, Staff and Students

c. Principal Investigators (if applicable)
d. Species Specific Training

2. Animal Care at MSU (face to face)
a. Introduction to Animal Care & Use at MSU
b. Occupational Health and Safety
3.0ccupational Health and Safety Clearance
a. Completion of Risk Asessment
b. Medical History/Animal Allergy

4. Protocol specific procedure training and assessment

IACUC & IBC Project Manager
Lauren Cantamessa
lauren.cantamessa@montana.edu
(406) 994-6821


http://www.montana.edu/orc/iacuc/policies.html
http://www.montana.edu/orc/documents/iacuc/Arena%20Guidebook.pdf
http://www.montana.edu/orc/documents/iacuc/GuidelinesFishUse2014.pdf
http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
http://www.montana.edu/orc/iacuc/index.html
http://www.montana.edu/orc/training/citi/index.html

Export
Control

MSU Export Control Manual:

Export Control Manual

Resources:

Technology Control Plan
Export Control Review Form
Federal Resources

MSU Export Control Website:

http://www.montana.edu/orc/exportcontrol/index.html

Export Control Information Frequently Asked Questions

Export Control Overview FAQ Page
MSU Export Control Policy

Violation Penalties

When might my unive ject to export and sanction regulations?

* lintend to host ntana State University

 lintend to travel outside of the United States.

+ lintend to have foreign nationals participate in research activities
* | want to participate in an international collaboration

+ lintend to accept restrictions on publication, foreign national participation, or involve proprietary information in
vity

are, or nuclear related information, technical

Export Control Manual
Technology Control Plan
Export Control Review Form

Federal Resources

Export Control

Joe Brown
joseph.brown11@montana.edu
(406) 400-9326



http://www.montana.edu/orc/exportcontrol/export-manual.html
http://www.montana.edu/orc/exportcontrol/tecp.html
http://www.montana.edu/orc/documents/exportcontrol/Export%20Review%20Form.doc
http://www.montana.edu/orc/exportcontrol/fedresources.html
http://www.montana.edu/orc/exportcontrol/index.html

Committee Mission Statement

The primary mission of the Institutional Review Board is the protection of the rights, welfare and wellbeing of human
subjects who participate in research at Montana State University. We follow the ethical standards described in the
Belmont Report, as well as all applicable federal, state and local regulations. In addition to those regulations, we abide
by university policies and procedures.

MSU IRB Website:
* http://www.montana.edu/orc/irb/inde

x.html
MSU IRB Training Website:
e http://www.montana.edu/orc/training

[citi/index.html

MSU IRB Policies:
IRB Operating Principles
Reliance Agreements
Types of Review
Forms and Applications
Guidelines (Consent / Risks)
Additional Information
Tribal College IRBs
HIPAA

Working With

Surveys or research on Human Subjects (i.e. Student
Projects)

Social and Behavioral Research on Human Subjects
Biomedical Research on Human Subjects

Data or Specimens Acquired from Human Subjects
Confidential | Information
HIPAA-compliant building and managing of online surveys

and databases

Clinical Trials

CITI and Other Training

Students and Class Projects

Social and Behavioral Research Ir

Biomedical Research I

Use of Data or Specimens Acquired from Human
Subjects

Use of Confidential Information, Privacy, Security (IPS for
Researchers)

REDcap Training

Clinical Trials and Good Clinical | Practice

IRB Administrator
Cheryl Johnson
cherylj@montana.edu
(406) 994-4706

Institutional Review
Board



http://www.montana.edu/orc/irb/index.html
http://www.montana.edu/orc/training/citi/index.html
http://www.montana.edu/orc/irb/operating_principles.html
http://www.montana.edu/orc/irb/authorization_agreement.html
http://www.montana.edu/orc/irb/types_of_review.html
http://www.montana.edu/orc/irb/applications.html
http://www.montana.edu/orc/irb/guidelines.html
http://www.montana.edu/orc/irb/additional_information.html
http://www.montana.edu/orc/irb/tribal_college_irbs.html
http://www.montana.edu/orc/irb/hipaa/index.html
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