



















































































































































































Appendix C - Panel discussion on Institutional Biosafety Committees

Discussion Questions, February 1, 2011

NSABB WORKING GROUP ON THE CULTURE OF RESPONSIBILITY

February 1, 2011 TELECONFERENCE

Invited Discussants
Scott Weaver, PhD, John Sealy Distinguished University Chair in Human Infections and
Immunity, Director, Institute for Human Infections and Immunity, UniversityUniversity
of Texas Medical Branch -- Galveston

Stanley Maloy, PhD, Professor and Dean of the College of Sciences, San Diego State
University

Brenda Wong, Biosafety Manager, Department of Environment Health and Safety,
University of California, San Diego

Sue Gotta, Vice Chair, IBC, Biological Safety Officer, Environmental Health & Safety,
Thomas Jefferson University

Discussion Questions

o Does your institution have an IBC and if so, what types of research does it review
(e.g., recombinant DNA, select agent, all pathogens) and for what purpose (e.g.
biosafety, biosecurity, dual use research)?

o If your IBC does not review all research involving infectious agents, what
additional burden would it impose on the committee to do so?

o Do you utilize any non-IBC committees (besides IRBs and IACUCs) to review
biomedical research, and if so, for what purpose and is there public
representation on these committees?
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Invited Participants

John Belisle, PhD
Director, Rocky Mountain Regional Center of
Excellence

Gerald Byrne, PhD
Director, Regional Biocontainment Laboratory,
University of Tennessee Health Science Center

Samuel C. Cartner, DVM, PhD
Director, Animal Resources Program, University
of Alabama at Birmingham

Kelly Stefano Cole, PhD

Associate Director, Pittsburgh Regional
Biocontainment Lab, University of Pittsburg
Center for Vaccine Research

Deborah Kochvar, DVM, PhD

Dean and Henry and Lois Foster Professor,
Cummings School of Veterinary Medicine, Tufts
University
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Olaf Schneewind, MD, PhD

Director, Great Lakes Regional Center of Excellence
for Biodefense and Emerging Infectious Diseases,
University of Chicago

Fred Sparling, MD

Director, Southeast Regional Center of Excellence
for Biodefense and Emerging Infectious Diseases,
University of North Carolina, Chapel Hill

Laura Via, PhD
Staff Scientist, Tuberculosis Research Section
NIH/NIAID
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Appendix F - NSABB-Chinese Academy of Sciences Video Teleconference

Agenda with Discussion Questions

Strengthening the culture of responsibility with respect to dual

. P
use research and biosecurity
November 1°* 2010

Agenda

7:30 PM Welcome and introductions
NIH: Dr. Amy Patterson and CAS (Chinese Academy of Sciences): Dr. Li Huang

7:40 PM Principal features or attributes of a culture of responsibility and strategies for promoting,
creating, and sustaining a culture of responsibility

Remarks to stimulate responses to questions and discussion:

Dr. Paul Keim

7:50 PM Questions for conference participants®
Co-moderators: NSABB: Dr. David Franz, CAS: Dr. Li Huang

1.

The NSABB has been tasked with developing guidance on how to enhance the culture of
responsibility with regard to biosecurity concerns in general and in high containment
laboratories. What are the attributes of a strong culture of responsibility in this regard?

What are some of the ways that principal investigators/laboratory leaders can strengthen a
culture of responsibility regarding biosecurity?

How can the senior leaders of research institutions help foster a culture of responsibility
regarding biosecurity?

What are effective ways to educate scientists about the importance of biosecurity? For
example, should it be tied in with education about biosafety?

Do you think codes of conduct are a useful tool for strengthening the culture of
responsibility and raising awareness about dual use research and biosecurity issues? What
is the best way to encourage acceptance of and adherence to a code of conduct in a
research organization?

8:25 PM Closing remarks
NIH: Dr. Amy Patterson and CAS: Dr. Li Huang

8:30 PM Adjourn

" satellite session of the workshop entitled Trends in Science and Technology Relevant to the Biological and Toxin Weapons Convention
held in Beijing, China, October 31-November 3, 2010, in cooperation with the InterAcademy Panel, the Global Network of Science
Academies, the International Union of Microbiological Societies, the International Union of Biochemistry and Molecular Biology, the
Chinese Academy of Sciences , and the National Research Council of the U.S. National Academy of Sciences.

¥ Moderators: David Franz, DVM, PhD. (NSABB) and Li Huang, PhD (CAS). Panelists: Amy Patterson, MD (NIH) and NSABB members
Susan A. Ehrlich, JD, LL.M., Paul Keim, PhD, and Stuart Levy, MD.
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Proposing Research
When designing and proposing research, the ethical responsibilities of life scientists include:

1.

Considering whether the knowledge, products, or technology resulting from the research
could be deliberately misused to endanger public health, agriculture, plants, animals, the
environment, or materiel

Striving to design research that promotes beneficial scientific advances, while avoiding or
minimizing elements of study design that raise concerns about dual use

Weighing carefully the benefits of study elements presenting dual use concerns that cannot
be completely eliminated against the harm that could occur through their deliberate misuse
Considering ways to modify the research design to manage and mitigate potential misuse
when it is clear that the benefits of the research with dual use potential outweigh the
potential harm

Managing Research
The ethical responsibilities of persons who manage research programs, whether within the public
or private sector, include the following:

1.
2.

Promoting awareness of dual use research of concern and the ethical responsibilities it entails
Developing and maintaining systems, policies, and training to ensure that dual use research of
concern is identified and managed appropriately

Implementing federal, state, and other appropriate guidelines specific to dual use research of
concern

Reviewing Research
The ethical responsibilities of those responsible for establishing and managing the review
process (e.g., funding agencies) include the following:

1.

Ensuring that when research proposals are reviewed, appropriate systems are in place to
identify the possibility of dual use of concern and to address related issues. Examples of
common means of reviewing research proposals include Institutional Animal Care and Use
Committees (IACUCs), Institutional Biosafety Committees (IBCs), Institutional Review Boards
(IRBs), and peer review groups.

Ensuring that both researchers and reviewers are knowledgeable of, and adhere to, all ethical,
institutional, and legal requirements that apply to the review of possible dual use research of
concern.

Reconsidering institutional review systems periodically to ensure that they reflect current
criteria defining dual use research of concern and are consistent with applicable federal and
state guidelines.

The ethical responsibilities of individuals serving on peer review groups or otherwise engaged in
research review include the following:

1.

Becoming well educated about dual use research of concern and related ethical, legal, and
institutional requirements, as well as applicable federal and state guidelines

Being mindful during the review process of whether the research could meet the criteria for
dual use of concern

Using methods in keeping with the reviewer’s charge and context to make appropriate people
aware that the research being reviewed meets the criteria for dual use research of concern
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Conducting Research

The ethical responsibilities of life scientists engaged in research include the following:

1. Observing safe practicesS3and ethical behaviors in the laboratory, clinic, field, and classroom
and ensuring that subordinate personnel do so as well

2. Using appropriate security measures and continually reassessing their adequacy as concerns

about potential misuse evolve

Observing applicable guidelines for the responsible conduct of dual use research of concern

4. Being attentive to the dual use potential of the knowledge, products, or technology resulting
from research activities as they emerge

5. Alerting responsible institutional officials when dual use research of concern is identified and
when decisions must be made to manage associated risks

w

Collaborating on Research

Research endeavors frequently involve the participation and cooperation of multiple laboratories

and disciplines, which can be subject to different management, codes of conduct, cultural values,

or operating procedures. Besides the ethical responsibilities associated with conducting research,
scientists involved in such collaborations have the additional obligations of:

1. Engaging in open dialog regarding whether knowledge, products, or technology resulting from
the research could be considered dual use research of concern; when such research is
pursued, ensuring that all parties are aware of their ethical responsibilities

2. Agreeing on specifically assigned responsibilities to ensure ethical oversight of all aspects of
research with dual research potential, including its outcomes.

3. Considering and respecting expressions of concern regarding the possible dual use of
knowledge, products, or technology resulting from the research and ensuring that these
concerns are raised with those charged with responsibility for research oversight

4. Considering appropriate measures to reduce or eliminate risks to public health, agriculture,
plants, animals, the environment, or materiel resulting from the research project

5. Maintaining a current awareness of national and international standards and policies
regarding dual use research of concern

Communicating the Results of Dual Use Research of Concern

Regardless of the stage of the research process and the form of the communication, those

involved in communications regarding knowledge, products, or technology that can be

considered dual use research of concern have the following ethical responsibilities:

1. Being aware of ethical and legal considerations relevant to communications regarding
knowledge, products, or technology that can be considered dual use research of concern.

2. Analyzing potential risks to public health, agriculture, plants, animals, the environment, or
materiel that could result from research-related communications, balancing them against the
potential benefits.

>3 safe laboratory practices are embodied in such documents as CDC-NIH Biosafety in Microbiological and Biomedical Laboratories
(www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm), NIH Guidelines for Research Involving Recombinant DNA Molecules
(www4.0d.nih.gov/oba/rac/guidelines/guidelines.html), and Biological Safety: Principles and Practices (ASM Press, www.asm.org/),
and applicable occupational and safety regulations and standards.
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3. Considering options for communication that may reduce or eliminate risks when
communicating information with dual use potential is clearly warranted by its benefits.
Examples of mitigating strategies may include a delay in releasing the information, the
addition of appropriate contextual information, or communicating the information to a more
limited audience.

Scientific Education and Mentorship
Practicing scientists who serve as role models to developing scientists (e.g., their trainees,
students, and staff) have the following ethical responsibilities:
1. Raising developing scientists’ awareness of what constitutes dual use research of concern and
why it matters
2. Informing developing scientists of their ethical, legal, and institutional responsibilities when
engaged in dual use research of concern, as well as applicable federal and state guidelines
- Encouraging open and respectful discussion of issues related to dual use research of
concern, including whether or not a particular project could be considered dual use
research of concern
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