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Overview

» The Importance of Institutional
Biosafety Committees

&% = The NIH OBA IBC Site Visit
Program

= New From OBA
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Growing Significance of IBCs

» Recombinant DNA research has grown in
volume and complexity
o NIH budget has more than doubled from 1998
($13.7 billion) to present ($28.6 billion);
comparable growth in recombinant DNA research
o Expanding programs of research into
= Biodefense strategies
= Emerging infectious diseases
o New technological capabilities
= Genome synthesis (e.g. polio)

= Reverse engineering of non-contemporaneous
pathogens (e.g., 1918 influenza)

= Novel approaches to human gene transfer

Public View of Research

» Pointed concerns about the potential public health
and environmental consequences of research

= Apprehension about unprecedented technological
capabilities
o Reconstruction of pathogenic viruses (e.g., 1918 flu
strain)
o Synthesis of pathogenic organisms (polio)
= Skepticism about the rigor of institutional
oversight and investigator safety practices

= “NIMBY” — High containment facilities
o Boston, MA
o Seattle, WA
o Hamilton, MT




IBCs and Public
Support of Research

= Public trust is critical to continued
scientific support and progress

= |BCs are an increasingly critical linchpin
to public trust in recombinant DNA
research — and by extension, support of
the research enterprise broadly

= We must ensure that IBCs are equipped
to fulfill their responsibilities so that
public safety and trust are preserved

“Professionalizing” IBCs

» |IBCs are as IRBs were 25 years ago

o Uneven quality

a No professional development forum/
certification for staff (other than BSOs)

o No accreditation for program performance

» Raising the bar: a responsibility of
o NIH OBA
o Institutions
o IBC members and staff




OBA Guidance, Training, and
Resources

= Conferences for IBCs
o Policy conference
o Professional development conference
» Training courses
o ASGT, ABSA, ACRP, PRIM&R
» Exhibits and presentations at key
professional and scientific meetings

o AAMC, ABSA, ACLAM, ARENA, ASGT,
MSMR, NBAC, PhRMA, PRIM&R, etc.

OBA Guidance, Training, and
Resources

= Electronic communication tools

o Listserv: “OBA_NEWS”

» Policy notices, meeting announcements,
compliance reminders

o Email inbox for queries:
oba@od.nih.gov

» Questions on interpretation of the NIH
Guidelines, status of protocols, scientific
and medical issues




OBA Guidance, Training,
and Resources

NIH Guidelines and Federal Register notices
Minutes and video of RAC meetings
Reports of safety symposia

“Latest news” items on meetings, policy
guidance, resources, compliance notices, etc.

GeMCRIS

IBC Web page
o FAQs

o Training materials: Slide Presentations and Video of
Professional Development Workshops

The NIH OBA
IBC Site Visit Program




Site Visit Program

1 = Proactive not-for-cause site visits:

o Local
= Educate about IBC requirements
= Provide on-site advice

= [dentify opportunities for institutional
improvement

» Inform OBA of institutional challenges

a National

= Develop a body of information on best
practices and common compliance
challenges

= Create a self-assessment tool for IBCs

Site Visit Program
Methodology

= Assessment of the institution’'s
program for recombinant DNA
research oversight

o Review of the institutional documentation
related to the recombinant DNA research
program

o Interviews with selected institutional
personnel involved in the conduct or
oversight of research subject to the NIH
Guidelines




Site Visit Program
Methodology

= Pre-visit
o Notification letter
o Questions regarding program

o Request for documentation

Site Visit Program
Methodology

= Site visit
o Introductory meeting

a Interviews with institutional
personnel

o Review of additional documentation

o Exit briefing




Site Visit Program
Methodology

= Post-visit

o Report from OBA

o Positive characteristics and practices

o Considerations for possible change or
improvement

o Possible deficiencies or practices not in
keeping with the NIH Guidelines

o Follow up as required

Site Visit Program
Diversity of Institutions

Institutional Research
Type Characteristics
= Academic = |n vitro
o Public n Human gene
a Private transfer
= Commercial * Animal
= Plant

= Research institute

Biosafety level 1-4




Site Visit Program
Positive Practices

= IBC procedure manual or SOPs

o Comprehensive SOPs help ensure that
IBCs and others with biosafety
responsibilities fulfill their duties
consistently and correctly

o SOPs can also facilitate successful
training by articulating clear
performance expectations

Site Visit Program
Positive Practices

= Senior institutional official on IBC
o Helps ensure institutional support

| = IBC conflict of interest policy

o Promotes attention to this topic and
consistent approaches to dealing with it

» Public access to IBC meetings

o Transparency encourages public trust and
support




Site Visit Program
Positive Practices

= Coordination between IBC, IACUC,
IRB

o Helps ensure that all recombinant DNA
protocols are reviewed by the IBC

= Coordination with Grants and
Contracts Office

o Helps provide an additional checkpoint for
compliance with the NIH Guidelines

Site Visit Program
Compliance Challenges

] = Need for greater institutional
resources

o Compare IBC resources to those of the IRB
and IACUC; are they proportional to the
volume of research?

= Meeting minutes should contain a
level of detail sufficient to
adequately document fulfillment of
IBC responsibilities

o See OBA guidance on minute taking
(http://www4.0d.nih.gov/oba/IBC/IBCindexpg.htm)




Site Visit Program
Compliance Challenges

1 = Robust training for IBC members,
research staff, and support staff
(e.g., animal care):

o Utilize slides on OBA’s Web site

o Take advantage of “IBC Basics” and
other external training opportunities

o Develop in-house programs that build
on these resources

o Devote explicit attention to
recombinant DNA

o Document attendance

Site Visit Program
Compliance Challenges

= Approval of all projects subject to
Sections llI-A through IllI-E of the NIH
Guidelines at a convened meeting of
a quorum of the IBC

o See OBA guidance on meetings
(http://lwww4.od.nih.gov/oba/IBC/IBCindexpg.htm)




Site Visit Program
Compliance Challenges

= Periodic review of recombinant DNA
research

o Have the IBC determine when project
registrations should be renewed

o Conduct rigorous laboratory
inspections:
* Documentation
* Frequency
» Qualification of inspector
» Inspection standards

Site Visit Program
Compliance Challenges

= Awareness of incident reporting
requirements:

o Incorporate incident reporting into
training programs
» Report within 30 days to NIH OBA any
significant problems, violations of the NIH
Guidelines, or any significant research-
related accidents and illnesses

» Report immediately to NIH OBA certain
incidents described in Appendix G-l




Site Visit Program
Compliance Challenges

» Health surveillance programs, when
required, for personnel involved in
recombinant DNA research

o Develop plans for high containment or large-
scale research

= Proper disposal of recombinant DNA-
containing waste, including transgenic
plants and animals

o Develop policies and procedures that
preclude the entry of transgenic animals and
plants into food stream

o Rigorously train staff

Compliance 101

= Develop SOPS!

= Train on them!




What if Your Institution is
Contacted for a Site Visit?

* Don’t panic!
* Prepare

o Pull together necessary
documentation

o Conduct an introspective
examination of your IBC program

IBC Checklist

Is your IBC:

v Capturing in its meeting minutes
fulfillment of IBC responsibilities?

= If questioned, could the IBC document its
review decisions, oversight activities?

v Following SOPs?

= SOPs help ensure IBC members and staff
understand their responsibilities and fulfill
them consistently




IBC Checklist

Is your IBC:

v’ Given sufficient resources and
authority to do its job properly?

= Are staffing and material resources
commensurate with the volume of
research reviewed?

= Will the administration support IBC
efforts to ensure investigator
compliance?

New From OBA




IBC Registration
Management System

= Coming Soon - Online Registration
Module

o Will facilitate submission to IBC
registrations and annual updates

o Will allow for easy verification of annual
report due dates

Will provide “tickler” e-mails for overdue
updates

o Will permit identification of IBCs with
current registrations

O

Institutional Biosafety Committee
Registration Management System
Version 1.0

< ¥ Welcome to the Institutional Biosafety Committee Registration Managerment System (I8C- | What actions can | take
FM4S). This system was designed to facilitate the submission of IBC updates to the Office right now?
of Biotechnology Activities, Mational Institutes of Health and to enhance the ability of IBECs
> <

to maintain compliance with the MIH Guidelines for Recombinant DNA Molecwies (MiH Wiew IBCs
= Guidelines). Users can: View MIH Guidelfines
o = Register new |BCs
Regquest Access
5 - Update IBC infarmation Request Access
= View compliance guidance Receive System Training
o
> If you are interested in using the system for reporting of IBC information for an institution, Request Lost Password
® - please use the Request Access link on the right side of this page to get started Contact Us

NOTICE
You are entering an Official United States Government System that may be accessed and used only for official business
by authorized personnel. Unauthorized access or use of this computer system may subject violators to criminal, civil,
andfor administrative action. All information on this computer systerm may be intercepted, recorded, read, copied, and
discloged by and to authorized personnel for official purposes, including criminal investigations. Authorized users shall be
defined as those individuals given express permission to access the system by the Mational Institutes of Health. This
should be done by way of registering with the system through the Office of Biotechnology Activities, MIH. Access or use of
this cormputer system by any person, whether authorized or unauthorized, constitutes consent to these terms.

Username:
Password:

Site Map

-]
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New Educational
Materials from OBA

| = Incident Reporting FAQs

o Awareness of incident reporting
requirements is low

o Incorporate incident reporting into
training programs

o Report within 30 days to NIH OBA any
significant problems, violations of the NIH
Guidelines, or any significant research-
related accidents and illnesses

o Report immediately to NIH OBA certain
incidents described in Appendix G-Il

New Educational Materials
from OBA

K FAQs about experiments that are exempt from
the NIH Guidelines

\

Exempt
Experiment
FAQs




New Educational Materials
from OBA

* Major Action FAQs

o Section llI-A-1:The deliberate transfer of a drug
resistance trait to microorganisms that are not
known to acquire the trait naturally, if such
acquisition could compromise the use of the drug
to control disease agents in humans, veterinary
medicine, or agriculture, will be reviewed by RAC

= Experiments considered as Major Actions under the NIH
Guidelines cannot be initiated without submission of
relevant information on the proposed experiment to the
Office of Biotechnology Activities, the publication of the
proposal in the Federal Register for 15 days of comment,
review by RAC, and specific approval by NIH.

Contact Information

\4 National Institutes of Health

Office of
X Biotechnology
> Activities

6705 Rockledge Drive, Suite 750
Bethesda, Maryland 20892-7985
Phone (301) 496-9838
Fax (301) 496-9839
http://www4.od.nih.gov/oba/
e-mail: oba@od.nih.gov




Questions?




