Binghamton University
Institutional Biosafety
Policy and Procedures

1. Purpose

Binghamton University will provide oversight in the safe handling, storage, and disposal of
potentially bichazardous materials, recombinant DNA (rDNA) and gene drive modified organisms
(GDMOQ's) used in research or instruction. Providing the necessartisgpéraining, support, and
surveillance, Binghamto

experience anexpertise in research involving these materials and the capability to assess the safety
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by the University or in actittes sponsored by the University involving any of the
aforementioned substances. All activities involving substances that fall under this policy will be
performed under the supervision of the Principal Investigator (PI) who is designated as the
principaluser and who is responsible for proper acquisition, use, handling, storage,
transportation and disposal.

C. All research deemed neexempt by the IBC is required to be performed usingB@boratory
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E. The IBC will convene, at a minimum, once per semester and supplement as needed to
review and address any proposals and campus biosafety ratzéers.

F. No member of an IBC may be involved (except to provide information requested by the IBC)
in the review or approval of a project in which he/she has been or expects to be engaged or
has a conflict of interest (COI). Any questions surrounding a COIl are to be addressed by the
Assistant Vice President for Resedfdmpliance.

G. A member that has a COI (see 5.C.) may be asked to provide the IBC information concerning
the research, however they shall recuse themselves for the final discussion and vote of all
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University stakeholders, including senior officials, deans, department chairs, investigators,
laboratory staff. BSO duties include, but are not be limited to:

a. Inspecting laboratory to ensure that standards are rigoroiatlgwed,;

b. Reviewing laboratory facility design plans for research involving biological
hazards and ensuring current certification of laboratory biological safety
cabinets;

c. Developing emergency plans for handling accidental spills and personnel
contamination and investigating laboratory accidents involving recombinant or
synthetic nucleic acid moleculesearch;

d. Providing technical advice on research safety procedures, laboratory security,
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f. Making recommendations to the Assistant Vice President of Research
Compliance of the required resources necessary for the IBC to perform its
duties;and

g. Providing leadership for the IBC to identify, develop and adopt policies or
programs to promote safe biological research and be in compliance with the
NIHGuidelines.

D. Institutional Biosafety Committe@BC)

i.  The IBC will review all research that falls under this policy to ensure compliance with the
NIH Guidelines. The IBC will not authorize the initiation of experiments which are not
explicitly covered by the NIH Guidelines until the NIH establishes the containment
requirement. Tle IBC responsibilitiesclude:

a. Independent assessment of the containment levels required by the NIH
Guidelines for the propose@search;

b. Contribute expertise and assist with efforts to identify, develop and adopt
policies to promote safe biological research and compliance with the NIH
Guidelines including the assessment of the facilities, procedures, practices, and
training and expertise of all engagedestigators;

c. Establishment of procedures for initial, modification, and continuing reviews
and approvals ofprotocols;

d. Lower containment levels for certain experiments to lessen risk and increase
safety;

e. Periodically, and as necessary, perform post approealitoring;

f. Ensure emergency plans covering accidental spills and personnel contamination
asdeveloped by the BSO are adhered to byittivestigators;

g. Suspend, limit, or terminate research found to have significantecmnpliance
pending a formal investigation. The University may take further actions deemed
appropriate in instances of repeated na@ompliance, compliance violations
that are not corrected, or when serious safety violations are identified that
create a significant risk to laboratory workers, other persons, or the
environment;and

h. Each member is responsible to attend and be prepargobiticipate at IBC
meetings. The IBC holds the knowledge and expertise to the broad scope of
biosafety issues, with primary responsibility for providing guidance in
acknowledged areas of expertise. Members are to provide a comprehensive and
timely reviewof protocol applications, and follow all protocol review and
approval procedures as defined in thiglicy.

E. Principal InvestigatqiPl)
i.  Principal Investigators are never to initiate or modify research involving GDMO's, rDNA, Select Agents,
Biohazardou#laterials that requires review and approval by the IBC. The Pdétdomine
whether the research and experiments, therein are covered by SectibrofitheNIH
Guidelines, Experiments that Require Institutional Biosafety Committee Notice Simultaneous
with Initiation, and ensure that appropriate procedures are followed.
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will make thedeterminationon whetherthe proposedresearctfallsunderthe purview
of the IBC.
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iv. ~ The IBC approves protocol applications by a majority vote durirfgnseetings.

v. The IBC will discuss each protocol application during the convened meeting. This discussion
focuses on an assessment of the safety of each research protocol and the identification of any
potential risk to workers, other persons, or the envirommt, and protocol revisions and/or
clarifications made in response to revieveemments.

vi.  Pls will be invited to IBC meetings where their research is discussed as their attendance can be
beneficial to assist the IBC in understanding the nature and rigiegfrioposeexperiments.

vii.  Following a request by the IBC Chair for additional comments and discussion, the committee will
vote on each protocol and assign the protocol status as one of the following: Approved;
Conditional Approval; Modifications RequiredtDenied.

a. ApprovedProtocols are approved for a period of three (3) years from the initial approval
date. The IBC has the authority to grant approval for less than three years. A Pl is required
to submit a Protocol Renewal prior to the expiration dateday protocol that will be
continued beyond the expiration date of the initial applicatagproval.

b. Conditional ApprovaMinor delineated conditions are to be met by the Pl and accepted by
the BSO and IBC Chair for fiapproval.

c. Modifications requied- All required modifications are to be submitted by the PI. The revised
protocol will go back to the IBC for review asude.

d. Denied When the proposed research poses significant safety risks that outweigh the
benefits or other aspect to which the IBC cahjustify granting approval, the protocol will
not be
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The timeline for review and approval of Significant Amendments will be the same as an initial
protocol submission (5.A:vi). All annual Continuing Reviews are to be submittedPig ait

least fourteen (14) days prior to the annual expiration date for review and approval. Continuing
Reviews will be reviewed by the BSO.

6. Conflict of InterestPolicy

The Binghamton University IBC Conficinterest (COI) Policy states that committee members will
neither review nor vote on any research protocol for which they have a COI. A member that has a
COIl may be asked to provide the IBC information concerning the research, however they shall
recusethemselves from the final discussion and vote of all such research, and are not counted
toward quorum.

For the purposes of this policy, a “conflict of interest” shall be defined as any factor, event or
interest, whether of a financial or ndiinancial natire that could reasonably influence, or be

perceived to influence, the review of any research study. IBC members, spouses, dependent
children, or partners that hold a financial interest is defined as anything of monetary value, including
although not limied to, salary or other payments for services (e.g. consulting fees or honoraria);
equity interests (e.g. stocks, stock options, or other ownership interest); and intellectual property
rights (e.g. patents, copyrights, and royalties from such rights)yn&@bers are required to

complete a COI disclosure annually. New interests that are acquired that may affect or have the
potential to affect obligations in the review of research protocols are to be disclosed within 30 days
of when identified.

7. Confidentialty
Binghamton University IBC members review information that may include Confidential Information
(i.e. intellectual property) and thus are required to review and execute a Confidentiality Statement
annually. IBC members are required to use all reasonable efforts to prevent the disclosure of
Confidential Information. Members may not disclose any Confidential Information to third parties
other than to those with a need to know and who have executed a Confidentiality Statement. If
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meeting minutes and any associated documents submitted to or receivedtiraiing
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agencies. Documents may be redacted, as necessary to protect confidentiality and/or
proprietary information.

8. ReportingConcerns

a. Concerns involving the safe and ethical use of GDMOI¢$A, Select Agents, and/or
Biohazardous Materials are to be communicated directly tdB8©.

b. When the BSO cannot address saohcernsthese concerns need to be forwarded to the IBC
Chair and discsd at the next convened IBC meeting, or more immediate vieeessary.

c. Followingthis discussionthe IBCwill vote on
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Biohazardous Materialdnfectious biological or synthetic agents, biologically derived materials
and toxins that present a risk or potential risk to thealth of humans, animals, or plants either
directly through exposure or infection or indirectly through damage to the environment.
Potentially infectious biological materials include but are not limited to the following:
x Human, animal, and plant pathogens (bacteria, parasites, fungi, viprsess).
x All human blood, blood products, tissues, and certain body fluids (use of human blood
and body fluid for clinical diagnostic and treatment purposexdétuded).

X
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