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Footnotes:

(a) Proposals for recombinant or synthetic nucleic

Biological Use Authorization (BUA) application
to Environmental Health & Safety (EH&S)
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EH&S staff log in application and assess form for
completeness, working with Pl if needed to
complete
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EH&S staff determines level of IBC review:
Category A) IBC notification only(a)
Category B) IBC review'®
Category C) IBC subcommittee review

(c)

(b)
(c)

(d)

(e)

acids (recDNA) covered under section IlI-E, IlI-F of
the NIH Guidelines and/or other non-rDNA
biohazards requiring BSL-1 and BSL-2
containment. It includes administrative updates
for all categories.

Proposals for recDNA covered under Section lI-D
of the NIH Guidelines.

Research involving recDNA under Section IlI-A, B,
and C of the NIH Guidelines or field tests, recDNA
in human research participants and/or
biohazards involving BSL-3 containment,
including select agents.

Based on matrix of IBC member expertise, in
consultation with IBC Chair, Biosafety Officer
(BSO), EH&S managers.

Containment level based on NIH Guidelines and/
or other established guidelines with additional
project-specific considerations.
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Reviewer.¥ EH&S staff post BUA EH&S staff post BUA application and
application and other related related documents and notifies IBC
documents and notifies IBC reviewers.
reviewers.
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Carry out full assessment: Carry out full assessment: Carry out full assessment: Carry out full assessment:
a) Containment level®® a) Containment level®® a) Containment level®® a) Containment level®®
b) Additional containment practices b) Additional containment practices b) Additional containment practices b) Additional containment practices
c) OH considerations c) OH considerations c) Consistency with BSO findings c) OH considerations
d) Adequacy of space, equipment d) Adequacy of space, equipment d) Issues for full IBC deliberation d) Adequacy of space, equipment
e) Experience & training e) Experience & training e) Experience & training
f) Issues for full IBC deliberation
\ 4 \ 4 A\ 4 ¢
BSO issues approval on behalf of IBC Post assessment for IBC deliberation | | Optional: Post assessment for IBC deliberation
(including draft BUA letter) Post assessment for IBC deliberation
(especially for specific deliberations)
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IBC Meeting
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BSO reports summary of approvals

Primary Reviewer reports summary of
hazards and recommendations

Subcommittee reports summary of
project, hazards and recommendations
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Discussion and Vote
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EH&S logs decision and issues Biological Use
Authorization (BUA) letter from IBC or notifies Pl of
IBC decision. EH&S assists Pl in addressing
outstanding issues; BUA is issued upon resolution.
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