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Box 1. licability of the prop d fi k for guiding HHS funding decisions about HPAI

o D A T ) BRRERVINIVTHRRICHTIESREAISORE

HHS will apply this review framework to proposals that are reasonably anticipated to confer gain- (*ﬁﬁ&%gﬂtgb(ﬁﬁﬂtgiﬁméﬁﬁ :Box 2)
of-function attributes to influenza viruses expressing the virulent form of the hemagglutinin (HA)

gene from highly pathogenic HSN1. (2012512A%)

Box 2. Criteria for guiding HHS funding decisions for HPAI HSN1 gain-of-function research
proposals
HPAI H5N1 gain-of-function research proposals are acceptable for HHS funding only if:

-

MRABFMAEMICBR, ARFBEZMITHMEEZFOZL,
2. iR OEE. mREDER. BEEOLAGEOHEEROVILADE
HEBERLAVRR, ThoEBRHTHERTE, ThofBRELOPT

2 The fesearchdossnottend,nr s resonably apete 1 ikt an HPAI N1 BEaepR CSOBRITRS,

. 3 = — 5] A - N[~ L sk o <
experimental virus that has increased transmissibility, pathogenicity, or expanded host 3. E \ ?ﬁ%m;iﬁ:ﬁ" EADOIC. ZREULIRIDENRBERRF B
range, unless there is evidence that such a virus could be produced through a natural 4 égﬁzn&zﬂ/\$0) °a{7j--|—_tzrj = EDY 7\77§‘+§N Pméhﬁli'c‘tné
evolutionary process in the foreseeable future; . I3 A T4 A JER B -

3. There are no feasible alternative methods to address the same scientific question in a EMNTREL G S
manner that poses less risk than does the proposed approach; 5 NAFELF1TAEDYRIRFHIZEBBENEEBINAZENTELRIES
4, :ir::;:fe::rlsks to laboratory workers and the public can be sufficiently mitigated and 6. EIERIF Eﬂﬁﬁﬂﬁﬁ@&ﬂﬂ%%%ﬁ?’éf:w . ﬂﬁﬁz%ﬁvﬂ(#ﬁéné
5. Blnsefuli;\r risks can be sufficiently mitigated and managed; :ihjﬂﬁéhéﬁ T AR B s -kl
6. The research information is anticipated to be broadly shared in order to realize its 7. EYGE ﬁ@ﬂﬂim BERBESMRESNSGLIGEEREORMEHIZLY
potential benefits to global health; and MENZHINDIIGE

7. The research will be supported through funding mechanisms that facilitate appropriate
oversight of the conduct and communication of the research,

X 2—1—9 X 2—1—10

Box 3. Characteristics of HPAI HSN1 gain-of-
Department-level HHS review

that warrant

HPAI H5N1 gain-of-function research proposals that meet the criteria in Box 2, and that the HHS
funding agency is considering funding, require Department-level review if the studies intend or are
reasonably anticipated to:

* Increase pathogenicity, virulence, and/or issibility of a virus in

# Disrupt the induction of a host's innate immunity; or

* Interfere with the effectiveness of an available vaccine; or

= Confer to the agent resistance to clinically or agriculturally useful prophylactic or
therapeutic interventions against that agent; or

» Facilitate the virus’ ability to evade detection methodologies.

or

2—1—11
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