4) National Animal Health Monitoring System (NAHMS) **

B OEEYELEMREF(Animal and Plant Health Inspection Service(APHIS) )2 &
HESNEMEAT =X Y 7 A5 A (National Animal Health Monitoring System
(NAHMS)) 1 20 L EIZE > TEBZ2TL TS, NAHMS 'r 7/ J A=y MI,
ERERE, H5EE . MR EZ 2R OERREFRIIH LT, FECEEOEEREBIZETSE
BEREROVA VA M eRRET L2 2 BRIV E L TEFRMMIEICER Y BA THW 2. B0
EFRELZEGR L, MEATFFORELZIE L, AL HAEHBE=—%FMEL, HEED
BRICE 2, BOREZRIET Do OICMNBEREEHRDOERLRMET 2 BT, @5 DBW 7L
—FE—EDORHE THESIND,

@2 YRIDFHEE

1) The joint NSF/NIH Ecology and Evolution of Infectious Disease program

NIH-NSF & RIEYEED LR LK O 7 1 7 7 A(The joint NSF/NIH Ecology and
Evolution of Infectious Disease program )i%. ESLEAMIERT & KEESLREHHOER
Tar T ATHY, NAWREREERLEBIEOHHE - BREOEOBREE HET HE8F
B, ETEMFHIA N =X LOEREBET IRV ELEIETHHOTH D,

2) Research and Policy for Infectious Disease Dynamics (RAPIDD)

E AT & ELRSREE T, BYYES AT 17 A0 7D O & Bk (Research
and Policy for Infectious Disease Dynamics (RAPIDD)) & FEIZN A BRI DO 71 7T AEE
FELTW5, RAPIDD i3, BORBREEPBRIMEDZERIMA, HDOWIIRIET DIZHZo
TEVEEELEEREZE LIEETVEBET 222 B L COEOEMORR & AB
HBRIEDET MEICEREZ L T TV,

3) NIH Models of Infectious Disease Agent Study

ESEEMEFTOBGIET— Y = > MFFEDET /V(NIH Models of Infectious Disease
Agent StudyIZEEYE X A T 2 7 ROV COFER, 20, HEHORET LV ERBET
HIEEEMETAHEIN—TOREE L Y=V T A ThD, £, BRIREE D RYE
BREICEA, BAIL, ZLTHETDZLaXET LD TH D,

35 National Biosurveillance Science and Technology Roadmap (June 2013)
http//www.whitehouse.gov/sites/default/files/microsites/ostp/biosurveillance_roadmap_2013.pdf
3 National Biosurveillance Science and Technology Roadmap (June 2013)

http://www.whitehouse.gov/sites/default/files/microsites/ostp/biosurveillance_roadmap_2013.pdf
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4) National Oceanographic and Atmospheric Administration (NOAA)

HEPE R &UT (National Oceanographic and Atmospheric Administration (NOAA)) DEREE
Ttz > 2 — (National Centers for Environmental Prediction) &, HIEREIE O S EE T
N R L, HIERHE CORS T A LT D, NOAA OfiET 7' r—a v - Bi5EE
4 — (Center for Satellite Applications and Research) [XEEIZB# 4 AR T — 2 &
v MERFE LI v T )T RT 2 ZEAO 59 Tp R B U 7o R E A T BRI A TR
T %,

5) Earth Resources Observation and Science (EROS) Center

fitze5 4 i (National Aeronautics and Space Administration) & OIS T, KE
HWE AT (U.S. Geological Survey;USGS) O HiER & IR M - B5% & > % — (Barth
Resources Observation and Science (EROS) Center)id, 40 4ELL EIZJE-TT > R b
g7 — # (Landsat satellite data) & $2i, FlAfi 9~ 2 &E 2 - TE T\ 5, 1972 LI,
T E TIPLE ST & T HIER E O KEEIZ DWW CElER e iod 2 f2t L RO #E A A —
N L TE 7z, EROS DX v ira %, KEMEFRAENN, MEMBUTak, HRFTY
F— bk S  R—=AD land-change E=X VU 7 i, HHWH LU TORE
EECH M 7o DI B SNDRENETHT 5 & ThD,

6) National Center for Medical Intelligence (NCMI)

[E| B #8448 [E B 1% # )8 (Defense Intelligence Agency) & #5535 K [EERIEH L ¥ —
(National Center for Medical Intelligence NCMI)) 1%, EIZ & » CTEELREFEORLE (B
M7 b O THNEBRBAN RO THN) IZxT 5, & bEnfA TV Pz AU
—oV 7T —FERE LTS, RN D BT — % OIE & RFROREICED
&, NCMI BEFEREROBELRERIFEEL, 7/a— YUWIEBTIRNEZERSES
TEEREERELELTND,

1) PREDICT

PREDICT IZEERBETOFHENAL T I v 7 OFF T2 77 5 (US. Agency for
International Development’s Emerging Pandemic Threats Program )7’ 1= 7 h®
— > T&H% PREDICT (&, RFROEFRIZBITDEERNA P TOT P H VI & BIET
D=L FUAEFL Y AT N—AT Fa—F 2 BNT HEEME NBIOA L F—T =
—ATHERERR L, TOREEREEL. T L TERT D 2OICER R/ — b — L DR
HRRERMREEEL TWD,
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Q) BEOEE L HHOEE

1) Point of Care Technologies Research Network (POCTRN)

ESLEARFZERT D Point of Care Technologies Research Network (POCTRN) 1%, FaiE
DHD=—XEZT, BFEH, TN, £ L THIMNREAZRAT 2H@2E8 28 L
T, W87 POC HIT &R IH T35, POCTRN X, ki, A7 V—=7 1BE.
LTERA RIEROE=4 Y V7O OFfEERE LT3,

2) Next Generation Diagnostics System (NGDS)

EBFHRE 2 E v 27 A (Next Generation Diagnostics System (NGDS)) i,
Phkad & EOBMRERE D= DI FRENCRIBICBIT D2WR 2 m ESED L2 EH
LLTWS,

3) Public Health Actionable Assays™ (PHAA)

NREEFER YT (Public Health Actionable Assay (PHAA)) v v=7 MIELZE
REE ORZEHTHEES  (Science and Technology Directorate (S&T)) 12X > TR &H
e7mY=l b THDH, PHAA [TEMNRBRH EZEEIZRM ESEDLTHI, BE, R
FuoF—F BERERORREEETLZLTHD,

4) Cooperative Agricultural Pest Survey (CAPS)

EBEAEBEDELERERUSDAs APHIS) 1. W R & %% i % (Cooperative
Agricultural Pest Survey (CAPS)) ' 1 7' Az, AL - BREEXTOBHEFR > bU
—JICMETE LTS KEOEBEH L VT - ARBRELE T/ EDICEREZ YT
TEFRAEBEIZRBN T, BEE, R¥E, FLTEENS— M —0OWR N 2B TR Azt L
T2,

5) National Swine Influenza Virus (NSIV) Surveillance Program

BBEE L CDC X, 74t bDORBIIZBIT ARA V7NV P OEFEEREE BT
THZD, 2008 FIFEA LV INT T OANADY =L TR e XM ay b Tad=s
7 & (swine influenza virus surveillance pilot project) Bt L7z, Z DA v b7
nYxl MBRYEREI, FDH%NSIV Y —_A T RT0 7T h~NLWD LT,

6) CDC Rapid Response & Advanced Technology Laboratory

CDC DBt « FeEF T 72T (Rapid Response & Advanced Technology Laboratory)
X, CDC ODARA A7 7 /) a—aT sk (Biotechnology Core Facility ) & ZAREAYE -
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%R (Office of Public Health Preparedness and Response) & 175 L, #5554 % a2
B L, B eR U, 2 UGB 5 72D OBRE IFE O 2@ B 4iil 7 7 n —F %
R LT 5,

7) Integrated Consortium of Laboratory Networks (ICLN)

S A Y b — 2 OfiE > — 7 L (Integrated Consortium of Laboratory
Networks(ICLN)) 1, [E %2R DR 2B 28T CORY 4 CHh Y CDC
AR RNGAER =~ b 7—2 (Laboratory Response Network(LRN)) . 4 K@h¥ {5
i+ v b U—2 (National Animal Health Laboratory Network(NAHLN)) . SkE2 KT
%> b7 —2 (The National Plant Diagnostic Network(NPDN)) . & B Esd sk v hY
— 7 (Food Emergency Response Network), EEHixfiG 7RI bV —F* v hU—7
(Environmental Response Laboratory Network), = LT [EP5EE BIE= - x v hU—
7l EDFxy U —2 N5 L CW5, ICLN i, BASREIR AR I RICHA S hizxt
JGa SRS DI, TAT AT &AL, AL, BIREMEST 572007 4 —7 LTH
D (Tl BIRICE, IO E),

(4) 1A, 2. HE

1) BioSense 2.0

BioSense 2.0 {&, CDC A3&HHE L /o kS S [T D AREEY — A TR« VAT LT
b, A VHE—FY h IV TURarEa—T 4 VIBREICIY, ERREROREA SR
FR~OFEREELPRHRICE=F ) 7 L FABREOREBEAOT — 4 21EHT 5 Z & TOK
A& EOIFEFRIMPHE L TWD I BICENET BT LD TE D, 2014 FFE TITME
TR EEET HIERIC MONNVA T T NORIEEN DT —F 2 M2 T2b D ERHTE ST 55
B THD, 20T —F XHI, N, Hilsk, EOAREAEICET 2R AR TURERFRIZH LT,
ALY —CERRERELZOTI &I EHFINTNES,

2) Healthcare Information Technology Standards Panel Biosurveillance Interoperability
Specification

RBEEUEE T ZUART A~V AT TR R & ARBEAEY & OO AL Y — A T X
WA AARET D7D DEIEL I OIS T 2 ERERENAELE R S P — o T
2 F8HE % (Healthcare Information Technology Standards Panel Biosurveillance
Interoperability Specification )% X L7z, Z O AT, ARBEELBDICERE, /%
BAEBREMETAVAT LARERTAZ L2 RET IETFREREERT 7 / no—v
AT BDT=DDFEMIRT —H AT L— WU — 7 ZRESITH 2 LITEB LT,
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3) National Biosurveillance Integration System (NBIS)

SENA F Y —_ A T RAFA T #Z — (National Biosurveillance Integration
Center(NBIO) iZ &K N A ¥ — XA T X4 27 A (National Biosurveillance
Integration System(NBIS)) DFERE L £B 4R L T\5, NBISICBEETIETIL, &4
DNAFY—_A T UAGHETT—2EHEL, BARICL > TT =2 B0 I &Iz
NBIC &5 —#%Z3#FT5, NBISIZINBIC & &bz, oiifEREzRRL, TREIEHZ L
THHEZB TEREZEODT, BEMT, £ L TREIZHE TIED 5, NBIC A I2B W
TRETHEENL, BRICEEZR L, 25 SRR RIET 2 ENBUN OsE I &2 M |
EEBHLETHD,

4) Emerging Infections Programs (EIP)*

HRURYYE 7 1 7' F A(Emerging Infections Programs (EIP)) i, HFFCHEEE0H 5 O fERE
EAUEERFA 722 & & B LI ORFREARFAR Yy PV =218 AR CTRES L, B
£ 9 DOMTEE SNTWD, FTEBEENAREAEIC SO TEES, HEBRLEL T
B5 « BETD72OOMKRENE - FMETHZ 2 HE LTS, EIP X, MAEHH—
4 Z A (Active BacterialCore Surveillance Program) | <X° [&RHERR Y —1 T
2 (Foodborne Disease Active SurveillanceNetwork, FoodNet) ] D AR P— & 720 T
Do

5) Biosurveillance Indications and Warning Analytic Community (BIWAC)

NA FH—_A T AJRE - BE5HT = 2 2 =7 1 (Biosurveillance Indications and
Warning Analytic Community (BIWAC)IZ, #k~x Z2BUFHLERD D BINT 2 IEARKD /A A
PR T URIERILF I N—TTH D, BIWAC X, VT AV F—Txz—RAERHLT
NAFHP—=_A F AT —F 2L/ L, BUNFETHORERE LBEREEICERZHTTND,

37 http//www.niph.go.jp/journal/data/59-3/201059030006.pdf
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5. REDNAAH—RAF5 U AKFOFEDRAL

PN A T AE GG T S AV T o AR YT H T2 OFEFIF L L
T, BEHORE., BEHOWEE, A /= a O, S— b F—vy 7ORERS
T (3 5-1),

# 51 NAFAY =T AT DT O EBLR

BEH O A A T AN BT D HERR A AT D AR 7 DT B A BT TSI

BRI 5, BIZE, AR, B, 2 L Chlidh oo (e g oo h i) % F. 7

WD L9 M, il LV TOFHRIEFHENZ X 5D, £,

{EREB AR AO 2 B2 DB BB TH D, V=Y VAT 4

TIHEARL 2 X 2 =7 o SR OBE LR A IR A 1Rt T &
DERFIT Y =TI D,
(VAL T R EREIIEE O 4

® RAVN AT - rTLLIFIFEREE O & %

® To—Valbrg— BT, RS O HINE -
#ﬁ%@@%A

° SR B 22, I TICE L, S F =T 2D
mowzgw%\&@bﬁ%@&ﬁﬁ#é%%%@ké@%%

Bk

A ) RN—=rm D

NA XY= T o ATEB et S BRI N A ET D, IT
DIEFE LI, FWLIcRy PT—7 ZMEL, A AP —f T
AEREEAPRET D2 EBARICR>TETND, EHIT, RE
B2 T =2 RN WBRICRBT 2T U M T LA 7 OBGEEO TR & k5
L LI LWEB 2 R HIEMR DB SR FRRIZ /2 - TV D,

DEEAl

W= h =y

B, N, 5. EE, sk, R, EBUF. FM. T L ChoER
TaV=s FOBREOHM TOBRELET ST D LD R AP
A T AEEE BT, MEEROFIFICHT /M EFL, BFERB X
USTHD/— M=y o FIZBWT, HEOFIRIZR S X D Fik%:
BREL, EPEOTXCOMEICERT 5, BN A 3 —o
T URAEBCB T 5B AEBLC. BN, BAOBZITH L CEIRA
RRIENTE D X9 2BREEET D,

PN F A T REREIEDERDT- D

o, BifE

B9

I, B— Ry IZB8WTiEER 520 L5

TRERRIET D REMEDR D DS L BT RE AR RH SN T,

BRA 2 b AT 7T (point-of-care) i, BE Dfkx ZREZW 2 FMERICEOHES T, BETRHL
BEGREHT RO &,

http://www.healthbizwatch.com/mailmagazine/unique/286.html
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#£ 5-2

BT A NERDHBES

ﬁm#az%&w%a ﬁk%h%%bétbﬂ@%%ﬁﬁ%wﬂ%”

)xaLi@%$196A/7ﬁ7ﬁ/Ff

F REPLUAR) LERmEES 5}/7‘

k k T ﬁi‘;ﬁ?b\ﬁ}iﬁ@ﬁ
AIa=T o EEEBRY AT,

® . BEEIE T DS AT © LR
R, B85, WD) BWET 2V —~A T Ak NR=RFA P LBPLT B b OB RBIRIT 5 R L HiEE A E
®  HREZRZERINY, BERMEOREICBOTA U A LembE A EE 2 BHICRmYT HhE
® F—AOHFLHRE, ROV EEEalazsyr—vary - 77/ nd—0HE
® NAFP AT URAEMFICH LTTFREND =X EWI 72D 0EE LIk
Y27 OFH ® L) ARMEHINY - ZEWIRY R BE CHRATRIF 2 BT 2 PIRORABRICED 2 BREFEMT 5 2 & & B9 & LW % ikt
® - AEROMBOWMES, B RIC L A EBENIROEA L T 580 TR & . PR OME O LR - ERIRBIR & BT 5 TV U HFFER
R
AR EELRBEROKEE RN Doz, HBEWET —F 2WWETH2DD Y —L
LD E A T DY =R, T AT —F EFEA
BROBEL R | e RRE. BRM, 2L THEMEERY I AORMLEEND B VIRAOBHEREICBEETEDLE FGED D IEREICIREN. BWY 2887 2%
o AEORREEZ A ESEEZ L BRPRY TNV LIEBWI VR L, RE L., kL, T L CHEHT 5o 0HiiaF
e YU AoINE, RE., Wk, £ LR e harkmbsgdl L Br & IR BATS
By —AOF A FROFHEORKEL R LS L BEA OFRFIER ORI b & REIC R 35 2 & RERRSPBRE N & OV o T BN TED
BWHEM OB LR O WNCer T Fr—, RE, HREL T — S U ATF—F~OT 72 A% H LS FREOHFELZRMT 22O ORBEIFPKREOT —F v OIS & B%
BEZE, FLTENEARICT AL ) A v 7 r~T 47 AL a v a— 4 — BT 54
Y T AFE, TG, £ LTES. B, RROBILERAEEEESE L
BREA - B DEBEIEROBRIF, EHERY—_A 52 - VAT A, ZLTRERZRE L, REHEI - VT NE A LOFERIEH VAT LORZE - H L
br - ZE AR ER OB 2 B RT 2 EM» BIRIE S N B0 ShcERET — 2 2 AT 80 NA F YR T AEET BT 4 BECERIR 23T 272 00%EA =X LD
A F—_ T RN H DT —F B L OERIEL FET 27 B &
B L, polbl e EF ToERLE HEWBHLANTOHA LY —RERBREEFREICT 27201, BURFOH 2 LU0 R
BEFD, ROHESDHDHHH /A AP —_f TR L ERBW R ERREEL — A L (B =R, BRI = —R 8% E80) MoZEMTOaIassr—va 2l
PN YR T AREIIET DL =X LEBA%E
® NAFHP—_YTFUAT—FIZRBITDRMERLEE L, 7— & & O EITORA & PR HHEO R OB L BHIOR, FRERARORIGEIRE FIREICT B2, B2 FHE »

ETOHEERELTH L

bbb andT—4/ FEREFRETDEENZ AL AP —_A T AT —F LFEHL A D
7= D%
BEERECANLNE AL A=A T UAT—F ORMRENETHARET B DKk

ZHEL

39 National Biosurveillance Science and Technology Roadmap (June 2013)

http:/iwww.whitehouse.gov/sites/default/files/microsites/ostp/biosurveillance_roadmap_2013.pdf
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6. F&oH

e E SN To 2RI BT D3 A= T o KRB K E N O & 22 5F 570
WEFOZEO BN FED—DTh D | &3 A A —A T o AEFHIE i S TR
D RENZIBWTAA A=A T 2T <AALEDSIT b TWD, DX D 723 A h—
A T AT, KEBUF R M A T & IR YA T R TR O R
SR FRS0 B IR O T U L0 T D fERE O @B E 0 BT TR A= T ANk
RSN TEILbDOTH D, 021334 A7 o & U CoOE LS I X534
F YA T AR, L LR E OB R~ OFER S 8 E D T, AR R R 2T
F DA A T KNI EDND D BEKE TIE Z D & 5 I BEFE D A A — g
T AEERE L, b H Y — T (all-hazard) (k45 GRS e 9 o0 B k&
L CONA A=A T 2 ARl AT DR B H D,

F o, B%ANA YA T U ADTLD T2 OIZTE, A AV T ADE . A
BHRCORNB R L A BRI A ) = g DB [EPSMC I T B BIREERE 0 S —
M=y P OGN EEE & A AP T AE TG GRS AT D RS A A
P T AFEBORE & RHEE RS OIS T 5 FRICET 2R B2 LSED 28T
KO IWEBREIZORITHZENEREIN TS,
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IREEALE

Human Services
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Department of Interior WNBE
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United States Department of Agriculture | 2#%E

(USDA)

United States Environmental Protection | IRERET
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(EPA)

Department of Homeland Security E T ZefREL

(DHS)
Centers for Disease Control and | FFxHFEL & —
Prevention Ko LAHEEZTIE, CDCEEHLE
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EMNA FY—_A TR R H

Center —
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E LA AR
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1. AESE

1.1 B#

AT R ETER SN SERIEOEVIRREICE L COREN D BEOR W ZETIESE
FIEFOED FIZOWTHRE - 92TV, A e x =2 ) 7 4 IZBOTEERNICHEE T~
ERWESIRREELRVAL I L2 BHIET D,

1.2 SRERE

FRETIE REICSWTAEYT s ICAV LD FIREEDEWREREZ S & LT, BE
BRZE I DX PLESEM - BBTEORBRIIC OV T, FHRINE - DT 21T 7.

(1) RAEAER

FEMEIT. UTOSTEEOREAE L L,

<TEHR RO >
S
- R

o UANAMEHME(ZARTHME T A NVA ~v— VT NI IANA TP T4 )LR)
. Uy
e RV XRFEFE

(2) AEEHE

SHEREL R OREEICOWT, LT LY | BARABREME R OB SRMHERAREIZS
WTHET DL &b, BYTOIEFARUCZEHEZEICONTHEZ LV EL DT,

<KHAEELIZOWT >

o EERRHEBREBRMEIIH A LOAERT = — ARNCTHE L, £ EE| O AP |-,

o EEREBREIFEIZIIA - TV RWR BEAROBEFERAMNEEIN I Db DITOWTH
EL7,

i

<BWEZOWT>

o ARFITRAEMFEHAAFR(Emergency Use Authorization)2372 STV 5K 2HTE
FIZOWTHAE L,

o ERANERARIPEEINDIEZEEIIOVWTHRE L
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@) AEAHE

1) ERREBRERMEIC H S XMERM X LR

KENTHRE 7 = — X hb5EERCDHE L. KXEEZHEMEF (National
Institutes of Health) 23#2ft L T\ B EERMIFET —F# ~X— 2 (ClinicalTrials.gov) TR
ARETH D,

AFETIE AT —FN—RA L THE L RDIFREOLETHE AT -BREBEL FRNE LT,

e+ . ClindealTrials.gov is a registry and results database of publicly and privately supported
Czlnlcal T ria ls'g ov clinical studies of nan participants conducted around the world. Learn more gbout
A service of the U.S. National institutes of Health clinieal studies and about this site, including rel history, policies, and laws.

Comment Period Extended to 3/23/2815 for Notice of Proposed Rulemaking (NPRM) for FDAAA 801 and NIH Draft Reporting Poticy for NTH-Funded Trials

CtinicalTrials. gov currently lists 186,559 studies with locations in ail 50 states and in 188 countries. Text Size v

Locations of Recruiting Studies

Search for Studies v ! search Help
Example: Heart affack” AND “Los Angeles’ { + Howto search

I

{ Non-U.S. Only (52%)
£ us. only (42%)
{ Both U.S. and Non-U.S. (6%)

; .+ How to find results of studies
Advanced Search | See Studies by Topic « How to read a study record
See Studies on a Map

Total N = 34,822 studies
Data as of March 18, 2016

- See more trends, charls, and maps

. For Study Record Managers

+ Why register?

+ How to register study records
~ FDAAA 801 Reguirements

~ Learn more...

. For Patients & Famities . For Researchers

.« How to submit studies

~ See studies by topic { - Downioad content for analysis

= Learn about clinical = About the resulis database
studies ¢« Learnmore...

~ Learn more. . i :

Learn More
« ClinicalTrials.gov Oniine Training
« Glossary of common site terms

~ How to find studies

£ Forthe Press
R Using our RSS Feeds

HOME R85 FEEDS SITE MAP TERMS AND CONDITIONS DISCLAMER CONTACT NLM BRELP DESK

1-1 ESNEEMERMOBKRERT — &% N— X 1

FF —FZ_XR=2&F AT, FEOBEEEICOVTHEL, BICHBRAKRT LTS b DR,
FEYRRAE DX FERS TIEH 5 b DD MO FEIIH T HBRKRRRE BN & 772 b Didds
AL, £ ILIDRTHSEOBRKRRBRICONWT, AERSRE L,

Ehe, AT —FX—20 [EERMFEDOT VA > (StudyDesigns) | (ZBWTEEHEDR
ENCER L, 785, TeR) 0% T2Wr) OHE L., REEREEHE L, 2L, B
WIEDBERIN 2] THLbONBRERFEROMMEERREICFEE T, AERKREL LT
BELEEREMITYH (V7F0%), IBE GIEE, ivAVRESE) ORTH D2,

1 ClinicalTrials.gov  (https://clinicaltrials.gov/ct2/home)

2 2016 4F 2 A 26 BIZAR SN oA T HILAOREZET v MEIRSRFER L LTARIL TV
., RHEIZTRT, (http//iwww.fda.gov/MedicalDevices/Safety/EmergencySituations/ucm161496.htm)



# 1-1 FDAICHFEINTWAERLBEFEORIIZOWVT (2015 4E 2 A KERIE)

B ... = Phasei PhaseZ Ph3393 aserq. b
By (Anthrax) 3 3 2 8
KRS (Smallpox) 2 4 4 1 2 13
IR (Ebola) 17 6 1 24
<—IJLTILY (Marburg) 2 1 3
S vH (Lassa) 2 1 3
1y (Ricin) 1 1
Ry XXEHR (Botul inum) 3

FERRBRIZOVTOFMERICONVT S, BT —F_X—2DFRNG LLTOEE &
HU, EZUToOFEHREZ POLICERLE,

¢« NCT No. NCT00787826
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o HWFFEEMHE] (Sponsor)
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o  [EEERBRD A 7 (Study Types)
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o A SBEONE  (Interventions)
* HZEMR (Gender)

o xIZEH (Age Groups)
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o &4&#M (Funded Bys)
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o fLd#FFE ID (Other IDs)
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2) S#&. RAERCERZOFRENH IRMERR - BWE

RIZBERBRICHEFE SN TRV FPRNICRAFEASCRAREAARENRINDH

RN H D MIERL KR UBEEE LT, BRI T 2B OMBIEOFERS, =2 —2H
BEZ2 V=27V A P ETARINTOAERENBICHAELZIT o7,

FICBAERIZOVWOE, B 12 TRTEGEEGROBRSEARROY =7V 1 &
HbHAWTHE L,

5 Dapartment of Heatlh and }

AwZindex | FolowFDA | EnEspeiol

U.S. Food and Drug Administration
A Protecting and Promoting Your Health

Medical Devices S 8=

Emergency Use Authorizations

This page fists current and Use that make available diagnostic and

therapeutic medical devices {o diagnose and respond to public health emergencies.

2014 Ebola Virus Emergency Use Authorizations

On September 22, 2006, then-Secretary of the Depaniment of Homeland Security {DHS), Michael Chertoff,
Getermyned, pursuant {0 section 3187-2 of the Public Health Service (PHS1 Act (42 U 8.C. § 247d-8b). that the
Epola virus presents a materia; threat against the Uniied States poputation suificient 1o affect nationai security.
Pursuant to section 564(b}1) of the Act 21 US.C § 350bbL-3{b){1}}. and on € Dasis of such detenmination, the
Secreiary of HHS declared on August 5, 2014, that circumstances exist justifying the autherization of emergency
use of in vitro clagnostics for datection of £bca virus, subject to the terms of any authorization issued under 21
U.S.C. § 360bhb-3ie).

On August 5, 2014, the FDA Issued an Emergency Use Authorzation (EUA) to authorize the emergency use ofthe
U.S. Department of Defense (Do) EZ1 Real-time RT-PCR Assay for the presumptive datection of Epcla Zaira
virus {cetected in the West Africa cutbreak in 2014) in Trizol-inaclivated whole blocd of Trizokinactivated plasma
specimens from incivideals i affected areas with signs and symptloms of Epola virus infection or who are at risk for
expesure of may have been exposed 1o the Ebeda Zaire virus {datected in the West Atrka cutbveak in 2014) in

E 1-2 BLEFELFOBREARICET AT 27 ¥ 1 K3

1.3 HEOE=R

NREEFEEE IR KRENOEKIEZ EDZFHE & LT, KERREREWE (HHS) @
MamEEfARERLHZESERE (PHEMCE) BEXETEHE PRESH TV D, SREE
DRAFERUORMEICEL DL, KENOARFEEAEERLAEETEZOYRELEET S,

PHEMCE BREESTRHENIL, RERWE OERMEESSREME ASPRIBSHFL LR,
EAERERT (NIH), 8 RERLF (FDA), BFRFHEHEE ¥ — (CDC), Ex7 LV
LR —BYERZERT (NIAID) &R a7 A L \— 2720 BEEENE (VA B5#% (DoD) .
EtZefRES (DHS)., %4 (USDA) S0ATHEO/ A\~ F—v vy 70T, BRI
T3,

PHEMCE 3B EBMHE DY —F -2 v 7O T TEMEN TV I ARBEELKELEE

3 http!//www.fda.gov/MedicalDevices/Safety/EmergencySituations/ucm161496.htm

4 HHS,2014 PHEMCE Strategy and Implementation Plan,2014,
http//'www.phe.gov/Preparedness/mem/phemce/Documents/2014-phemce-sip.pdf



EEELFAEFELZETT L0 Y27 FTHY | BYESCEN IIBERN R EDE -
EWEEA - B EWE - EWEROKEEN L OEROBRE~DBEEEIIRT 5 EEXRNR
(Medical Countermeasures : MCMa)IZ-D\W\ T, HEIEAFEBEORBOEE ZH > TN 5,
ERAR L L TIEER, ERER. BERITANREEND,

PHEMCE BB EATEHEIL. N0 T I v 7« I— P — NERTER FZHEE(the
Pandemic and All-Hazards Preparedness Reauthorization Act : PAHPRA) (Public Law
113-5) DEFFICIE U, BEOESRCHMBI), BEEOEOEBICHLT 572, BETE -
BFEhD,

2014 £ » PHEMCE 0% =175 E TiX, PHEMCE 0&# - T8 - R E AR X
NTEY, ZODICREBEUE ISV T, 2014~2018 FE (KFHEE) WIZERIIGH
DEFLFEZED, BRCH LU TOTFRERMTbILE,

o ESEAEMERT BT VAKX — R ETT SR RT $92 &

o FHETEMESREMEEMEFEWTTERER  $50 &

s KFTHHEHEELZ— (CDC) /EBHERKE $311E

e AREXRLE (FDA) $1,370 75
OBEREOENER

PHEMCE BRI ETEHEICBWT, BEEOEWEER L SN TWVWADIIR 1-20D@Y T
H5B,

# 12 HHS PHEMCE B EITEEICB W TEEERFWER & SN TWAFREK
(KREEDOTS L 2 BHERICITTR)

o [RJE (Bacillus anthracis : anthrax)

o AU XZ2FEFE(Clostridium botulinum toxin : botulism)
e U7 {b#(Cyanide)
o HBEURYYE(Emerging infectious diseases)

e 77 ABEMAY(Gram negative organisms)
> 2JH # (Burkholderia mallei @ glanders) ¥ & O ¥H & JH (Burkholderia
pseudomallei : melioidosis)
>  HRJFEE (Francisella tularensis : tularemia)
» F 7 Z(Rickettsia prowazekii : typhus)
» XX M(Yersinia pestis plague)
o ZHIMERIER (Multi-drug resistant Bacillus anthracis : MDR anthrax)
e {4 A(Nerve agents)
o KE (Nuclear agents)
*  ¥AlA 7 =¥ (Pandemic influenza)
o JEEHMEZEH) Radiological agents

o K#XJE (Variola virus : smallpox)
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Ll

% A U AP L #(Viral Hemorrhagic Fevers)
» =/ L7 L7 (Marburg)
» xR 7 (Bbola)

OWFFERASE

AR EIRR R L OE A I, AR RIS £ O Phase 1 EEHE R4 3 U C RS B
F A 6D 2 T O VTS B oD RV U R A I RN O e SRR GE T a7 T
2708 U C PHEMCE @ BW% 245, AT, ESLEAEMERNL, SEEO VSR
RN 6T B e DGR A 1S5 78, T FDA ORRABIZERDOMRBR S THEL T
%o ENLHTAWEET OREZERF O R T HICET 5 EE R B OB & LITFICR T,

< PRYH. >

BUEDHKRY 7 F 2 L0 bR G RN ERT 5 &5 2 5T DR R RIEE
U 7 F 0 Phase 2 AT T 8¢5 2 &,

CDC EDWADT. BILE~DOWEFER O, JEHE S ol SR 510 L D IREE T
post-exposure prophylaxis (PEP) M O % B2 =0 O 7 V% B
TD I &, TORFENR LICHE TiE, BIHE A~ 2 7 3D OPUE S0 35 2 1% B
IZHE N S B, FUESEIEFM A EHEd 5 2 &2 & - T, BRI o3RRI B O B /E A 23
Ma/ NS DEREMED B D,

<mART >

L)

RIREEH CTH D Zmapp. BCX-4430. favipiravir, 722500 7 F

(chimpanzee adenovirus vector (ChAd3). recombinant vesicular
stomatitis virus (rVSV)vector (EBOV) IZBWTEBR LK) &S HDO =R
TERMSKOMELZZET DO L,

O FEp 5 36 L OF =

2004~2013 =, XA F =NV KT T T AOE—BERKT Lz, XML —AV 7 m
7T hid, /3 A —)L FiE(the Project BioShield Act)lZFES& . WIEE, RV U X XEHE
F. BB I OETFAKE, S HITHRT R e EOEBICKHLT 23R R8T i,

b0 bREBMBRES LV 7 iRY U XXHHEREIL, FDA O&AREZ 51T
o EBbb, AREEICHTIEMNOMMERELTH D, b, WMEHIT/NEH
OAERELZITTBY ., EREA~OEEIZOWTE PAHPRA ORDOT, hHEMNY X
7 % EEIDGEOFERPFFRI N5,

2014 #£. —->® biological license applications (BLAs) 23 ¥E& D7 FDA 2 H
Eni, v homEICERE L, Cangene/Emergent fEBE L1227 v — %
REBEHFES CH5 Anthrax immunoglobulin (AIG) %, 2014 4 7 AIZ#EH
Eniz, 10 A, Emergent tHidRERE TV 7 F U EH TH AIBRBER FHEIGED =D
@ Anthrax Vaccine Absorbed (AVA or BioThrax) (ZB7 24 /2H72 BLA




ZiRH L7,

¢ modified vaccinia Ankara (MVA) RRE TV 7 F v 2,000 5 F—XLLENR,
2010 SFICBMA L BBRHERFE CHES N, ZOU 7 FUid, BRERFR
(Emergency Use Authorization : EUA) FOBEAFEIZB W T, HIV IS L7=H
LW BEMDBECMMIES A WVIIFRAFOT M —EERBEICH L TERSN
DEREHER D D,

PAHPRA X, £WMEZEMFERER (o5 L ThiEseE #(advanced research and
development : ARD) \Z# &+ 5 HeMR & 5 % . AR (the PHS Act) |- 319L H# /1
Lz, & OHERIZ., B OEBRIICRER EEHOERSCRAZROMICH 2EZEDLE
RZFFO,

AW IE ST SRR R RO ER A L, Rmit SRR EREGTIE ORIV T, EAR
¥ (GlaxoSmithKline #%) CIBEL T3, EFRESCENLT LLX— « BIEEN
RENE, ~— VT NTTANARVPTRT VA VA GEABEBEREET V) T 2 ER
ISRORBRICETI L, Phase 1 BARBBREME~LIHEOVWTWD, ERfREITE. EohE
B DRV 7 A )V A E (broad spectrum antiviral : favipiravir) & > 7z FIiCk
3% Phase 3 RIRHBREZRFETH L L BIC, AT IR T O2MKRRBREZITLFETH D

(FREsR),

EMEZLmITERERIZ, 2016 F£ (FY), =R TICHTLHU 7 F 2 LIRREORRED
THIZ$8 BH D FHEEZ T Iz, EMEFEIRMAEREROZEIT, 2016 FIZBET 7 U D
THBE SN FEOHERBR COFNMICBWTUIRERB L OY 7 F U EH OB M2 R
TAHEDICBDOTEETH D,

ESLEAETERB L OEBREOH IO T EMEFLmIFERRE BT ERER L IES
H, BEERIRTHOBEN LB ER, £/, BESNEZEZEFET TR TEFIEE SN
TETRTIBEETH D Zmapp OBELIIR L TE 7z, £/, BAEDA 3, FElR L7
HWEIR R MIRICE S &, LinbR L MELZ BT 572D, S ORI TR IHREORE L
HLTWsEZATHD,

EMEZ SRR BIIRE. 3 DOTRT U 7 F o EM. ¥IZ Profectus 4t |
BioProtection Services/Newlink (now partnered with Merck) # |
GlaxoSmithKline (GSK) #0077 F U BFEEZXE L T\5, Newlink #3 L ' GSK

DT I F 3 B D Phase LEERRBRIZBWTIHMMish T2, ZDRIZBEL T,
AWYEZRGMARFBEBILESLEEMRTE EFRE L EEL TUEE T L bz, &6
RHBTZRT U I FAEROBERICONT, TOMOBELH L LBRELTWS, EYMERE
WIHERBERILIE, =RF V7 FUBEHOREMR TOENMEF MO 72912 2015 I
YT T VAR TITOND 7 =— X 2 BARFRBRICAT, CDC Tk L CHRRRBRR Y VU —
2 (Clinical Study Network)®D U ¥ — R &gt L T\ 5,
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SetmtFgeha gt ds X ONEIC ds 1) 5 PHEMCE OB IR 22 36451 TREDMMY CTh %

[E P #aE OGN > 27 A8 1 (NGDS Inc 1) 3, EB5#RAE B ESH OB Er
AT BRI U T el e i s s N 72, NGDS Ine 11, 2 W AR LE < hvo,
i L7207 i CHEE O A ORI 2 TR T D,

K, I, & BRI, v v o RS LSRR E RIS EUA O,
i X 2 FTREME O & 2 PERERHEHE O Y,

EFRE L, =R T 2 Hmmd 57200 PCR X—AD%M 7 v & A (PCR-based
diagnostic assay) #BI%E L., MEKHZZOT v A oxt LGl BUA %2 %177
51282011 A2 FDA (2K L CprerEUA 7 — % o r— U4 L7z, 2014 4,
I EELBFIEPKEROM TR 2 RmT 2720 EHEIND LD,
FDA X EUAs #3817 L, i\ T, Secretarial declaration that circumstances exist
to justify such EUAs based on an existing 2006 MTD for Ebola virus made by
DHS K QEBA#BE & o TIT NI AR D =R T —_A T 2 A%, BT 7V
1 TCOTRT OB & EMFE B2 SR T D720 4 ALBEER ST D,

2014 4E, EFREOH SO T, CDC IR T 7 A VAR D728 D the Laboratory
Response Network (LRN) an EUA assay # BB L7z, ZO7 w1 1%, #EEL R
WD TR T FATED & K E~OMITELIBEZ I L TR S5,

BRI DOFANZ DT OEARME L, RELUEOEBIZEA O B IR D,



