3.7 Hm#E Y A VA (Ebola)

# 267 TARIFHMEA Y A LA (Ebola) RMHMERLICETAHEES (4/4)

m%% | L ’fﬁg ; | jaEEn
BioCryst *  BioCryst Pharmaceuticals £ &7 f /L 2 4 H Il A5 R IR BCX4430
Pharmaceut BCX4430 fiE ARAID Phasel FRRRBRICH T 558K, i | /20144 8 A
icals, Inc. . EAHERBICBVW TR REERB IR Va—L

EFET 50BN R ENERBREES DO TH D,
o ENT VAR - BRYUENTERT$41 RO TFE/AL (2014 )

(Hi#t) Bio Prep Watch, August 15, 2014
Watch,http://bioprepwatch.com/countermeasures/medical/niaid-exercises-addit
ional-options-for-hemorrhagic-fever-treatment/339025/

University |*¢ ZARTZUANLABIRT—AVTAT DAL NAIHTEUZF L | 201443 A
of Texas BLGREORRB I T 2MBie, ZOMBEndgL+s
Medical, TRIEER L, Profectus #D 7V 7 F % Tekmira tEDREEE
Profectus XU Vanderbilt THE I TV AHAELHELEDLELLOT
Biosciences, o5,
Tekmira o EHIMT UAX— - BENFZERT 5 £ T3$2,600 5 OFEAL
Pharmaceut (2014 )
icals, the
Vanderbit (Hi#1) University of Minnesota, Center for Infectious Disease Research and
University Policy, News & Perspective, Featured News Topics, Mar 6, 2014
Medical http://www.cidrap.umn.edu/news-perspective/2014/03/news-scan-mar-06-2014
Center University of Minnesota,
KEEBRICHEESN TV 2, HREHRLE
AT I . AT 4 573 (medicago) 1%, KEREFEME (HHS) 048
(BF4) EEITSEBRS R (BARDA) b, v v 7 - N AT 7 —
vV a—TF 4 VIO ZMapp EREOHREFTDH T L H
HENDTRT VAN T D 3EDE /) 7 v —F VEHED
PRI T 2R EITo T2, 2015 4F 2 A

t NIAAOERETCORBRIC WS D EET S, Fiik
DO L 2 FBEITA S X RNREET (Public Health Agency of
Canada: PHAC) 23EE%., 2014 4 12 A 22 HIZ BARDA »» 5
R biiz Task Order Request(TOR)XHAEL LD THY |
AT 4Tt E T AV W EmEHAFER (Defense
Advanced Research Projects Agency: DARPA) & OfEIZRIT
DEERHEEREN (IDIQ) O—HTH 5,

(H#) AF 4 HITHTSVRD Y —2R
http://www.medicago.com/files/documents_news/2015/Ebola-PR_USA_-English
-Final v001_j1v036.pdf
http://www.mt-pharma.co.jp/shared/show.php?url=../release/nr/2015/MDG1502
25.html
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4.~—N TN A Z (Marburg)

2.4 T—=ILTINTIA4ILR (Marburg)

2.4.1 BZE

19674 8 AVE K1Y (4EF) O~—T7 N7 (Marburg) £ 777708 BLUO=
—TARTETOREF S TR TRV AV 7 FUEEBIVOERBRAL LTUT U bEA
ST 77U HIRY PO, BROMRICEM UCHEBE. BLXOA ST 2To72
NpEEDET 25 HITEMBWERENFEEL, TANFET LT,

BECHEM L ZEREMRERLY 6 AT TIRBENRONTR, HEIT LT, ZOR
BIL, RMORBEMIZ LB~ — VTV T7)R (Marburg disease) &2 X)o7z
N, TANLZREHOLBDOOLESTHY ., B4 I FYFAHME (Vervet monkey
hemorrhagic fever) & HMEEND, TDH%, 77V HIDr=7, Yo "\Tx FA4—1 (B
aydRFHME) RETREL, Wb 1~2 A TEEHLH TSR, AT HILE
DE N EICEEORRGE - FEE & H L7z fliEan,

(1) &=

<= VT TIROFEAEIZ T VREE LT-DIX 1967 EOEFDOART UEDT 7 U B TD
FAETIEY L L OBEMITE M LN TVARN, TR Z HnBFREIC BRROBEEIRHTYH
D, EDEIRBRETRYOL bAREEMRIET DOV THLHOEETH L, 5FT
DTV —RIERA VLS TIET 7Y B T4 BdH D,

VT NT TANVAIERT VAN ERRRIZT 4 2 U A VAR (Filoviridae) O 2
YR=THD, FURMIZERZVRELZVWA, BEEOR BISELL VD, =rXn—
TEFLEERT, FHEEN 790nm | FEIX 80~90nm TH D, RFEITKFIZ 1,500 ~
2,300nm IZHET D, KTIIHENFRTOLR, Br~v/ REZRELZRT, BEFIIERE
ELTI1IAERNA 28 L. T &i1%4.6x106Da TH D, VA VAL Vero Hifi, BHK
faZp & CHIAZE SR ETRT, ERICIIT IS FL, S FUFL LRy b, NARK
—, TUAETI00%ELEEZEZ L, Bmmtiesd, BARARCE 520U VADEE
HBEAELBFRATHY  EOXLIICLTE MNCUANABREBEHEINLOINBE 452 TV,
E b bAOBRYE, BREELRED MK, B, S, PR OB E o
EEEMIC L 5, FREOHER TRERIBIT S L Sh, BEREOE TOEKBRRIC L BILK
Xiawne shd,

(2) ERERIEIR & B2Hn

BYE KT DRIEE DRI LS 50> TOHRY, BEREIFIIX 3~10 B TH D, —K
BEOEBRYEILS~TH (CWRETII~10BLEL 252 H5D) T, ERITZA
ZHMBWIEI TR Y, BEXEROTHSD, BB, R, HARK. THH. HERERS,
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4. ~—n 7N AL x (Marburg)

NEEER DS AIEER & LTA LIS, BMLWIEH: VRS, 1~2 B UTKEETHER A
bivd, 2N ERBITEET, BiER 5~7 B TRER, B, EREAMUSICSE R AR EH
ROBEREEBVPERE LICBEND, BELT DL, BERICREIREESEE. MKE,
MRIC A B D,

MIEEDD T A NAGEEEZAT OB, REELEERNR P4 PLETH DS, TuRBENCIT
ELISA fE#EkEchigsRtT 5, 50k, PCR BETUA LV AERTERIET
Do MM, WL SWIR, K, FER, TomoMB#EETH L, BER 2 VARL
THERITEFEL TH, BK, AMREKEPO VA NVARGEESNTHD1EH 5,

@) BE&-FH

SHERRE S DR RITRERE, BIORBRETIY 7 F i3y, BESCREICEMLZE
BREIRE LFIRIC OV T, —EHRBEES LELRBEIERT 5.
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4.~v— TN A X (Marburg)

2.4.2 HMPEER - SHEORREIKR

(1) ZAee™

PHEMCE IS E/TEHEICBVT, v — L7 A7 OHERS ORI, EANE0—
LaxnTna,

2=V T NTIZONTE, BRATHAERERIIFEEL TWRWVA, BF#RESCENT v
NF—  BYSERF T, ~— VTN T TA VAR PR T A VADTFT RN D B &
INTW2 GEABEREET L) KRTHIEERRIZONT, BERRBRITo T 5,

# 2-68 PHEMCE BB EATEENICIIT D 7 A /b AP B D Bg

<AV AV B D BRI >

o BFEOUVANAREOBBIIHLT DI &

¢ broad-spectrum antiviral program1s %38 U T, FED U A L AEEBIZHIET 5
REAZRILT D

(2) BEOHRERER - DEREORFEINR

2015 4E 2 AKRBIE, FDA ICHBEEINTWAY—L TN T T AL LV ADORTERERIT. F
269 DBV THABH, BB, ZEMEIZOWTIIRETOL DOITER I N 2ho T,

14 HHS,2014 PHEMCE Strategy and Implementation Plan,2014,
http!//www.phe.gov/Preparedness/mcm/phemce/Documents/2014-phemce-sip.pdf

15 broad-spectrum antiviral program

https://www.medicalcountermeasures.gov/barda/cbrn/broad-spectrum-antimicrobials.aspx
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#* 2-69 FDAIZHEF Ot

MERBOME : ~—1LT V774 LA (Marburg)

4. ~v—N TN A X (Marburg)

@Ay I AT — FKE

[BPSC1001 (VSV A G-ZEBOV)]
QN TN Ty R T ERE
v #— [rVSV-ZEBOV-GP]

@ Yax—TREFR

[VSV-ZEBOV Geneval

#* 2-70 FDA CHFEPTOMHIERER—E : ~— LT LT U A VA (Marburg)

A

o ’ ﬁ%ﬁ ; AN : A4 kv ; i
T x—R 1| ¥ arx—TREFHR VSV-ZEBOV Geneva VSV-ZEBOV Geneva UZF> FJA T )L
]
T2—R 1 |y 7 AT 54— FKRE BPSC1001 (VSV A G-ZEBOV) XFUT 4, F=TRBITZH LIRS U7 F o OREMEROGRER
T DR
Tx—RX1 | A" TNT R KA TER | rVSV-ZEBOV-GP TRFTANAY I F (VSV-ZEBOV-GP) n&atk, BEME L

UM R O FHAT
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4.~— 7N A X (Marburg)

2.4.3 BAEER

£ 271 w—NVTNT AR (Marburg) SHERSICETLIHREFSR (1/2)

o : KA %
e Ly | i A
Southwest * Biomedical Research Ff[] (F%H% %) = ARITBIUV~—/ | 201041 A
Foundation TNTIZHTHHEERETOT 7 F o DOFMMERBRICR L TE
for JiF & 456,000 $ DK E LT,
Biomedical | [RBMEIZ. &7 ¥ ORESH Crucell thic L - THE S
Research U7 FrOEMEREERT DI LEBRBIFINTVS,
e U.S funding, $456,000 (2010 4E)
(Hi#4) Global Security Newswire, Jan 7, 2010
http://www.nti.org/gsn/article/new-contract-funds-marburg-ebola-vaccine-study/
AVI s IRTFTUANABIRT—NVTNLNITIALNADT 7 F L HFEO | 2010F 7 A
BioPharma 7z% BioPharma (ZXf L, EFG#E 73$2.91 (B0 FHE(L,
o ABRBICHPNERNETRETIBINEEE, Z>0U 7
F 5 FDA ORBEZ B -DICMNERETORERL L URR
BENRPND, AVIHE, FIEIOZKICB W THRBEME %
ET S ¥,
(H4#2) University of Minnesota, Center for Infectious Disease Research and
Policy, News & Perspective, Featured News Topics, Jul 20,2010
http/iwww.cidrap.umn.edu/news-perspective/2010/07/news-scan-funds-fiehtin
grebola-marburg-pertussis-california-polic-angola
Paragon o CRERESERYYEEFHIZER (US Army Medical Research 20104 10 A
Bioservices, Institute of Infectious Diseases : USAMRIID)®., =R T HB
Inc. L= NTNTIDAN AR EIET DT DORK D,
$499 T T HAk,
« USAMRID ©7wa ¥ =2 hZ, Paragon #:® virus-like
protein vaccine 8 L O BN ZIEAT b0 TH 5,
(Hi8%) University of Minnesota, Center for Infectious Disease Research and
Policy, News & Perspective, Featured News Topics, Oct 22, 2010
httpY//www.cidrap.umn.edu/news perspective/2010/10/news-scan-suspected-cho
lera-haiti-subway-salmonella-outbreak-evolving
TEY—K | ZARTBIO—NTNIT DU 7 FUBRREIT O PEEER O | virus-like
O R R T 5814, NIH 238540 FOFE (L (2011 4F) particle
7 TRRE, (VLP)
TXHRAAT |« Emory DB EHFIT T A NVARKEYE TR T 579D "virus-like | vaccine
A4 1 VEFFEET particle (VLP) V7 F %% LT, /201145 A

*  Ebola VLPs |3 EHROBE ZFE L. BAREKRELH
HIEDLILPERSN, RELZFRIELIFHRVIF L
RO DB ENRBRINTND,

e F/EVLP EDNAUZFLOIAMERETH LT . BH—0
U FreiE5ET 510 b RNLBEINENHER SN,

(i) Global Security Newswire, May 4, 2011
http://www.nti.org/gsn/article/nih-provides-54-million-for-ebola-marburg-vacci

ne-project/
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4.~ =N TN A/ (Marburg)

* 272 ~—NLVTINT A )NA (Marburg) SHERLICETHIHEFER (2/2)

Ere 28 Bz *aa
; : ; : - IBREEA
Paragon e Paragon #t® virus-like particle technology £ L, VEE
Bioservices, University of Maryland School of Medicine and Replicon
Inc. Harrisvaccines D IO T, TR T A VAB L~ —/L 7V | Particle
TOANADT 7 F o 2RET D, Trivalent
»  Paragon t:®"VEE [Venezuelan equine encephalitis] Filovirus
Replicon Particle Trivalent Filovirus Vaccine" % B3, 35 9 | Vaccine
5ZORKORYIOT = — i, $1,500 FIZHYST 5, /12012 4 1 A
«  DoD #3$1,500 T D FHlk (2012 4F)
(HH84) University of Minnesota, Center for Infectious Disease Research and
Policy, News & Perspective, Featured News Topics, Jan 18, 2012
http://www.cidrap.umn.edu/news-perspective/2012/01/mews-scan-hbnl-death-fi
lovirus-vaccine-contract-cheap-anti-malarial
the o TR, v—ATNT, BB TOMOERDIBREDIZDHDH | 20124 5 A
University BRI T A HBE, Z O®MB&Ic L V| Kineta #hD /Ny F
of B IRRRITZE~ AT AT 2,
Washington | ¢  HEERRIZY = > TiZ, Agonists of the Retinoic Acid
, the Inducible Gene I (RIG-I) Innate Immune Pathway & F|f 9
University %, RIGT I, BRI RBEI AT LEZFERIELIHFRD
of  Texas, (Fv e FT7] AL oFThHD,
and e NIH #3$810 5 D FH1k (2012 4F)
Seattle-base
d Kineta (H#) University of Minnesota, Center for Infectious Disease Research and
Inc. Policy, News & Perspective, Featured News Topics, May 8, 2012
http//www.cidrap.umn.edu/news-perspective/2012/05/news-scan-funds-fight-e
bola-plague-beef-product-plants-closing-european
Bavarian «  REU 7 F v (modified Vaccina Virus Ankara : MVA-BN) | 20124 11 A
Nordic TS5y R —LEBFERALT, v — VT ATIHEY 7 F B

TAHZLITHRTAEE,
NIH 73$1,790 5 O FEk (2012 )

(H{#) University of Minnesota, Center for Infectious Disease Research and
Policy, News & Perspective, Featured News Topics, Nov 16, 2012
http://www.cidrap.umn.edu/news-perspective/2012/11/news-scan-airborne-e
bola-marburg-fmd-vaccine-funds-fungal-meningitis-update
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5 Zy¥ouANA (Lassa)

2.5 SvyH¥oA4IJ)LR (Lassa)

2.5.1 #iZE

1 #H=E

ToBEBIBET 7V I —HRICHONAIBETVANVABEIETH Y Wb D T AV AMEH
ME 4 RBO—DOTHD, “T V" LT 1969 FILHEHD BENRELIZHOLKIZHKT
5, 7% AR (Lassa virus) X7 VT UANVAFRIZEB L, BARBEIEET 7 U h—
HIAERTAHRXID—FETHD v A I A (Mastomys natalensis) ThH D, HFiTE
M4 & UTIIEICBRNBEN A DN, 1970 £ (72~74 FE) 27 A VARSEES
PRS0 | BERESHBE L THBE, T4 V=2 ) 7 2RE GRS Lz, %
EEEED CDC BBET 7Y AHEFHOTTT LARICHENFEEMEES, 1976 FLIEK
20 FRIC O > THRE LIZER BEERIIREED 1~2%TH 5 Z & bEFEMITHA L,
ANE D IEFEAT M~ DM AFNIRIEE T 28 Bl b D,

18HIE & LTt DRETY = LAXNLIFE LA 1987 3 AT v VENRKIE
LS, |OEE Lz, 19 B BIKET, 1989 1 AT A V=Y TbORERIZBWNT
BT 6 BERERTICR T N E STz, 2000 SEICIZY =T VAR LHE, R4V, T 51
F1Hl, FAP=VTE KA VIZ 1 FIOE 4 FIOBAFIRH - 72,

(2) &2

FoPBIL, VANVAERETETANIABNERTATA V2V THLVTT VAR,
X=TIWELT 7V A—8F, BXOFRT 7 ) AIEfELR & CRIBITREIZS Y . 21
DOHIKTT v VA NAEFETEHvAMIR, BF, BE HEBESE) Bvabhb,
M 20~30 TARBRDODBREENRH DL LFEEINLTVD,

VT LARD 15 F OFE TIIHERERIT 8 ~52% T, MEMAENE CEL . ST L
DIRFDZWHIE TR, Fz, BT TIEA LR, FUERERIER LT EF L,
50 A CE—2IZET D, TARIAD VA NVAEERLMAEIZIVRRY  0~80%TH
5, vA NI ADEBRE, £ hTORRENSLAT, Ty PEETB7 7 ) I—HORE &
BICEELERALREDVWIDEEATHD, V=T LARLUADOETIE CDC 8FEE L &
IR RAEIL R, ERIITHATH D, T4 U T TIE 1989 4, 1992 4 & BRI
RTELEDRBGEFERCEPRBEL TVD, VANZAERET DA b I ZADRLERFIZ
HEEDOUVANVABTEHEINE N, A FIRIFEKRUTIT LT, B b~ORPIZNL &
OEf (F, EOBICRZBRWME) OSRENDZ &2 EI2EB, B b E bk, &
Wi Y BEOEMEZED) TRYGERDPB I 5, RENREIIERNERME. ThbbE
8, Aoy, wRI =T BB EORRBIZEDZ ER8%, T2, ERBOTRRIC
FOBRERNBEZRVIELERT I, =7 BB & FHRICERER O FEFHRF & 72
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5 Zry¥vuAVvA (Lassa)

S TND, 1975 FE TIZU A NV AOMERFENR IR0 | BYRERH LTI Tos
LI, 74 V= U TS TEBREANRETIEE A EEE TRV,

F o MIRPARIRIC K 2 B G LIS D B ) (B RS2 ) XA 6 TiXn 720 (CDC
D7 4= FBIU 4,400 N\OBEFREICLD), T2bb, EREBEOBENSVMIZEL
Th, EMBERZESFERLIERITEZ 520,

Q) mERE

S TANAT 1 AKE RNA Lo R_Re—72EL 7L UL VRRCET S, =
DIANAZET 7V B UNFEELRVWA E MIBERERBZT T VT UANAZEBD T AL
22V, = F 2R (RY ET7HLE), 7= (FAECFUHILE), Z7F U k(X
FATZHMBY, FET (T VNVHLE) O 4 BRELATEY, Wihb mEXICE
ET 5D, TOMMFRFICHEET S HDE LTLCM (lymphocytic choriomeningitis virus)
BHOENTVWD, WINBERAIPERADBETH L3, A4 FIZLL 4 IZBL,
TANAEZHEEISEDDIEIREEERLERRR (\Wbwd P4 ERE) NUELRD,
BEOBREOEEIXMEK., RODVANVABSEESRRNI EEEN TV,

2.5.2 ®HEXR - SHEORRERR

2015 4E 2 ARBE, FDAIZHFEINTWE 7 v+ U A/ LV ADOMHERLIL, £ 2-713 D
LBV THD, BB, BHEIZOWTIIEFETO L OIXMHBENR o7,
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# 273 FDA ICBEEH ORHERSOME : 599 7 (L2 (Lassa)

USGI Medical [G130163]

@ KEEEEEEHFERSH

[Ribavirin]

5 ZyH#vuA VA (Lassa)

# 2-74 FDAICHEFORMEREL—E : 7 v U4/ X (Lassa)

T =K A HH 4 : A kv o ‘ e
D|7=—X2 KEEEEFIIESE | Valeant £k Ribavirin EERMBHRICBT 28RN Ribavirin Z#EH LET 1
Pharmaceuticals International, Inc. U A E H 1 B oD 1R R

@ — ESL7 LA¥— - BRIEFZEFT(NIAID),
[E ST AT - ok & > 2 —(NIH/CC)

<V OERBICBITST vV BOMBEERER X U3
EROPE
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5 ZFy#uAR (Lassa)

2.5.3 FDA HEHTOERKRABRME

# 275 FDAICHBHOHEERBENE .

*hase

S oH Az (Lassa) @

This is a Phase 2 study of the safety and efficacy of Intravenous (IV) Ribavirin in treating
patients presenting with a probable or suspected case of viral hemorrhagic fever (either
| Crimean Congo or Lassa Fever) at a military medical treatment hospital. All patients will
be treated with a 10 day course of IV Ribavirin if they meet all the inclusion and none of
the exclusion criteria.

AR, EEFEREZ CUANVAMHAE () I7 - sy IHOBABLOT v 38 10K
WD HEEEMD 2 WIXRWERTEEORFICEIT 5. #IRA Ribavirin D&M X UHER)
MWEFZETH 5 (Phase 2), £ THEEFIL, BFEICBWTETOBRAANEELFH - L, COR
SEEIZH B TUTE L RWEAIZ, §IRA Ribavirin 2 10 BEHR S S5,

1 US. Army Medical Research and Materiel Command]|Valeant Pharmaceuticals
{ International, Inc.

: [ Valeant Pharmaceuticals International, Inc.

| Previous studies with intravenous (IV) Ribavirin have shown IV Ribavirin as a promising
| treatment for both infections. This study will provide experience in U.S. Department of
Defense associated treatment facilities in the use of IV Ribavirin for the experimental
| treatment of viral hemorrhagic fevers primarily among U.S. Service personnel deployed
| to disease-endemic areas.

#RPY Ribavirin (ZB3 2 E1THI%EE, ZRAFMBAECR T 2ELERBRETHLI L%
| AT LTz, ABIEIR, & U TRROFBATHEICERE S KEEADOR TRELZY
| A VAP B D EERATEIRIC 351 D #ARA Ribavirin EAICHE L CEREE L #IET2E
| BB ICRBRERET 2S5,

| The rationale for conducting the study is a) to allow the DoD to gain experience in
| treating VHF b) to offer this experimental but promising therapy to patients with
probable or suspected VHF c) to collect safety data while obtaining experience using
Ribavirin.

Zatk - EOVERBR B EER TRRER

Crimean-Congo Hemorrhagic Fever | Lassa Fever

| Drug: Ribavirin (Virazole) Injection

| The drug is to be administered in a volume of 50-100 ml of normal saline to be infused
| over 30-40 minutes.

{ 1) Loading dose: 33 mg/kg (maximum dose 2.64 g)(1 dose) 2) Followed by a dose of 16
| mg/kg (max dose 1.28 g) every 6 hours for the first 4 days (15 doses) 3) Followed by a dose
| of 8 mg/kg (maximum dose 0.64 g) every 8 hours for the subsequent 6 days (18 doses) Ten
| day course of treatment with follow up between day 28 to day 60.

Other Name: Virazole Injection, 100 mg/ml

| Drug: Ribavirin (Virazole) Injection

| D AFEE: 33 mgkg (B 2.64 9)(1 B L) T, HAID 4 BT 6 BEEIC 16
| mg/kg (max dose 1.28 @# 5 (15 El#5) 3) Hi< 6 BRI 8 BHEIC 8 mg/kg (BE 0.64g)
#5 (18 E#%5) day28 725 day60 £ TOBEBEZ M S 10 B OIERE

| B4 : Virazole Injection, 100 mg/ml

| Both X%&%E#® | Child|Adult

| 50 BE&®RE | U.S Fed|Industry
| 2009 4 10 A Bth 2009 4E 9 A
| 201459 A BKEHR 2014 % 7 A

| http://ClinicalTrials.gov/show/NCT00992693
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5 FyH#oUANVA (Lassa)

#* 2-76 FDAICHIEZ qﬂ@ﬁf:ﬂ%“ﬁ%ﬁm@ S yH A (Lassa) @

rict of Bougouni, Mal

- Lassa fever is very similar to other diseases that cause fever, such as malaria and yellow
fever. People get Lassa fever from mice. A person can get Lassa fever from mice urine and
droppings. When a group of researchers tested the mice in Soromba, Mali, they found
that many were infected with Lassa fever. Lassa fever may also be passed through body
fluids (like blood or semen) of people infected with Lassa fever. Researchers want to study
this disease to help the government better protect the health of people in Sibirila.
Objectives:

- To find out how many people in Sibirila have ever had Lassa fever. Also, to measure how
many people get the disease every year.
Eligibility:
- People age 6 months and older who are residents of Soromba, Bamba, or Banzana with
no plans to relocate within 1 year.
Design:

* Households will be randomly selected to participate in the study.

* Participants will have up to 20 drops of blood collected from the finger or heel.
*Participants will be asked about their age. They will be asked if they have ever had a
fever and if they have ever seen mice in or around their home.

*Researchers will come back in 1 year and take another drop of blood from the
participant. Participants will be asked the same questions.

+If a participant has a fever at any time during the year, he or she should go to the health
center. Researchers
will collect a few drops of blood to test for Lassa fever.
ER: Ty VBIE TV TRIOERED L D ICRBRE 4 thoBRRICHEFICEEL T3
ABIERZI DG T v VBT 5, HBHET — 24~ U @ Soromba IR W TERXI %
RELEZE, 202 BT v PBUBERELTWD I ERBHELME o7, o, Ty BT

T v VBRI LT BE OFIR (LIK-RBIK72 Y) 28 U T bk%T 5, Sibirila BIRFOA%K
BEREP»TETI D, ZORBOFENED L TW3,

BHY: Sibirila 1286175 7 v Y EVERERZIBRE T2 L18h D, 7. BEDOT v T HEG
BERERET D,
X8 1 FELNICHERT 5 FEDEV Soromba, Bamba, # %% Banzana i2{E¥e 6 » A
DS XPPNE|
HE : FFRIZBINT 5 HEIIERESICRITN D

< BINEFEOEH DI END 20 HE TOMKZHERT S

C BMFITESENEDNS, BEORINETRREALEZIERH D), 72, ZRETK
BEHDADVIEDEALTRARAIEZRAEILB3HI0EEREND

< 1ER, FRFEFUSNE» O MRERERT 5, 2NECEAEERCEMAREND
C 0 1 EORMICEEALLSINE L, BEREEBECOLLLRTER Ry, BIEEEIRT v
B8 ) D EFERT D - OISR BEERT 5,
ESr7 LA X — - BRMERTERTINIAID), ESr#AERZERT - Bk~ % —(NIH/CC)

Throughout West Africa as many as 300,000 people are infected annually with Lassa
| virus, resulting in approximately 5,000 deaths. Most commonly, contact with infected
rodent hosts (Mastomys natalensis), or ingestion / inhalation of virus laden particles is
the source of human infection. However, person-to-person transmission is also well
documented and can result in outbreaks, especially in nosocomial settings. Infection in
pregnancy, especially the third trimester, is particularly severe with maternal mortality
rates estimated at 20% and fetal mortality rates nearing 100%. A survey of rodents
captured in the village of Soromba (rural commune of Sibirila, district of Bougouni, Mali)
found that 25% of Mastomys natalensis had evidence of Lassa virus infection.

| The purpose of this study is to determine the proportion of people who have been
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5 FwH#A )R (Lassa)

| previously exposed to Lassa virus, as well as the one-year incidence of infection in three
villages within the rural commune of Sibirila, district of Bougouni. We will obtain 2
| fingerstick blood samples (approximately one year apart) from each of approximately 600
| participants aged greater than or equal to 6 months. Participants will be passively
| followed for one year and asked to present to their local health center if they have a fever.
| Elucidation of the prevalence of Lassa virus infection in the populations living in or near
| Sibirila may help Malian authorities to improve surveillance and/or local diagnostics.
| Accurate identification of Lassa virus infections in humans will help reduce the morbidity
and mortality of those living in this area.

| B7 7 U A &EFT, FF 300,000 AR v U AN RIS L, BEE 5,000 AMELEL
| TWB, B FA~ORBREEE LTRELZVDIE, UA L RTEYE LT > EE OB EMastomys
| natalensis) ~DHEfH, HDNEYANAEHFOIRFLER - BATDHZLITE D, Ll
b OB b T, BEREINTRY, LV DITHERATERT RN 5,
FRF, LV DITEZHICRIT ARG, EERETERHEE 20% L L VDITEATHY .,
| BIRFETRITIFIF 100% T 5, Soromba (rural commune of Sibirila, district of Bougouni,
| Mal)#f Tl S hicif > RIS 578 TiX, Mastomys natalensis @ 5 % 25%7437 v
|V VA NVAECBEELEEBRZAELTWVWDZ ERAHAL»E SN,
Z OBFFED B #1E. rural commune of Sibirila, district of Bougouni WO =2DFNIBIT 5 1
| FHOBRERL LBIZ, ZNETR I v I VANAZBELELZ DL ADEIEEHA L,
22 ThHD, £% 6 » AU LEDOBIZ 600 ZDHREOTNFNRNDL, 205007 4
| = AT 4 v 7 (BBIF 1EOEBEZETR) XM IAEIET D, HERE
| IEBRC 1 FRREERRT, BRALCO L 0 EHOEREEICHET 2 X5k bh
B

| Sibirila 8 X CEDOERICTHEFICEIT DT vV VA VABREDORITEMAT L Z L it~
| VERBOVP—_A F U 2B BWIET local diagnostics #FXETEHZ EWCRDBTHAH, &
| MEBTDT vV VA NABREZ ERICER T2 2 L1k, ZoHBicE A 0RBER L
| ORECEFETFIFAILICORMBETHA I,

| BIEMF

| pIm

Lassa Virus Infection

x| Not Provided

| Both %t%4&# | Child| Adult|Senior

1 600 BeEt NIH

2014 4F 12 H BA#GH 2014 4 11 A

| 2016 £ 1 A BWESH | 20144128

| http://ClinicalTrials gov/show/NCT02311887
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5 Zy#UANVR (Lassa)

2.5.4 BREIHR

# 277 Ty vAx (Lassa) FMMERGICETIHREFR

Sl B e s e e 1B

Tulane o TuVBERE FHTAO0EREEETLZ L2 HAE | Lassa virus

University, L. Lassa virus proteins {ZB4 2 #i7=72 B fifa—t’ b —7% | proteins

Corgenix 1t BETAZLICESREY TSRS T B4, /2010 €E 2 A

o T uVEOTFHH DWVITRERBEICE T DIRMERE DO&EE % H
LRZTBH L AELT D, FETIE. Ty T UANLRITEK
Qe L7z BENOEERET ) 7 a—F ARG ERRT 2, Z0b
OFURIZE L TIX, 7 vy VBOBRAREREHSENEZE TS
MES, iz, BT 7V ITT oYV RAEREBILOFHT2
BRUCFIATE A0 E I B c b,

o NIH 73$15,244,927 »FE{k (2010 %)

(Hi#8) Homeland Security News Wire, February 10, 2010
http://www.homelandsecuritynewswire.com/tulane-university-corgenix-awarde
d-15000000-expand-lassa-fever-research

The Scripps | *  NIH %3 TSRI ~F v 3 B\OFF5EIC 5 L T$660 7 DMBIE, TSRI

Research ¢ MREOERTHIERGEINE ([ F—Txur, A I | /20145108

Institute A2, RIEMRE) B XU #ELERE TRID BHlE, #l

(TSRI) A)DHMEBT A VARG T DRIGICE LT BIEETD &

A5, b St RIiEE < Ry,

+  NIH 23$660 5 O FH{L (2014 &)

(##4) GLOBAL BIODEFENSE, October 14, 2014
http://globalbiodefense.com/2014/10/14/scripps-awarded-6-6m-investigate-dead

ly-lassa-virus/
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6. Y 2> (Ricin)

2.6 1y (Ricin)

2.6.1 BM=E

(1 48

BRYEEEZTHEREAETIERVS, S5 THWIEZEOT TELBEEEOEVERTH 5,
—DODHFT—2DOMEEEEZRT I ENTEL, —F CIOBERITFEIC RN LERT
bdhD, Vi, ERFOESLEFILTR LN, MERDI DRI FEREIN TS, CDC(T
AV HBEREBRT B Z)E, EYESNA T T2 ) AL TREL L TEDND LIEA
REBICRDZLOLE LTI VU ESELTNS,

o HBMEUARY-L2EREEESE MRICBTIEAEEOAEREISE) . &
KR IR 2 %5

ot h~OFMAM HiiE(antibody) 2> TWS BEZEDHENE U D A
BEOFEME L 2HAE DY & EE(mmunotoxin) & FFIE 5 BB DIFE S
Fo FUBIIB AR TITHEAE T 2 bORBIINTWT, EHITHE L2V A
MRA~EES Z 25,

(2) REEH

2013FED 4 AICT AV B TNAT I « AR KFEFESEOFHROFIZY VU BRBASHL T
DHDEY—7 Ly bYP—EARNRER LR, 10 EFOEFRBERT A by ZEL OBE
W EALST AR TRAINIZD, KIEEOFTITIZEO TR,

2013FEDB5 BIl=a—IF—THDTA T/ TA—ENA=THKk (E) BIOERX
BT AEE RERSFICHT5HEL D (Mayors Against Illegal Guns) | D EIZED
NTELEFELLY I URRE SN,

Q) T

ENROU I F (FHERE) CHERIERY, VUV UrERTHERINZLORKE AR
THRWHRTORSRM, T2, +oRMBUC L > TRIEHLTHZ LN TE S,

2.6.2 HAEER - SHEORARERKER

(1) BEOHRERR - BHECRFERR

2015 4E 2 A RIIE, FDAICHE SN TWA I LU OMHERTLIZ. & 218D EBY T
BB, B, BHEIZOWTIIHEBETO L DITER I N o7,
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6.7V 2> (Ricin)

2.6.3 FDA BEFEHDERKRAREE

FEROBFRRBENE : VY (Ricin) @

This study is a Phase 1, escalating, multiple-dose, single-center study to evaluate the
safety and immunogenicity of the RVEc vaccine.

The two principal hypotheses to be tested are: RVEc vaccine will display an acceptable
safety profile as determined by adverse event data and RVEc vaccine will elicit ELISA
immunoglobulin G (IgG) titers greater than or equal to 1:500 and toxin-neutralizing
antibody (TNA) anti-ricin toxin-neutralizing antibody titers greater than or equal to 1:50
in vaccine recipients.

AL, RVEe U7 F o DREMER L URERMETFMO 7290 Phasel TOERMERY,. K18
#E, BRFZABRTH D,

BESNZZOo0FERFEHRIITRORY TH D, £7. RVEc VI/F i, HFEFLT—
AL - TRESNIZRAELREZE T u 7 7 ANVERRTHATHAH > L, ZFLT,
RVEc U7 F i3V s FUrgBEITB VT, 1500 EdHDWidEi & A%ED ELISA
immunoglobulin G (IgQ) titers, ¥ XU 1:50 LL EH DV iFZ N L FI4% D toxin-neutralizing
antibody (TNA) anti-ricin toxin-neutralizing antibody titers #FEHTHZ L ThH B,

‘ U.S. Army Medical Research and Materiel Command

United States Army Medical Research Institute of Infectious Diseases

| Not Provided

AN

BRI REWREBR WITHFILEHER | FER

Ricin

Biological: RVEc| Biological: RVEc | Biological: RVEc

Biological: RVEc
Other Name: Recombinant Ricin Toxin A-Chain 1-33/44-198 (rRTA 1-33/44-198) Vaccine

Biological: RVEc
BlI#5: Recombinant Ricin Toxin A-Chain 1-33/44-198 (rRTA 1-33/44-198) Vaccine

| Both & ER | Adult
130 EERE U.S. Fed

2011 4 3 A 2011 ¢ 3 A

2014 £ 3 A | 201442 A

| http://ClinicalTrials.gov/show/NCT01317667
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6.V =2 (Ricin)

2.6.4 BREIER

#& 2-81 U v (Ricin) MHERESICET 2 HBEFR

(Hi#) Soligenix, Inc., January 7, 2015
http://www.soligenix.com/pdfs/soligenix_corporate_presentation_01-07-15.pdf

e we 0
Soligenix, Inc. | «  Soligenix DV T 7 F L Th 3 Rivax LA EHOE2E | 201449 A
BT, VU VBRBEOREBETHT DR A T DR ELE
MOBRREEED 572D D&,
e NIH 73$2,470 F O FHiL (2014 4)
(Hi#) Bio Prep Watch, September 23, 2014
http://bioprepwatch.com/countermeasures/medical/soligenix-awarded-contract-to-
] develop-ricin-vaccine-technology/339493/
Soligenix, Inc. | ¢  RiVaxTM-Ricin Toxin Vaccine |ZB3 2528, BEX, RiVaxTM-Ri
e Phasel IZBITHHETIL, BEMEBIOY U IZFEMZHT | cin Toxin
KD induction R S i, Vaccine
* NIAID, 6 Ffich7c5$2,470 K OHiBh& (2015 4) /12015 £ 1 A
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7.5 ) X 2 FEFE (Botulinum)

2.7 Ry RREHR (Botulinum)

2.7.1 \/=E"

(1) %#

APV XARFT ECEEFTICAY ) XAEOBHETELEINDARY U X AERDOER
WEDRAETH RV XARREL, ARICRATIHLRERY U X RESIZHEIND,

BERMZ2KBICBNT, BRARY U XZAHE, BIENAY ) XAFERBETLHZ LT
BINTW5D,

RV U X2AEROBRARZK 6 BFHE T, ER, WTEE, BILEKR T LU TCTRERED
PR EE OBEEZ TR T TITHEREEZ 2725 X 510725, U AN EREZNE L T 50
WARIZE TETT 5, BRAEBHREOEMITE LN,

ARY Y XARBEOBENIEICERZEH TH Y BRINEHE, MK, HEVIIER0OE
REREL, vURNRA AT veA (EPEORE) KL VHBRE - HBEREIND, £, #&
CEEEREREOFH LVREFELHEEFTH S, LVFHFLVFHETIEI PCRRI—ZDK
HZIT D,

ﬁfif_\SO@f/Jﬂxﬂi(Aﬂaﬂ)#ﬁ%mfk@ EDZATHRREELT
WHDPEMDZ L TREOHMCEATIEFNRFERNV EEL LN TED, HlxiE

GHERIIL MIBWTIIEARERE T, EASRIBLICANETERIND,

(2) B

RV Y XAFEOIRE TIX, FDAIZERE SN, BHIZCDC B AFTE DU vHED T
A-OMBRNE LG IND, WRRY U X AHFEIZHEH SN 5 Baxter Healthcare #0 2
flit MEEHER (BabyBIG) IXENMRKBER b oHe, BEINBERE TR,

WARY )X AFEOBE T ETBEE~DOARELAOERBOER LRI L &
BT, B LEFRREDH b @2 ELZREICIERTALERH D, £, IBROED
BEEZZ25 L, BEIECFREERH S,

RYVXABRIINT DIV FUVEBELRVWR AERNBERICHTAEERELFE
THREENS B, VIFU L LTHERENIBRICENTHVES,

B AT OHEETEH ALK T LIV I FUERE 07 T A3KT L,

2B, AU X RAFRBITREMEOER TIERW2 ), BYEOMENIIEEFERETHS T
H5,

16 “Clinical Management of Potential Bioterrorism-Related Conditions”, Amesh A. Adalja, et.,
New England Journal of Medecine 2015:March 5
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7.8 U X 2 #3F (Botulinum)

¥

2.7.2 ®OERMR - PHEORRENRR

(1) EARBER"

PHEMCE EREEITEHEICBWTARY U X ABZOIMNMERS, - SEEOBERIT. Bax
SO—DL ENTVA, KY U XABRICHT BRAERRIT, 2004 310 4L —1 Fik
WCESEHMERENEDLNTEY, 7T iy ) XAHEZE (a heptavalent botulinum
antitoxin) 7% FDA Bl — L OEEEZ T 1=,

Zof, RV U XZAEBERIZHT LEEETHEIL, £ 282 0L 2TEDLNTWVDS,

% 2-82 PHEMCE EESEITRENCIIT 2RV U X A HHR DO

o TRV XZAHFFEFZBAT) OEHERHEE LS., T3
e HIESXPMBIVHE IR MEZETSEAIREBRARY U X RIBEELZBRTS
o RHIMMEOTOOFHEAER T T v N7 4 — A ~BITT 5

IOEDREBIEERICH LT, FMEBETIIUTOL I 2F#HERL TV S,

e NIH: k#RARY Y XARBERT /) 7/ o —F A HEZTMTS, RV U X AhEMR
1ET! A X Phase 1 REBRZK T, AV U X AMFEE B&E, MiEH C&D IO\ T HEE
IRABRERICED 5, MEE F&G EMIIRKERZIT> T 5,

« PHEMCE:CDC D /3— h F— L DWHHD T . RNV U X 2AFEE H IOV TEHE,

2) BEOHHERR - BHEOHRIKR

2015 4F 2 ARIME, FDAICHEINTVWARY VX ABZOMPEELIT, & 2-830
LBV THD, BB, BHEIZOWVWTIIHEFETOL DITHER I N7,

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