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7.8 X 2#FEF (Botulinum)

# 2-83 FDAICHETOMPMEERLOME : RAY U X xEHE (Botulinum)

Cangene Corporation

@ BV TxFA=TIAEK @® DynPort 7 7 F v
B4R (Investigational 71w 23=— [rBV A/B]
Recombinant
Botulinum Vaccine A/B

(rBV A/B))

# 284 FDAIZHEFORMNMEREL—E : AV U X XHFE (Botulinum)

Jx—X

¥y

LilEmEmE e et

D Jx—2X3§

DynPort VI F LA/ =
—LLC, A CSC Company

BV A/B BEZRACET B REFMABARY VR AT 7 F> (rBY
A/B). RAet - HHIERER

Tx—R2 | HYTHN=TMARELR | BEFEARzEY Y27 sF |BRSMAY VXA XY A FTRELEEREICET 28EFM
HBEEZARY IV XRAUZF o (xBV AIB)DEeM, ZEE, BLU4&
(A/B (rBV A/B)) B E MR
©) - Cangene Corporation Botulism Antitoxin Heptavalent RYVXARABREEAL TRRLEBECBT 2 Z2MES LT
| B B4 0 B8R

(A,B,C,D,E, F, G - (Equine)
(BAT®)

109



7R Y X 2 #ESK (Botulinum)

2.7.3 FDA HEEHPOBERARME

* 2-85
NCT No. NC

9403 , Pha

FDA ICHETOBEKRKABHNE : XY ) X2FEFE (Botulinum) @

| This Phase 3 clinical trial is a double blind, placebo-controlled, randomized, multicenter
investigation of rBV A/B in male and female healthy adults 18 to 55 years of age.

| BT rBV A/B O

18 WA b 55 ME TORERBAWHREICK T D, “EER, 77 AR, EBES, S

| DynPort Vaccine Company LLC, A CSC Company

| measured in serum after vaccination.

Currently, there are no licensed vaccines or pre-exposure prophylactic medical
countermeasures available to provide protection against botulism. The rBV A/B is under
| development to provide protection of adults 18 to 55 years of age from fatal botulism
| caused by inhalational intoxication with botulinum neurotoxin complex (BoNT) serotype
| A, subtype A1 (BoNT/A1) and botulinum neurotoxin complex serotype B, subtype Bl
| (BoNT/B1). Volunteers will not be exposed to botulism. Protective antibody titers will be

| W rBVAB BB SN TS, WREBRY U XAFRIZRET DI Lidav,
|\ U FUoBREHONEFTRIESNS,

VBRE, AV Y XABRZLOHHETIEDIERTEIRAT 7 F b WIXRERO TR
B IXTEE L2V, botulinum neurotoxin complex (BoNT) serotype A, subtype Al
| (BoNT/A1) % LU botulinum neurotoxin complex serotype B, subtype B1 (BoNT/B1)% %
| AL Z LIC K2 BMERRY U X AhEND, 18R D 55 RE TORALKRET D

EARCTITESN

It AFBR

| SR, 7 7 b b A EREREED)

| EfRBL REM - BOMREWATRM LA, FHEM,/ ZEER(EH, Caregiver,

| Botulism

| Biological: rBV A/B| Biological: Placebo (USP sterile saline for injection)

* Biological: rBV A/B

| 0.5 mL dose of rBV A/B (40 pg) given at Days 0, 28 + 5 days, and 182 + 9 days
| +Biological: Placebo (USP sterile saline for injection)

1 0.5 mL dose of Placebo will be given at Days 0, 28 + 5 days, and 182 + 9 days

| +Biological: rBV A/B

| rBV A/B (40 ug)0.5 mL % Days0, 28 = 5 H, 838X 182 = 9 HIckE
| -Biological: 75 (USP sterile saline for injection)

Placebo0.5 mL % Days0, 28 = 5 H, BXO 182 + 9 BlItHE

| Both KRE | 18~55 %
| 6174 [ Industry

|1 201349 A

2013 11 A

| http!//ClinicalTrials.gov/show/NCT01940315
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7.8 ) X 2#E# (Botulinum)

# 2-86 FDA

WCHEROBREBRNE : AV Y X2EHE (Botulinum) @

72 F 2 (etBV AIB)DE LM, BEM. BLURER
Study rBV A/B-CL-001 is a Phase 2b, 2-part, open-label, uncontrolled study to evaluate
safety, tolerability, and immunogenicity of a single dose of recombinant botulinum
vaccine A/B (rBV A/B) for the production of BabyBIG in volunteers previously immunized
with the pentavalent botulinum (PBT) toxoid. This study is designed to determine
neutralizing antibody levels for botulinum toxin types A and B in healthy subjects who
were previously immunized with the PBT for occupational protection and who receive the
rBV A/B. Subjects with titers of the neutralizing antibodies against the toxins would be
candidates for plasma donation for BabyBIG production.

rBV A/B-CL-001 #F5Eik, 5 iR > Y X XEHRPBT) IZ/4& L2 HBEIC8 T BabyBIG %
BT 512H72 Y . recombinant botulinum vaccine A/B ¢BV A/B)—[E& 0EL£tk, AR
M, = L CRERMEEFMET 572D Phase2b, 2-part, A —7 7L, EGBIFETH
D, AL, PBTICRE L, £ rBVAB 25 LBELFREICBVT, ABRBIW
B BARY ) IABBROFFFELNVEEDDLHHEI N TS, RY U XABRICHT
5 PRGUAD Dl % A4 HH5E1Z. BabyBIG Ol ORI & 25,

California Department of Public Health

Not Provided

AR

Endpoint Classification: Z& - FZIMEER | Intervention Model: BEF | EEM

Botulism

Biological: rBV A/B

Biological: rBV A/B

rBV A/B injections will consist of a single 40 pg injection of total antigen (20 pg of Antigen
A and 20 pg of Antigen B) adsorbed to 0.2% (wt/vol) Alhydrogel™, in a total dose volume
of 0.5 mL. The vaccine will be administered by intramuscular injection in the deltoid
muscle, preferably in the nondominant arm.

Biological: rBV A/B

rBV A/B injections will consist of a single 40 pg injection of total antigen (20 pg of Antigen
A and 20 pg of Antigen B) adsorbed to 0.2% (wt/vol) Alhydrogel™, in a total dose volume of

Both

Adult | Senior

83

Other

2012 ££ 10 A

2013 £ 2 A

2014 12 A

2014 £ 1 A

| http//ClinicalTrials.gov/show/NCT01701999

111

203



204

7.8 U X X#EF (Botulinum)

# 2-87 FDAICHFETOEKRRRNE : A Y X 2%E% (Botulinum) &

| NCT

- NCT02055183 Phas

The purpose of the Registry will be to evaluate patient safety following Botulism
Antitoxin Heptavalent (A, B, C, D, E, F, G) - (Equine) (BAT®) administration in adult
and pediatric patients with a confirmed or suspected exposure to botulinum toxin. This
Registry is intended to serve as an active surveillance system to further assess the safety
profile for BAT® and to quantify the occurrence of unexpected adverse events, given that
the current safety database is considered too small to reliably identify unexpected risks.

Registry ® BEJIZ, LFTORY U X 2H#ESE 7% Botulism Antitoxin Heptavalent (A, B, C,
D, E, F, G) - (Equine) (BAT®) %, A Y X XHHE~DBREDHERD D VIFEDLN D EAR
FOWNRBEA~EETIROZEGRZTAMT I LIH D, BITOE—TT 4 « T—H~—
APRNETETHERCTFHLEWI R ZRETERWVWI L EEE L, Registry X, BAT®
DREEET O T 7 AN EEBIFML, FHLARAVEERORELZEELTSED, —x
AGUAVATLE L TREERETTETH D,

Cangene Corporation

Objectives: The primary objective of the Registry is to estimate the absolute risk
(incidence rates) of hypersensitivity /allergic reactions, including serum sickness, febrile
reactions, hemodynamic instability, bradycardia, and other serious adverse events in
pediatric and adult patients who are administered Botulism Antitoxin Heptavalent (A, B,
C,D, E, F, G) - (Equine) (BAT®).

The secondary objectives of the Registry are to:

*Evaluate the safety of BAT used to treat patients with a confirmed or suspected
exposure to botulinum toxin.

* Collect and summarize clinical outcome information in patients treated with BAT.
+Validate the design of a patient Registry to be implemented in the event of a mass
botulinum toxin exposure scenario.

Subject Population: The base population will include all patients in the United States of
America with a confirmed or suspected exposure to botulinum toxin who are treated with
BAT. There are no age or gender restrictions.

Sample Size: The study size goal is enrollment of a minimum of 100 patients into the
Registry during a 3-year recruitment period, including at least 10 pediatric patients
under the age of 17-years. Enrollment into the Registry will be closed once the minimum
sample size has been achieved or after 3-years, whichever occurs last.

Registry Location: Any hospitals /facilities treating a patient with a confirmed or
suspected exposure to botulinum toxin who was treated with BAT from the Center for
Disease Control and Prevention Strategic National Stockpile or State stockpiles are
eligible for participation.

Registry Design: Noninterventional, retrospective, observational phase 4 patient
Registry.

All patients treated with BAT will be asked to participate in the Registry; the data
obtained aim to better define the absolute risk (incidence rates) of hypersensitivity/
allergic reactions, including serum sickness, febrile reactions, hemodynamic instability,
bradycardia, and other serious adverse events in patients that are treated with BAT due
to a confirmed or suspected case of botulism.

Clinical outcome data will be collected and summarized to further evaluate the safety of
BAT, in patients treated with BAT due to a confirmed or suspected case of botulism.
Assessments: Data will be collected from treating physicians and/or health care
professionals involved in the care of BAT treated patient(s) using Cangene's Botulism
Case Report Forms; Form 1-Initial Case Report Form; Form 2-Follow-up Case Report
Form.

Form 1-Initial Case Report Form will collect baseline patient demographic information,
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7.8 U X 2% (Botulinum)

including; treating physician(s) and facility; time and date (or presumed time and date) of
exposure to botulinum toxin (f known), relevant medical history including neurologic
impairment, respiratory and cardiac conditions, and known allergies; clinical signs of
botulism at presentation; supportive care, intensive care unit and mechanical ventilation
use; concomitant mediations; monitoring details pre- and post-BAT infusion including
occurrence of hypersensitivity /allergic reactions, febrile reactions, bradycardia,
hemodynamic instability, anaphylaxis and/or serum sickness and information on
inadvertent overdoses, medication errors or no drug effect whether or not it leads to an
adverse event.

B 89: Registry ® B#9ix, MER. BVERIS, MATEIRBREE. BRIk, £ L TRV U XRH
#3% Botulism Antitoxin Heptavalent (A, B, C, D, E, F, G) - (Equine) BAT®). 2 #5 &7z
MEBLORABRFICRBIT 2EARFEESZEFLBREE 7 VX —RISOHEREYR ) R
7 (RAEE) 2TRETHILICHD,

EINER:OR

ARV V) XRABR~OBREPHERD D WVIXRON D BEOIBFIER SN S BAT 0Z&ks
FHET D &,

‘BAT R L7cpR A2 Z T BFORKEREREINEL, ENTDIZ L,

ARY U XRABRANRE LORTICRBW T, BED Registry KB IND Z & 2HEEILT 5,
BB EARMICHERE L. AV U XAERICEE L., BAT 2HEH LEBRELZZ T KED
HoWDHBENRNGL 2D, FEOMHERORIRITEN,

FUTNYA R BIEE T DL, 3EMOY 74— MIRIZ 1004 (17 LT D/
RBEZRRKI0L4ET) OBREEZBHTIZLTHD, VYV INOR/NEBEITER S NIZE
A, b LT S ERIL, AEG~ORFII—EELIND,

BEBIT: RV ) XABR~OBRBEIERHIWVITRLNL2BFICRH LT KREETHE
v 7 —OEBIEEEZEZ (Center for Disease Control and Prevention Strategic National
Stockpile )& D VMIM DEED LD BAT 2ERALZBEEZIZEZTH LD HHEER LN
ERHE,

ZEEHE: NN, HBAAE, BEMNBEEHEPhase 4),

BAT #fFf L7-18E 22T -2 TOBEHEIL, Registry KBEFT AL H5KkDbN5, WEXN
T —#3, miER. BMERS. MITBIRBARELE. RIK. T LTARY Y XAFENERD D
WD DI BAT I L B2 Z BB IR 2 MOFEER L ETe, BEUE 7
LAF—RIGOHERE R Y X7 (BAER) 2L VAR TI-DIERsLS,

RBY U RXAFERERDDZWVITERDNS =HIC BAT L AEEEZIT - BE BT DK
FERT— XX, BATOZEHEZIDICFHETA720ICESN, FLHLND,

;5 —# %, Cangene's Botulism Case Report Forms #f#f L. BAT 2/ L= BH&
IR H D EMCERBEGBENDIEIND, Form 1 Initial Case Report Form T
D.

Form 1-Initial Case Report Form /&, baseline patient demographic information % X239
B, IBEEToLEMBIUHE, XY U X 2BEZ~OBRED A K, neurologic impairment,
respiratory and cardiac conditions, and known allergies % & TeBERE, BEFFOERY
U X AREFOBKRSE, #HEEE EREE - ADFRBOER, SFRE. #8UE 7
XF—i, BWERR, #®AIk, MITENEARRE, 774 7% —, HHWVITEL, WBERD
REFEEEL, BATBREHEOHEMOET=F ) VB I OBEKICL 2 EBRIBE, #EIX, b
DWE, FEESEFEEILAEMPEDICELLTERIBDREREE LR 2 LICET
5 ER,

BLEEHTSE

Observational Model: Case-Only /% A &

Botulism

Not Provided

Both Child | Adult | Senior

100 Industry

201441 B 2014 4 10 A

20184 4 A | 2014 £ 12 A

http://ClinicalTrials.gov/show/NCT02055183
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7.8 U X 2% (Botulinum)

2.7.4 BEEER

AV Y XA%HEFE (Botulinum) MEREMICETI2HERFR (1/2)

“';,‘?ﬁ?‘ e

A%
IBEFER

SIGA
Technologies,
Inc.

o HIRSREI ST-246 D% HIERFE T DBEZ,

*  SIGA Technologies #iZid, IR 5 4/ T 170 FiRE S — N5
D ST-246 Z 4G5 2 & AP TV 5,

*  ST-2461X. BARDA iZ X 3 Project BioShield %@ U= &#I D
RKABBEHR VA NVAETH D, FDARRBHPFE, JEREEREWN,
EHROEIEET A M50 hBLUEYHERICLD
Phase III Z2MRER % & Te ST-246 DO E KR BB AZN
DHRTH D,

e  SIGA Technologies 1%, the Pandemic and All-Hazards
Preparedness Act of 2006 {Z L > TER EHTWA/NEHARERD
HALHEET D,

* BARDA 2$4.43 EDO Tk (2011 4F)

(tHst) Bio Prep Watch, May 17, 2011
http://bioprepwatch.com/news/barda-awards-smallpox-antiviral-contract/24585
2/

ST-246
12011 4E 5 A

Cangene
Corporation

e  AERATF vz, Cangene the DRV U X AERHERN
TTITPNBEbDTHS,

o RVIVXAFERDOT IUANY — « 27V 2 —UT 2018 FEFE T
EEEND,

*  BARDA M¥4ERIT$6,100 FDOFEL (2011 4F)

(H#) Bio Prep Watch, June 6, 2011
http://bioprepwatch.com/news/barda-to-exercise-option-on-botulism-antitoxin/2
48073/

201146 A

XOMA, LLC.

o b MRV U XRBRIZHTIEHIRNET ) 7 o —F L HiikiRERE
ZBRT D004,

o REEIIAYVY XAMBRERMEY CBLUD ZxzgL L,
C/D and D/c hybrid toxins #Ff1 &85 Z & #HF I TW
Do

o [ENT LK — - BRYLETFFFTNS$T00 T OTE (5EHZRET
12$2,800 5 ¥ CHEEEDATREMEDH V) (2011 )

(H{#) Bio Prep Watch, October 17, 2011
http://bioprepwatch.com/news/xoma-awarded-contract-for-botulism-antitoxin/2
78171/

201141 A
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7.8 VX 2 &FF (Botulinum)

RV Y X2EHR (Botulinum) MHERERLICET 2 HEFR (2/2)

mE

AL
IBEER

Emergent
BioSolutions

¢ SNS (BEEHEZEMKE) Txt LT BAT 200,000 F—X{&ia4
DEHR,

¢ BAT (Botulism Antitoxin Heoatavalent (A,B, C, D, E, F,
G)-Equine) 1¥. A,B,C,D,E, F #LC GHEY I X 2%
BREADOBRENEDOND, HDOIWVITENDFHER SN BE I
THHRBIERASNA O E LT, 20134 3 AKEIZBWT
ARBEZIT T,

+ BARDA #'$3.62 EOTHI{L (2013 4)

(H{#) Emergent BioSolutions 2013 Annual Report, February 21, 2014
http//media.corporate-ir.net/media_files/IROL/20/202582/705070_Emergent_A
R.PDF

BAT
(Botulism
Antitoxin
Heoatavalen
t(A,B, C, D,
E, F,
G)-Equine)
/20144 2 A

Hawaii
Biotech, Inc.

o AREKIZWTC, Hawaii Biotech #hi%, BIEERREBE CIEMHZRL
TEREFORAY ) X ABREEEEMEZUREI TS, BHDH
B, BAEESABICBWTERTE L5, "M FT A
FEVT 4, BEM. TLTEZEEEZRLEIEDIZLITHD,

* DoD 73$550 5 DFHA (2014 )

(H#1) Bio Prep Watch, March 7, 2014
http://bioprepwatch.com/countermeasures/hawaii-biotech-receives-dod-contract

-for-anti-botulism-drug/336344/

20145 3 A

Montckar
State
University,
UMass
Dartmouth,
Ossianix
University

o AVYXAMRBRIISEICET D, LHREFRICHT LR
#J, US Army Medical Research Institute of Chemical
Defense (USAMRICD) collaborators & 3R TEIT XN 5,

*  DTRA (Defense Threat Reduction Agency) 7% Montckar
State University ($2,515,123). UMass Dartmouth
($2,876,104), Ossianix University ($1 Million) » = FHIZ
FH (2014 4F)

(H#) Bio Prep Watch, February 25, 2014
http://bioprepwatch.com/countermeasures/dtra-awards-three-contracts-for-bot

ulinum-neurotoxin-research/336160/

20142 A
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3. FEDH

ARETIE, KEICBWTAYT BICAN b5 THRIEOEVRREZ RS L LT, B
FREPICH DXFIERES - BEEORBRIICOWVWT, HFRINE - W EITo 72,

REBERFL L 2> TRESN TV IAREAMMERLFEEE (PHEMCE) ©
BRETHE TOLREN TS LY I BEROBEICEZELRIETH LD F— Foh
TH A EBICRATRERBRE~OERNISKICOV UL EREN TV ERIRIZH 5.

Bz, SEAENS & LEFREREEICOWTE, SHEEROBRRECHEE, BXED
BEENOEEEORVER L L THHEN BROICHRBECLN TS Z M) R
2B,

EHEEE LT, 204 EIET 7Y I THRIT LR 7RI OV TiL, EAH
WCFELSN T A, BRABRL Y hUV—2 0V Y —2 2T 57 ZEMRIES
LTW5B, 52, KEBRFRZ 1 — Vg BRI AES LR U, RE R ERARAER D&
REWETIHELERLE 2o T N5,

EFELFEROF ML LTI MOERES TEEMENHER SNV TV HEFNCBIT HREWN
BMEOHERBEICL > T, BHAEEEZIERT AR H D, iz, BEICED X iERL D
HDRREONTIE, 4774 aX e TTF 5 5REDRonsd, BEMICE, Fik
AIRRIEEEANIE 2 AW FUROBRAELSCHEDFIROERS OBRRRBRN EE X h T
%,

KE T, AREEGEREELREZEFTE (PHEMCE) OMIEETEHHEICEB VT, BEDH

REREGEERLIT SN, FEREICEST S EELZER LTV AHIEFTR O EMAES
HIEEOICEBTA VAT ARDDH LT, BEEMBEINTWVWA I ENHEEIN D,
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& (aER%)

Development Authority (BARDA)

United States Department of Health and fREEAE

Human Services, HHS

Assistant Secretary for Preparedness and ERIERETISRE# R
Response (ASPR)

Biomedical Advanced Research and AR F SRR R R

Centers for Disease Control and

Prevention

IR FRiR R #— (CDC)

National Institutes of Health (NIH)

= AT FERT

National Institute of Allergy and Infectious
Diseases (NIAID)

ESLEARTTERT EL7 L — -« RYYE
WHIERT

Food and Drug Administration Home Page

BamEREMR

US Army Medical Research Institute of
Infectious Diseases

oK [ e R Y R ST ST

The Public Health Emergency Medical
Countermeasures Enterprise PHEMCE)

AREECHERLTEZESEE (PHEMCE)
BRRG AT RHE
MPHEMC & 50#k
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BEAEFBRENTERLE (BRBEER ISR
EZREGHARE EHHEEOQ)

H¥NA FTF 4 T 2 AP VR T A~DE

HYUELE MR 8 DRRNEBRKFEREER
BYE EE B ENARERBEEREAEEET AR LEEEMEE
ZH T EEKFEFEEDIEETEE
REFE Mk —REEEA B AREEMEAE C S
MW E B Bk BRENEBRKEREz ALY b (FREERE)
Wl Y~ BUPEIEGRESHBE S 2V T ) — & —
T ®E HRRES ) CUHRASHRIER LR ERTE
#%iE EH HBRRXEHEZE~VAS T DNARBRE Y AT LABETTE
=E EE BRREHEZ~NATFTHDNAREY AT LRRHLIN—TE
Alan L. Jakimo 7~ 7 A b 7 EERFESEHS

MREE

2001 EDORELET 0 L FNICHE RIEBEBEAEHLURE, KETX, £9
TuMEEGRONERRBICZEOEENRFE LN TE R, RFFEOEY
%, ZEOEETED LN TV AKREOCAYT ot AERMFICERE 7 2
75 KB T HERERE, kT ot 2B L OVEERNRERIEO S ER Y
WCHEDIBRENOESE, EHFOMREEIZLTHD, BENDIE, &
FHELZONHEHEEBLUOCFOMOBFEENSML, EEEIOB IV
QLBEEDOHIEHIZOWTERTHREIT-> T, 5% OBERELIEMOL
RWFFEDRREME 2R 5 5 2 TOFRARERE2ET-,

A. BrEEEH

2001 FEDRREZET v & ENilH< RIE
EEEEMHLURE, KEIZBWNTEYT 2R
DRI HEE SN TE 2. 2001 FEIZ 6 (&
3340 F RN ThH o EYT axtFEETFE
1, BWEEFEITIT 40 f& 9550 7 K/UICE T
ERoTns. KEOAEYT utHilEEK LD
WEBRRIL, ARBAMBEINEERLEE
(PHEMCE : Publ
ic Health Emergency Medical
Countermeasures Enterprise) & V9 AFERY
IRAF—ADIRNT, EHLNTND.

KEOEYT o RHERER OISR REIC
BOWTERFEEZE > TOWB0I, % - EsL
B Yu E BWF FE BT (National Institutes of
Health : NIH) D2 « EIL7T LLF— - Fg:
JEAFZEEF (National Institutes of Allergy
and Infectious Diseases : NIAID) TH 3.
RKEEZBERABRCREOKREBAEITIIE
(XOBEENRVELRAN, KETIE, £YE
HEMATIEBE 3 S (Biomedical Advanced
Research and Development Authority :
BARDA) #EBU T, 0D X5 RHFFHE LT
5 EEITHRAEN T SH TS,

IO BN, ZEOBEETED LN T
WAHNKEOEYT axtERLERER T
07T AT B AR, Sk ek
BLOEBENREIEONER D5 E

RENPOER, BEFOHMREHELIZLTHD.

ARG, ABEEEOSHEFRES LV
2 DMOBIRENSML, E¥HEAOB LV
QL BHED b B EEIC OV THE REHETT
5T, A% OMFEIBRCERTFIO THE
MEBET 55 X TOERBEREBS -
LEBEETS.

B. WFE5E

TR ALEELIEIERER DT
KORE - RLEERTDTZODHKDH
OIS L LTiE, 2006 £ 5 ADE
10 Bl ABZETEREES TAEINE
(Z4 - BROLBFEEFHB A =T F7
(Framework Initiative for a Safe and
Secure Society : FIS3) | 234 5. FIS3 @
HhE, 2013 FEFETIZEFHT 7T HDORAKA
FAANAATTFT 4 T2V AR T L
DEEENZ. BETEOVVRY T AD4AE
B - EE EIT o T ARAOBEEEL, AR
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OWFFEAREH DTN TH 5.

A D THKNA AT 4 7 = AW
R L (AR PT L) |, Ok
B & NIRATE R 29 CRME S durz. REM
DIEENE, BIEEE CLFE L <, NAID @
NAFT 4 7 = AWFERE T D Ernest
T. Takafuji K23 WHi=. RIKO ZRAIC L
-°C, NIAID DHFFEFTNG b 7 L L OF}
FENBIMT D& Elpodlo. T oM, R4
EukE  (Department of Health and Human
Services : HHS) o H% iy ¥ fif ¥k B i &
(Assistant Secretary for Preparedness
and Response : ASPR) , BARDA, £/ EIES
J& (Food and Drug Administration : FDA) ,
BILUOEHBENLLEZ OBEBENRZML
7.

TR EORE, SEOAKT R T A
T, TR A Y A L2 & BRI

By A ZE ol HilBy A L AT

IV LR 5 e & OPREFEmIZ X - T,
AT B NTIEYeS 5 120, BN IR A
e 3 AW A E R s S NG 51 £ A N A T
B EEEZIC V. L, BFERNEL,
TEPREINHESL S TR W20, a0y
WWIRELZ 525 L W0W) B TAEY T v icfE
BENBNNHD. Fi-, Bl 2
B, ZT7 Y VORECHAT A LN TE
X, e EMERIT e D &V D BRG &
5.
2014 FENPLOWT 7V HIZBITATRT
HIEADT o N7 VA 7 22T T, 3IET
IXEELOMFERENBDICED BN TE
Jo. BRI, =R HMEY A NV AETRDY
HHZEDTEDWEBREN RN, KE
EDOMNEROBRIIBWO CTHERETH D
EWZ A, BTV UORT T AT, BARMEND
LARZFHEEOSHFEE, =R 7 HMED
TRIEIECRWHEOIZER R I b 5 BRE,
BEOEAFEEOELELRENBML, &
IR EITo 7.

(BT~ D ECLFE)
AREWERRETHERST 7 — b
EXToTELT  MEE COREZ FEL
BEETHEEITIEY, AEORME L, EHO
BNDH DEBAIRBEROLHDOH Y FiZ
IIEEICEEEZL D,

C. WroEfR
TV B ERIRERNIR L,
1. BRI URYULELIHRE
£, KEMEIZ2S, NIAID OBIFIETH S

Hugh Auchincloss Fis 22 UVHHS @ ASPR @ k
RS TH D George W. Korch KD B4
DHREOH L, KFEFEE TH S Ernest T.
Takafuji KL RO A0 BEIZDON
TERBD -1, 2O HCIE, RS 08
B GURE DO K & 2 OFRIZO>W T DR
DA F O SR B O RS AV T iR
e ENEENTWD, BAMD S, BRI
EPE ROV NS D% & LT, ENLR e
B e O R MR S L FRE R A B
7.

ANz, JEASWE OB KLIKIE, BAR
DA FEF 2T 4 BORO Ry 72 55 M
PEIZDWTHER U7z, BT, SREENS
H A PR SEWFFE B 8 i (Japan Agency for
Medical Research and Development : AMED)
Dt LT, ERESB OO D DG L
BREENDZ LR >TDH. TDXH 7%
ZEAbas, PR - B BURYME T R IC 5 2 D
[ZDWCRENZ. JUL, BEASEE o
R IRE, =R TRk 5 A ARBUR O Xt
ROBEBIZOWTHBAEITV, 5% OB XK
WA OFEMEICOWTHE R LTZ. HWT,
[E SRR E R R R OB BRE M KIL, =R
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U.S. — JAPAN ANNUAL

MEDICAL BIODEFENSE RESEARCH SYMPOSIUM
THEME: “EBOLA AND EMERGING PATHOGENS”

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES (NIAID)

8:15-9:00 a.m.

9:00 —9:10 a.m.

9:10 — 9:20 a.m.

9:20 — 9:30 a.m.

9:30 — 9:50 a.m.

9:50 - 10:00 a.m.

10:00 -10:20 a.m.

NATIONAL INSTITUTES OF HEALTH (NIH)

5601 FISHERS LANE
RoCKVILLE, MARYLAND USA

FEBRUARY 12-13, 2015

AGENDA

THURSDAY, FEBRUARY 12

Registration in NIAID Front Lobby

Welcoming Remarks
Dr. Hugh Auchincloss, NIAID
Dr. George Korch, HHS

Introductory Comments and Introduction

of U.S. and Japanese Participants

Dr. Ernest Takafuji, Professor Tsutomu Takeuchi,
Dr. Tomoya Saito

Goals and Objectives of the U.S.- Japan Medical
Biodefense Research Symposium
Dr. Ernest Takafuji and Dr. Tomoya Saito

“Remarks from the Government of Japan”
Mr. Akira Tsugita, Japan Embassy
Dr. Yui Sekitani, MHLW

“Japan’s Policy for Ebola Virus Disease”
Dr. Keishi Abe, MHLW

Q&A

“Challenges in Medical Countermeasures and
Preparedness for An Ebola Outbreak in Japan”



BiREHR

10:20 - 10:30 a.m.
- 10:30 —10:45 a.m.

10:45 -11:15 a.m.
Laboratories”

11:15-11:30 a.m.

11:30 — 11:50 a.m.

11:50 — 12 noon
12 noon — 1:10 p.m.

1:10 — 1:30 p.m.
1:30 — 1:40 p.m.
1:40 —2:00 p.m.

2:00 —2:10 p.m.

2:10 —2:30 p.m.

2:30 —2:40 p.m.

2:40 — 3:00 p.m.

3:00 - 3:10 p.m.

3:10 — 3:30 p.m.

Dr. Tomoya Saito, National Institute of Public Health
Q&A
BREAK

“Ebola Research at the Rocky Mountain
Dr. Marshall Bloom, NIAID RML

Q&A

“Recent Advances in Ebolavirus Virology”
Dr. Hideki Ebihara, NIAID RML

Q&A

LUNCH

“Infection Control /Management Issues with Ebola
Patients)

Dr. Tara Palmore, NIH Clinical Center

Q&A

“Ebola Vaccine Efforts”
Dr. Nancy Sullivan, NIAID VRC

Q&A

“Research with Viral Hemorrhagic Fevers at the
NIAID Intramural Research Facility (IRF)”

Dr. Peter Jahrling, NIAID IRF

Dr. Lisa Hensley, NIAID, IRF

Q&A

“Overview of NIAID DIR Ebola Projects”
Dr. Joseph Blaney, NIAID DIR

BREAK

“NIAID’s Research Efforts with Ebola: An Overview”
Dr. Michael Kurilla, NIAID DMID
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3:30 —3:40 p.m.
3:40 - 4:00 p.m.
4:00 - 4:10 p.m.
4:10 - 4:30 p.m.
focus
4:30 — 4:40 p.m.
4:40 — 5:00 p.m.
5:00 — 5:30 p.m.
8:15 - 8:30 a.m.
8:30 — 8:50 a.m.
8:50 - 9:00 a.m.
9:00 —9:15 a.m.

9:15 - 9:30 a.m.

Q&A

“Rapid and Simple Detection of Ebolaviruses”
Dr. Jiro Yasuda, Nagasaki University

Q&A
“Challenges for Personal Protective Equipment in

on Ebola”
Dr. Yukiko Nakatani, MHLW

Q&A
“HiPSC in vitro Assay System for Biosecurity”
Mr. Takashi Inutsuka, Pharmacologial Evaluation

Institute of Japan

OPEN DISCUSSION

FRIDAY, FEBRUARY 13

Registration/Introductions

“Pathway to Medical Countermeasure Strategy and
Requirements (MCSR)”

Richard Jaffe, ASPR

David McClimans, ASPR

Q&A
“Overview of Current International Collaborative

Research Framework of Japan on Ebola Virus
Diseases”

Ms. Yuki Maehira, St. Luke’s International University

“Development of T-705 (Favipiravir) in Japan and
Current Agenda for the Treatment of Ebola Virus
Diseases”

Mr. Koichi Yamada, Toyama Chemical Co., Ltd.
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9:30 — 9:40 a.m. Q&A

9:40 — 10:00 a.m. “R&D Efforts with Monoclonal Antibodies for
Treatment of Ebola Infection”
Dr. Yamashita, Kiyowa Kirin Company

10:00 — 10:10 a.m. Q&A

10:10 — 10:30 a.m. BREAK

10:30 -10:50 a.m. “Detection tool for Ebola viruses and other biological

agents”

Mr. Masayoshi Takahashi, Toshiba Cooperation
Mr. Hiroaki Goto, Toshiba Cooperation

10:50 - 11:00 a.m. Q&A

11: 00 — 11:20 a.m. “BARDA Update”
Dr. Gary Disbrow, BARDA

11:20 - 11:30 a.m. Q&A

11:30 —12:00 noon DISCUSSION & SUMMARY OF SYMPOSIUM
& FUTURE PLANS

12:00 noon END OF SYMPOSIUM

219



FEAEGBR A REEE (BRIEERLMEFE)
ZREGHRRARST EBEEO®)

NAFEX 2V T 4B TEEMICHARE TN EBIESHREES IOV TOEBIKAIRRS

HUEEE A 8 ERNERKFESEER
R BE  BAREEFERAETT SRS

HEH wE B EREERR I ERAEE BT ER LR EEEE

MEEEy E(BHEEO, @, OL2mELEE L, FEEEEZHE 2. ENTELE
BB T RE D ELIBERES 1T OV TORKHRE LR LT,

E—Z, AT oERFOBRRE L L, MEOEE A T4 THY, R
KR TH>TH best available & L THARFIZIIFERZHREL D 0EEL - UV F
NTONWT, BNTOBRKRBEEAEDDZ &, HAVIEFNEEEICAFAEEREH
EITHZ L, o, BERBRARICENEZERHED 7 L— 2T — 7 OF CREBIZER
THERGIZERL TR MLERH D, BEEL LTUIE Y BEIZEWE Z A THREN
OREBIZARI V==V FTMTZ2HERRD BN 5,

Eolr, BEL - ZWMEORLTIA VEREEDD LTOMEAL 75 L LT,
EN® BSL4 AR BEII LA TH D, BT COBTHRICB W T, WIAE
R L OB R EEREAOBERRA R TH D, Fiz, BSL4FEBREREE
WL DERROBENFEHTH 5D, EIFFREE L OFEEIZBWTIE, BRYERLER
BRI 21T 25 & 5. VB 7 4 —)V R CORRMIZEH /1 2 BB I AN T EE K
BERATHD

BT IPSHERA & WV o T BTN 2 VE R L- EHIB RO BB R R IEO N, T *
2 VT A DHFTCOISAERFTRETH D,

A. THEEB
YHEEOD, @, QICLPMETEE X,
R LD =— B LURFE - ZHifFe — XD
FEEEBLZD AT, FEBETOEEDOY Y
—ADEEEDOFROLEEE 2729 2T, BN
TEEMICERE T REIBIESCIRBEREEC
DWW TOEIRRE 21T D,

B. Wf3EHIE
E(EBEHO~QODOBREEZRIEL, TLENh
TIRESNZHRERCOHEE=—X, MEAEY
BFE 2 SHEEDO=—XB XU - Hiif
—ZXDOWFHEE LI LT, BEEZRE LI,
BEORHICHZ > TiZ, WHOERENIZBIT
HTAR T RIS A RAGRER S AR
HNEART T A - BMREREHER
(INSERM) & @ =R 7 H BRIz 230> 5
HFEMFERESZE, KBV~ o DCTH
N REBREDFEENNA AT 4 Tz
ALHE ALY RAVEBITHTRTH
MBI AR D EE S OFAEICET
L&Y  BSL4 ERICBIT AFFEOE Y
FA, KA - m~L b oy RFFEFT &35
LTORLF T RICET2MERY &
DFERZINE L THRET LT,

(REEm~DEE)

AREW R ETHERST U 7r— b
LETHoTE LT MHEE COEE % FFE L
ELIHEHITIEN, REORKELE BERO
BB H M2 BEROREOH Y HiZ
EEICEEZ D,

C. MR

¥%ITEE 1 T3, RBE, WA, VA LA
MEHIMEY (AR ZHmE T A VAR, v— T
WTTANAR, TFoHFTALNR) [ U,
RY U X RAEBERIZOWTERICER TR

SRS - IBRIEE R TRE LB A ORI,

EBER 2 TR KEDO AL P —_A T
Y AKENZOWTHEEIT-o 7, T/, #5
HE 1 THEOLNEZELENICREFTXEHER
&« FBERICOWT, ZWE, EICKEIZBIT
HRMEERBORFE A 7T 4 OREEN
RREEZToT, £L T, BRIZBITH4Y
TuRBICEAL Y AEA] U7 FURRES
PHEERICMTERNEEERRESL L
T, BSL4REEREREMEIC X 5 REEER
RICEET AHE, BB A VA DOREED
27 Y —=v FFRE, IPSHIIEZEA LA
7)== T REORFEITWV, BENOBE

221



222

Xy 2T AW TR A 15T,

WA 3 Clk, kEE TRHAAL AT 4
T AWGE L IR T T N ) AR L 2014
ENHTET 7Y I CHAT LT AR T i 24
KR A Ry & U 72 B - WFIEIC DWW TR AR
HaaAT o Jo, A CRMENE, WAL vt
AR OV EE I 2 RGO NG e Bl b B
BELRF 70 & R T O 0 R A 45 C L R 2SI
BAT o 7o PR E O R EIE B A b T
7T =R R T B BSL 4 S 5%
W AR RIS A S B A, E
724 1% OBFFE Sz i 7o Bk iy 2 i g =0
BRAE BT b,

D. &%

HEBHE 1 ~30OMRERIEL, LTOH
TE % [[E N CHEESEMICBIR TR &R EE0h
B ZOWTORRISHIRS ] & L Tik7z
VY,

O ZRAIPHFE D o FE

T a b DN OB 5 EWANE
ST D, ITEIE & UTHAE L THE
PuPE R R ARB AN BN B E
EEA R SRR EMRITH-TH,
BRBFEAETH IR D2 EREEE LT
FRELTWS, HAVETFIFELTHDSD,
FTWbw D TEWG T O XD 2 EE
T DT TCHHEBIIA I V2525
Do —MRAGIZHRAT LB R BB S B R Js 4
Lo ABYSETHIIETEL LY, 02T
BRI/ F U EFHMEEREMAD Z
CIEHRECTCHY 2 XA MIRES bO TR
W, T vt BAETREEIZIL 2T
MTHO THRAEFOHSA %7 MIK
&L, BEBEEDOa LTI A MM BbD, U
FUETHHERLONMEELBR TS
N g VIEREWVDER, FRTHRE.,
BERBOR THRESHNT WG - TR
TAHEEIZIEZ LV,

ERNOBELNZY V—R2AZEE 2 T, #F
HZ HBSLAFEMERR 28 L2V a s B E
UL, BEREFER L O E RSB RPFZEIC
RERAVTFERZTNWDELEDLS %25
720, AR BTEE AR RBR I E TR IE D & B 5
EAELNTYH, ENTERBTE 2V,
VESMIFFEISES & OBEEEIINETH D, EES
WIROT, ZHERBLRETH D, BT
WrhCcoF 2 FTiEal, BEEOTA VAR
EEHROLT LU TEIN RN T — g 02T
BN, EHIZ, AEOTRT - T T
VAL, 77 EESEADOX=TI2E
T AEBERMEERR X ORIEENEL 7 T

AL ARTCHED HIRBRICE Lo Tt 2

Eld, BRI EER-HC, EHR o

FERE RN TR CRERME 2 ERET 5 Z & 1T

UY—A FD CTHEEE WS Z & Th D, &

W7 v ol b AN o B SR RAE D B 4%

FEETAHILEFmTHY ., T, TORLEM

WEHAN BN & HEW, BRERRZHE

LTWTh, F 9 W0 oo P oS 2Bl

D FARIVZE TR L 2D FHA 06 1R 5k % BHE

TALENTAA AT B E NI EEND

RTHAO CEETH LN, e & Tk

AN

DX BRORKAEEZE XD & YT

oA EESBICBWCEPTEEL X B

T T V=%, MED A T T A DR

BADHWITHRIEIRTH - T hbest available

ELTHRARIZIIEREMRITL S 2ER

e U7 F AN T, BN TORRBRE %

DD L bDHDEENETEEIC AT

IR MEGG AT D 2 & o, T EEERIFZED

T L—LU— 7 ORCERL, FE - 2e

PEDRERIZ D7 BN DT — X B D EEHE o

THEHTELL#EHELTEBLZETH

Do

Bt & 7 DB B PE O BEIR G & LT,

o REHE . (BEBRBEREH®EELTO)
7 7 F v (AVA) L K E B o
RaxibacumabE /2idfE /a7 v

e K MR E : Tecovirimat (8T246) &
Brincidofovir (CMX001)

. A NVAEHmMEY (oo R T Hil
#) : ZMapp, BCX-4430, 7 7 £ S
v, (BEZEZ TR E LTo) ChAdS,
rVSV- EBOV

e ARVUXR: TiARY ) XAHESR

NET BTz, U kT 2HE5E%138]

EREABRMEFRTILERD D,

RICEERBZE 21T 9 &k, RS0

BINIR R0, BER & L CIIFEE S

D|MEEITH 17y v 2Bl B—D2DFik

THHN, KED L > AR BEOERT &

WEERMS D WVIIEE LT [ EIE)

LBETRETHAI,

OFKBEEOEANR Y U —27 OLEM
WHORFICBIT 2 =R IHRWICBIT S
RARBEELBRTSEICEBWVL L, BEEA
RFIZBERE IR Lo Lbest available/s &
FEHOBEMTOHERIZONT, U Y —RIZH
RIBDDHH, Tz, BEEOELEF v XY
T 4 ICEET 5 R 5 zavailability ® ¢
WEANCHER S, OBER - ZEeMIzon
THRKRBOMREZBEDL DD FREPERS



