VBRI A~DOXIEITIO, —EDFEME T TE
B/ IRRFROFEMNZTERLTOIHOTSH
%, BRAFEOME/E STV, FDA 120
EUA OMHERRIZID, AFT —F&7 L7z LT,
— FEDFEELTEI- U581, SRR/ KA R
EFRA RSO, KA/ KB RIOHRIC
FBBEARR/BER O ERAE GO M Z ., 750
THIENTED, ZOMHERIL, BRFRESO
fFEETZIT FDA (C&DFFRIOMIEN LY E2h &
2%

(EUA OFEi FIE)

Step 1: Determination of an Emergency B2
REDHETE

1. Public Health Service (PHS) Act 319 &kizE
< HHS REICLD, AREE LOBRSHERD
e

2. DHS (Department of Homeland Security &+
RERER) REICLD, BERNRSFEROREE
3. [EBFEE (Secretary of Defense) i k5, EEH
LORBEROBE

ZOMEEE, HHS REPREAFERITLIIRFHE
LARWEHETET D7, 90 HERDOEBL R
(HERES Do

L, RO EILBMOFE IS5, B
SNBTEDBD,

Step 2: Declaration of an Emergency FRAZEHED
=

EFED 3 DOMEENRSNDE HHS RBEIT,
EUA ZIES{L 2R FREZ 21T,
ZDEETIL, "Specified agent” {2 DVWNTORETE
X0, BAFERTEZITA-MITOVTHERS
o,

ZOEEL HHS BEH. DHS RESEVERE
EOWFICIY, FEHFROBEIZBNTENS
iz

RILRIFAELIg IR o T LR TE 273, L&D
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DTN RO HEAE T 5, Ll TEHRBL
<k
ZORUBTFLELZLRDETOELHN R
HET. BESIIEHIND, EHOEIEITHIRIL
20N,
Step 3: Issuance of the EUA EBUA (BR/2&B5{# fF
RM2ES
VEIFEE , BE N REN5L, HHS RENLHE
RaeZEshiz FDA £'B (FDA Commissioner)
3, —EDIEEEMER
Wle e ESMFLL T, BUA %75, EUA
FEROBE, FDA EEIL, T &M, NH ik
(Director of the National
Institutes of Health) , 3L CDC Frf (Director
of the Centers for Disease Control and Prevention
KEHE TS
U —R) LREERORNEAE ST, #Y)
&, BHMICHOWTH TS,
FDA R'E VL EUA FEHIZHTD, LUT OfE#HE<
TEERFITIRBTRV,
1. M %" specialized agent” DNIEZF-iTEm%
BT RBEIRRE I SRS RS
5T,
2. AFFHRELRHRIFI =T ADEMEKICEES<
ELUTREEBZBIENEYTHDLTLE,
(a) HHEEMPYULEBEITHRO
BT, TR, T HE D THDEV > THIW,
(b) BEOBEMB LOBIENR R T 4y
I3, BRI K ONBER R A BV A2 & LE>T
WD,

2

3. WMEE RS LRI OZE . T IBRET
5, AFTRE CRBENZFE 2SN Z oL
SHOMIZTFTELR,

C-2. FDAIZBITAA 7N B EIEO EUA O
EHNZHOUNT



FDA X, 2009 4 4 A TH~5 A#D,
bt MBS 2009 HINL A 7 AT D
T RTvA T ~OFLLE LT A TN
Y L OBWHHRAEIZ OV T, 4 20 EUA (8
ARFEHT) OFEmEFBMLEL, ZDOO5b
350 EUA 2k v, AREAERBEREL,
2009 HIN1 A > 7 Az W OEEE FHO
7291z 2 T FDA AFREHS [‘Relenza’],

[‘Tamiflw] %, £ U A /VARELEZEAIZ
rRT-PCR BEHEELBSRFFEMTL &M
FA SN, 4 DH® EUA 22XV, “N95
respirators”72 & OEN FFEK fREE O BRE
FERMFT SN, EUA OERD TIZ,

[Relenza’], [‘Tamiflu’] &b, WRAFXE (&
EIXANFEICEA SN D) XD RWIBT,
BRAREHICET 2B MERZ TRAERE
FNCEAR T A2 &M TE D, F b DESK
Snid, BEET A M/HLT OB REE Lo
BARNICHR OB T RELYREORT T «
T EETEAVEREREE L > TRAT S
TENRTED,

EUA (BRERERTFT) NEMSNTHY 4
L 2 E

1. oseltamivir phosphate #/5 (E#nH :
2009/05/08)
RARKROFEHPHFAI SN D oseltamivir
LX FREDO®Y THh D,

[“Tamiflu’] (oseltamivir phosphate) (30 mg,
45 mg, 75 mg) H N

[‘“Tamiflu’] (oseltamivir phosphate) #& %%
Rtk

CREDOHEIR) 1Ll EOBETOAL 7T
YRR X B A PHE DI\ W AR (ERR
Hhd 2 BUN) 0K, BELO 1R LD
BETOAL VI NP PRZEIRE LTK

phosphate
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(EUA : BRRRHEHFTR)
L 1 RRBOBE~OEANHFATIND,
FV (ERREHRNS 2 BEBR D) FERTO
A BLORRPEAREES 8% (8
PHIE D72 WAMERB) 12 & EEL Q) ~Off
MAbIFEnD,
2, BEEFORRE BT LHRERMT SN
TW5 EiC oseltamivir phosphate Hfnid,
EUA 2% & DEXEMMAFTF SN D,
AR R ERK A EHESE 503 % (b) (2) IZ7E
D BTV D ADERRIEHR GRAIE DL VR
FOFE, WEES, LG HMAE, &5%F
&, BEL WHFEICREOHDEHE) ., A
EBLUOEEEE UHFRBILEENDIGE) 2
E) & SPICEA E TITERAIT 5 2 L]
Sha,
3. EEEMIEFME D Ol SN/ T, #
HEFOAZERERE 7 1 75 & (Shelf Life
Extension Program, SLEP) (2% &3 H)
HROEEDTF T SNEHEREFTENL5E
Bdb 5,
4. BBRFERICETIEREFELIUCA
FRNTERBEBROBMAITFAIEND,

2. zanamivir 85 (& H : 2009/05/08)
RAREOFEHANTF SN D zanamivir #HI1T
TROBEY Th b,
[‘Relenza’] (zanamivir) W ABH!
(BRAEDHEIS)
FRABIOT R ED/RNRTOA BB Bl
TN PTA N LD EPHED IRV EMERE
(FERFEB N2 HEURN) OEREE, ARBLIUS
U ED/NRTDA TN T EEIRE L
THFRINL TS,
(BEUA: BRRHFE A EF )



1. BOUERKEND 2 HABLD) R TO
FH. BIOBRRPEBEAREETIRE (IS

BHED 2 WARMREB IZEEELRN) ~DFE A
DWEFRIEND,
2. BIEEFRORRE—BTIRFBFFENT
V5 _ERE zanamivir 851, BUA IThE-O&EfA
MEFRISND,

EAE S EIE AP TE 503 42 (b) () IZED
BTV DREDORFEHR (FAAFE OLHBL
OFTE, RS LK A/GRAB ., QFEA.
$%‘Z. (WFEICRBOHLEE) . FEHERX
HEEHE(WHEIEENLIEGE) RE) RS
*9“ CECAT EITRRA T AT DR NS,
3. BARHERICETIEREFERLVORSE
BT EEEROBRM BT AIEIND,

BUA (B8 2R A 27 7T MER S L7z A 2
LWk

rRT-PCR 2% (@ %0 H :2009/04/27)

FDA i rRT-PCR HINL A>TV RWiR
FE RO BUA FFRCHT-D, TEROBMAE TY
ANADY T EATBFETERN A BT
THIZBIL TiL, rRT-PCR BENEHTHA
HEHIBT LT,

Z0 BUA ZXb, BiREE TR 7 —idnRk
BAEYRC, REOEMER RO FTHELR
MREB(MBERBEBBIOCABEZHET D) I
HIN1 AV 7NV PRRE PNV EERMATHIE
DFTREL 2D,

TORBIZEBIVERRIEORT T I HDTA )L
AW E IR TS, BRI, BN
HIN1 AV 7N P IANVRIZRBFBRGEL T

WA SRR, YD Z R L TRV,

MR R A AL T LLHINL A=Yy

AN ABYED W REM BB E T HHO TR,

BUA (B2 I EF A1) D3 E e S 7o B FH FER
iR

N95 respirators (GE %1 H : 2009/05/08)
“N95 respirators” 73 & OE A i FRIR 458 B DB
RIS ND,
“N95 respirators”tt CDC DEN. HBE 24
WRIBEDT A AR —YF T N2 THY, B
0% 79 [ % {# ¥ (Strategic National Stockpile,
SNS) MbEAT S D,

C-3. BETF® IND flEL EUA Lotk

LT ORO@YTHD,

EUA (Emorgency Uss Authorization BRSISERET Y,
NG {investigalional New Drug Application}, EIND (Emeargency

Investigational New Drug Application), BUTDARIER AR T S EEE

EUA=# (RU Enit P FO,
ATERERERLTY ” . &
B ELAIEVADL | BRABBERS, B
" p A HERBELITAR
poyn | FEmORERR | wsnemc | SEEESESEY wmitsd
IRGIERS BIELIBAELS | T ER N
¢ BnAR
EUMD!:RS ii‘) BeBB HBERBRL AR SRYLY LEARE
A CHEans | AEBEmRERX 7T CE
qgf mmw HALBIIND =
ST BT -
o (RGIAS mmias ) | SN
By e i‘;‘fi’iﬁ?‘g;@f BEOUAYE | BWEMIIE | ESULERNY
R | omsarnics, DEOTREGEL | REHWALGE TEFUA
AHHIED  EUARRRITRS NOHMIEN MOBBITEYD 204 Wal oD
HEHEE (=R330BR BRIND BRIRS HBHBBLIIES
s S N o .
Tt i ] Pt ] &8 E2 ]
WAL RBEREL, SBUN
BRLAR @ ERROBREARE 2% kS
D BALLI IR AR
C4. BRIZBIBA TN RUANAE
ORI

200741 H 26 H
TFGIIAIATFGA NIV | OTA BINGT B
BIA L TN A JVARGRED T 55 W25
DENRE - DN ROARE G
2009 4% 8 H 28 H

A B BE PO EEERE FHE A TN
BEROEMZ T 7= ERR ARSI ORI E
122N
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2009 4E 11 A 4 H
IR RIET A TN T F A NI RF
eV OERBEY 10 APITBEASBE Tk
LTHT Tz %R,
2009412 H 18 H
LSRN THZI 7A@ DH/NRICEITE T
BN U
C-5. HARIZIBITHREIAR

[EA S EE HA TN R AR
5 OEHRICLDFALL T, WA TARRSN
TEE L (S EIOBEIXT I FNIZHONT,
O LABETEROEAEZ OO ED
YEARBAIE DT BRI AT DLEERHY
D E G O F LA ¥ e FIER RV
A
@ MEEREOKEDATEHEDHDE THR
FRENBEDOLNTCOBEEFH THHZ LA HIER
ELT, BH OEROFHX - BhE—EH S
RTH, ARBEEZDHIENTEHHIE, FFlK
RThHoTH, Bt AR EDHEREBS
NN T BT TIFR,

R A GRI £ CICHERE CE DRSO LM

ARMERE DT —2EBEZ, BF - RLEAER
MR TOEREE T, HHERELS M0
A TS B R DSRIE T D,

(RroGR
REIEH145/D3

1450 KBORFEE P RIERTTE
LEHET 280, ROBFDOWT UL E T
HEFRE RXTEREBRLLTHSTEDDD

DOTHHEE I, BEAF @R E L, F&RE2HE,

E5TE, HEH M O SEDBLE LD LT,
EE-ARHEFBSOBREZENT, T

HIZRD RIGOARE L ZHZEBTED,

— EROEGMECRBEICERREELS
ZBHBENNHDIRBEDOEAIMET DM O
EOPRED LT 520 BRAIFEREINLZEN
VB E IS UIEREER THY, 2o, YUk
SR\ S R R AR O FH LIAMC Y e Tk
VAN

— ZoABICEL, SE(EEGUIER
BAROBE AR O 2R R TS LT
A ERFEDOKEIZHDEBDONDES M T
(= A 25 D S IR 52 O AKGR ORI BE XTI A
WIBHIEEZE L TODEELTHEA TED DL
DIZRRD, NZIBWT, BRFEL, 5L, TN
TR0 B TREL, KOBAI 5280
AROHLITODEHRES UIERER THLHIL,

2 BAFBREL REFEE LOBED
B GIYEREZBHIE T 5720 MERHHERDD
X, BTEOREICIVE 1450 FBEZ T2
FIIRU T, BEAGRILRA M BIZOWT, Y
fn B OFERICEALOLEDLN AR, BE X
FCDREREATHREICHRET DL
ZOMOBA CEDOBELETORBERT
BIENTED,

C-6. HARIZBIFAHAA L 7N PIhEER
W EABREMEORF ST 2RI EE
(2009 4E 12 H 4 BN iidT) 12>\

BABBREPTIFEA L TN F TR
BRI I AR EORERRF LR DELBIC,
VB RANERE Sy DB AZATO T BIE R E
ST AR E~OEOBEMEEITIZOIZ,
B2V ERE AR T D,

1. R ENE UGB OROEHEE O
O EAFBREL, FRAL TN P THHE
FEIZBWT, Y THEEL I ONT,
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B ENE UG A ORFHELHETHIL,
O #HTOFEEC OO T FEFEEEO 8K
RO TE IR AR ARG T B T2 B (E3EA
R AHR O IR I B S<RIE I RuE fa e
Rk 2 EZ =bDET5HZE,

2. B ARELOTHNE~O RIS (RIVERHEE
LT AR E~OE OB RFHE)

O FPIAREZITI-FHRA L TINZYFT IS
VORGSR FEEEAMFRFLLTC VTR
WCEVEUBEEFICRIBELRET L
BT Y REREEE ICAELBEAEFEICS
W, B HE T 5T RN K
THIENTEDHZE,

3. HE{THI A

NARD B BIEITT D8, 2120, BFEEED
RF B ICARDHEX, E1T A AN 7
NPT L ST BB E R 3528,
4. BEHHE

BRI, BAFBREMTOHEA TNz
TREEROERIRN., AL TN P FE
BEREOFIMELAOCLEMICETIRERKD
FERSABRL, FRBAENRIAENDHEL(
TNV TP EEYE R D TR DOTED 5 |
YT B AR D IR OB HE B DTEY
FEIZOWTHESDICHRFZIN A, DR RIC
EOSWTHEORELH#RTObDLTHIE,

C-7. KRENTHITD VAERS (VI F LB EELH
HBVAT AT DONWT

VAERS ( Vaccine Adverse Event Reporting
System U7 F U HERBRRE AT L) I3KE
DUIF o REEMERE TS0 TLTHY, FDA &
CDC RREH T2 —) BN fEL T3,
VAERS 1307 F A BEET 2R EFLRDOVT T
Mg A B B9ELTVD, VAERS 13, KECER
ENTOBYIF L OBERBBIZRELEAERR

Wil (RGOS M OB E#ROIL
HLTEAT oD, BE BEOREE . E
RIECEH | A, vrF o flEEEial 7
TOBMREODHEFFLRELEHL D,

D. E%

A VTN oEREE LT, KEIZBITS
EUA il EIZBEICARR EN TV BT A NV ASK
DMRNERET 5 L5 I@ERICRIH S, E£72,
ZEEECTHLEHRH 5, BRI T ORI
AL AR THAREN T RWETHO T 7 F
V(7272 LA CIIBEAGR. RRRAE R H V)
FHAREANTHERATEDLHIIRTH0D0H
BTV KEEBUAZ L AEH & ITRARIICE
RHEBLDTHDLHZ EDbholz,

F 7z, RIBERTEHEEEAICR VT, BRI
BWTILEE OREAREHRMAHEICEC
BHEN—RL LTWER KETIEY I F
285k L7= VAERS ¥ AT ARSI LTWA D
ERbhoTls, ZTO XD RV AT AT IEREH
DIREL BRI > THEETH D,

E. f&im

KERZRT D EUA HIEE, VAERS #2582, K
HICBITFAAL L INT PR ES S O
BURYER /2 SO0 HElks I OER Y
Mroe L., #Ra REREET,

F. @EGRER
ALY
G.

WHFEsEER

I B e E

-107-



Lk ¥EF] TRENCR T D RYERR & U
7 FATERDFEE KRR T 7 F 2 OFRH
IS, REEE, —x A —HR,
in press, 2010.

. )k W) TFDAICI T 2 HUiREE R M A
YRR OFM DOE 25 & EBE) FUkERES,
(31T D HUERERIE - BUE L KFRHEE, Y
ATV R&T 7/ a—1k, pp 143-151,
2009.
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L
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HHER L
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JEAE S ERL Frs E A Bh &
(R4 « O E PE IRR A E 2
YRR 21 FERE oy fHAFIR R S &

CBRN 7 v tHulE 3 dn O & K OWH R R IR I B4 2 BORBYAIE O R AT 58
W mE ik Bt BEESBARFEFHAEEFERE B

MREE  CKETTOhEHRRERLZEREA =7 F 7B JUKER@RELWLE EHEIC
L 57 oERLERICET AT —27 v a v B L., FEOSHIERR O, o
ZERA%E, BUREAE L, EEMRBLANOORmROMEA Thil, £z, ZhIxtd 5
FEOT Fa—FRELNIRY . BRI 2 REACHEEFRBICIBOTHWAESRW
LD B REORITICE T 2 FMBE LT,

A. BFFEEH v, WY — VORISR D8 & kT
b2 - £ - B/EEH (Chemical, o TS ZEBERSNTEY . BARL

Biological, Radio-nuclear, CBRN) 7w/ LTHINICEBMICERT S &3k,
EORBEAEBFICAVWENDS [T otz FLTHREOEMEHREBEOMLICET S
Fdn) 01X, WESE - BHEE - AERE - HHE - R VERDH D,

DHZBIBIZENT, —RIEEM L ITRRD o, T eMUERMICE L Tk, 2001
REEE 2 T 5, 7 asthiERMS O FEORKFLRT a BHLE, KEPLED
BA% & BHRICEET 5 A% — A OBEITEE BEZ#IT>T&E 7z, 2004 4D Project
DOBEFEETHY, T oxRoEERAIREE Bioshield Act, 2006 4F-® Pandemic and

HThHHMNERELZR2REA =TT 7 All-Harzards Preparedness Act(PAHPA)
(Global Health Security Initiative, kY, TuBoRAHEIIBITAESD

GHSD iZBWTh, HEPHRA L TERVE  SHEOHFERRE ORERS L OHEHERD
Te_REFRBEE LTSN TV D, Rk 20 7= 0EEHEI RS, PAHPA 2O %
F£IRICL, ZORMBICETSE 1EOY %3 A 7= Biomedical Advanced
—27vavTRKETY L b DC THE Research and Development

ah, FEOLBOBLIHE I, T Authority(BARDA)IX, National Institute
A 20 4 12 AICBifE Sz GHSI ORMEHK  of Health(NIHNZ L 5 MR 2 5| S X,
ARV T H RO 12 DI TE) HUEEMEHLE Y ORERBRFEIEE Z 1T
T 57D THgErReR 7 0 — VR 9. £z, FHEBRONAIERKMIL, &
DRFEDOLEMNR ST, HIFERERER BROFEII»PDOOLTERS (HWERY) B
oE, ZERe N om E, AEELES FOEEMEEIT 5. BARDA IZ LV B
D YR REIEBHRE, TRRIE, VI F Sh7-EELIIRSRICESH IR s
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59 CDCItL - TEHIND WO
AT AEBELTEL, £, —REED
BMEIR HiET A7l V—27 Y ay
TEETEBICHRE L, BUFORY A%
NI D LI L ORZROEERIT T
&,

AR TR, ZEMOBHMTH D, Fik
214 11 A GHSI A EME L TRED v~
L2 DCIZEWTHME SNt T o xHiE
KT (Medical Countermeasures) (B4
HU—7 g v TR L UKEREREALE
TS DARMAESCEIIERLFXERT
— I RNE =T — 2 g v T &EWMERS
EHRHERAERERSITBML, §EIE
OB & BRZBEIT O 1E0, SRROD
B, ESNEE IR NS FE, FAEO
BB L CHARIZBWT S HIZHRETT
XHME RNETOORELITIFELHE
e L,

B. B3t A

1) kEYU v by DC TR S AR
RELZSREA = T F T OERICE DA
RGBT D RERLY —27 v a
w7 (GHSI Medical Countermeasures

Workshop, ik 2145 11 H 4 H~5 A BAfE)
&ML, £Eo CBRN 7 v xtHERESM D
WFZeR sk L O ERTEROBHRICE T 51
WINE AT 91T, BARICBIT 256218
rL, EENBERRHZIT T,

2) MULKKkEY > o DC THRESN
T ARSI TERRME R AT — 7R
NE—T— gy T &EWETF IS
MRBeEREKRS (FR21F12A 20~
4 B) WL, XkEoOBKSROREE

1To7,

C. WFEkER

1) 2AMOU—7 vay A IZEMLEIE
D EWFREBSFEICREWT TRRE
U 7 F . LC16m8 OHF5EH% (Research
and Developments in Smallpox Vaccine
LC16m8) L THRKXZXIT-, ZZT
WA RICET D RAEY 7 F - O ERR%E
F—g LI, BARIZRT 20T v EES
BREORIIZ DN THE T 72, B3 10
E, BAEZERTEOX A AT v BEE
FFFRE BT, RETE SR & B S BEpT A
BNEZORESEEDTNDZ L, £DD
B 208 N T AW R UBEBITICRE S
TV, UBBEEE, VI FrTHDHN,
KB T 7 F B EEROMEDOHT
HY | BEEBERZIIFET O T RN
LR, REINBE D 7 F UBRRIZOWT
i, BFE 10 FEicbio o T, BAREE L1k
Mz LB~y F T 77 RTRBEY
7 F UM T v—7" (SVRG; Smallpox
Vaccine Research Group) 2 & AHFFEA i
HHNTEY ., ESURGIENTERT. BiffE
BrR%, BRBETIIER. BERFICLD
BRE R i, B REENER ST
WAHZE, ZFLTTudiEELE LTL
BRTET UAPRZRELHENTERLZ
E R BARIZBIT AR T v E
BB ORHET N THD Z L EB~T,
BEEGE T, AREREBE SR KNG
U7 FrDERE~OBERIZONT, &b
72 BRI RO LEENER SN,

2 AMOU—7 v a vy IR HHE L
FBRONBERLT Vv ¥ (B3BEEL), B
m#EsEE (BEER2) 2RFL DD
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THMIZ L EBRWIEE T,

2) KREREELE ARG AEHE K
MBEAT — I AN =T~ ay
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WCEMUERINEZIT > 72, Zhid 2006
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*CBRN DB RV T Iy AT Nx
VI o E R MR AEERE
DERR & MR

- HesEtEOmWARER O D OFE - A
—NANF—= RREDTeDDAI 2 =T
A BT D HRITHENE
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NEIWL -T2 ThD, Bz [a3Ia=
F 4 OBE] Mg Sh, BEELROBR
el 2 BBV & & REORAM S
AT M E CHEHBBUFBEE T 5 01 Tk
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MNovember4 &, 200

07:30 - 08:30
CONFERENCE REGISTRATION
The Fairfax at Embassy Row Hotel
2100 Massachusetts Avenue, NW
Washington, DC 20008

08:30 — 08:40
Welcoming Remarks
Ballroom

Nicole Lurie, M.D., M.S.P.H.
Assistant Secretary for Preparedness and Response
Rear Admiral, U.S. Public Health Service
Department of Health & Human Services, United States

08:40 — 10:25
Plenary Session: A Sustainable Global Infrastructure for MCM
Ballroom

Moderator: Mary Mazanec, M.D., J.D.
Deputy Assistant Secretary
Director, Office of Medicine, Science, and Public Health
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States

08:40 - 08:55
GHSI and the Need for a Sustainable Global Infrastructure for MCM

Professor Nigel Lightfoot, CBE
Chief Advisor and Chair
GHSI Risk Management and Communications Working Group
Health Protection Agency, United Kingdom

08:55 - 09:15
The French MCM Research and Development Program

Frangois Salicis, M.S.
Project Manager for CBRN Issues
Public Health Emergency Preparedness and Response Division
General Directorate of Health
Ministry of Health, France

09:15-09:35
Medical Countermeasures Programs on Biodefense, Radiological/Nuclear, and Chemical
Threats at the National Institute of Allergy and Infectious Diseases (NIAID)

Michael G Kurilla, M.D., Ph.D.

Director, Office of Biodefense Research Affairs
Associate Director for Biodefense Product Development Director
National Institute of Allergy and Infectious Diseases
National Institutes of Health
Department of Health & Human Services, United States
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09:35 - 09:55
The U.S. Public Health Medical Countermeasures Enterprise

Robin A. Robinson, Ph.D.
Deputy Assistant Secretary
Director, Office of Biomedical Advanced Research and Development Authority (BARDA)
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States

09:55 -10:15
The Canadian MCM Consortium

R. Kent Harding, Ph.D.
Chief Scientist
DRDC-Suffield
Defence Research and Development Canada, Canada

10:15 - 10:25
Questions and Answers

10:25 - 10:40
BREAK

10:40 — 11:00
The World Health Organization (WHO)
Smallpox Vaccine Bank

Cathy Roth, M.B., B.Chir., F.R.C.Path.
Coordinator
Biorisk Reduction for Dangerous Pathogens
Epidemic and Pandemic Alert and Response
World Health Organization

11:00 — 11:20
The World Health Organization Coordination Efforts to Make 2009 H1N1 Vaccine Available
Globally

Cathy Roth, M.B., B.Chir., F.R.C.Path.
Coordinator
Biorisk Reduction for Dangerous Pathogens
Epidemic and Pandemic Alert and Response
World Health Organization

11:20 - 11:40
The Mexican Joint Venture to Build Domestic Vaccine Manufacturing Capacity

Hugo Lopez-Gatell, M.D., Ph.D.
Director General of Epidemiology
Ministry of Health, Mexico

11:40 — 12:00
MCM Markets and Sustainability: The National Biodefense Science Board Approach

Patrick J. Scannon, M.D., Ph.D.
Member, MCM Markets and Sustainability Working Group
National Biodefense Science Board
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States
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Legal and Liability Issues Associated With International Sharing of MCM

John Clerici
Partner and Chair
Life Sciences and Public Health Preparedness Practice
McKenna Long & Aldridge LLP, United States

12:20 - 12:30
Questions and Answers

14:00 - 15:30
BREAKOUT SESSION I: MCM RESEARCH AND DEVELOPMENT

Pandemic Influenza (Agenda A)
Salon Room

Biological Threats (Agenda B)
Balcony Room

Radiological/Nuclear Threats (Agenda C)
Whitehall Room

Chemical Threats (Agenda D)
Churchill Room

15:30 - 15:50
BREAK

15:50 - 17:30
BREAKOUT SESSION | (Continued)

Pandemic Influenza (Agenda A)
Salon Room

Biological Threats (Agenda B)
Balcony Room

Radiological/Nuclear Threats (Agenda C)
Whitehall Room

Chemical Threats (Agenda D)
Churchill Room

17:30 — 18:00
GHSI GOVERNMENT MEMBERS CLOSED SESSION
Whitehall Room

18:00 — 20:00
POSTER SESSION AND RECEPTION
Sponsored by the Foundation for the National Institutes of Health (NiH)
and the Centers for Disease Control and Prevention (CDC) Foundation
Ballroom

-117-



09:00 — 10:40
Policy Session |: Stockpile Management and Shelf-Life Extension

Moderator: Professor Walter Biederbick, Ph.D.
Center for Biological Safety
Robert Koch—Institute
Ministry of Health, Germany

09:00 — 09:20
Stockpile Management and Shelf-Life Extension in France

Claude-Olivier Martin
Head Manager
Health Reserve Services
French Agency for Preparedness and Response of Health Emergencies (EPRUS), France

09:20 - 09:40
The U.S. Strategic National Stockpile

Greg Burel
Director
Strategic National Stockpile
Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention
Department of Health & Human Services, United States

09:40 - 10:00
Shelf-Life Extension for Drugs and Biologics: Cost/Benefit Analysis

Susan E. Gorman, Pharm.D., M.S., DABAT
Associate Director for Science
Strategic National Stockpile
Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention
Department of Health & Human Services, United States

10:00 - 10:20
Shelf-Life Extension: An Industry Perspective
Alan Goldhammer, Ph.D.
Scientific and Regulatory Affairs
Pharmaceutical Research and Manufacturers of America (PhRMA), United States
10:20 — 10:40
Questions and Answers
10:40 — 11:00

BREAK
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11:00 - 12:30
POLICY SESSION Il: Regulatory Approval and Use of MCM

Moderator: Maria Julia Marinissen, Ph.D.
Acting Team Leader
International Partnerships and Initiatives
Office of Medicine, Science, and Public Health
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States

11:00 - 11:20
Regulatory Procedures in the European Union for the Authorization of Vaccines

Sabine Atzor
Policy Officer
Consumer Goods, Unit F2 Pharmaceuticals
Enterprise and Industry Directorate-General
European Commission

11:20 — 11:40
Emergency Use of Medical Countermeasures

Cynthia L. Kelley, M.S.

Senior Advisor for Counterterrorism/Medical Countermeasures
Center for Biologics Evaluation and Research (CBER)
U.S. Food and Drug Administration
Department of Health & Human Services, United States

11:40 - 12:00
Animal Models for Assessing Countermeasures to Bioterrorism Agents

Lida Anestidou, D.V.M., Ph.D.
Program Officer
Institute for Laboratory Animal Research
The National Academies, United States

12:00 — 12:20
Prospects for International Harmonization of the Regulatory Processes for MCM

David Wood, Ph.D.
Coordinator
Quality Assurance and Standards
Immunization, Vaccines, and Biologicals
World Health Organization

12:20 - 12:30
Questions and Answers
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14:00 — 15:30
BREAKOUT SESSION II: MCM RESEARCH AND DEVELOPMENT

Pandemic Influenza (Agenda A)
Salon Room

Biological Threats (Agenda B)
Balcony Room

Radiological/Nuclear Threats (Agenda C)
Whitehall Room

Chemical Threats (Agenda D)
Churchilt Room

15:30 - 15:50
BREAK

15:50 — 16:50
BREAKOUT ROUNDTABLES

Pandemic Influenza (Agenda A)
Salon Room

Biological Threats (Agenda B)
Balcony Room

Radiological/Nuclear Threats (Agenda C)
Whitehall Room

Chemical Threats (Agenda D)
Churchill Room

16:50 - 17:00
BREAK

17:00 - 17:45
PLENARY ROUNDTABLE: GUIDELINES TO INTEGRATING POLICY AND RESEARCH
AND DEVELOPMENT FOR MCM

Ballroom

Moderator: Monique K. Mansoura, Ph.D.

Director for Medical Countermeasure Policy, Planning, and Requirements
Office of the Biomedical Advanced Research & Development Authority (BARDA)
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States

17:45 - 17:55
CLOSING REMARKS

Ballroom

Mary Mazanec, M.D., J.D.
Deputy Assistant Secretary
Director, Office of Medicine, Science, and Public Health
Office of the Assistant Secretary for Preparedness and Response
Department of Health & Human Services, United States
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17:55 - 18:00

BREAK

18:00 — 18:45

GHSI GOVERNMENT MEMBERS CLOSED ROUNDTABLE
Whitehall Room
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Global Health Security Initiative
Public Health Emergency Medical Countermeasures Workshop

http://www.blsmeetings.net/2009GHSImeetingsMCM/index.html
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