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[Plenary Session: A Sustainable Global Infrastructure for MCM]
GHSI and the Need for a Sustainable Global Infrastructure for MCM
GHSIOEAZ LT M ZNETORE, MCMAT —v & LTRESNIZVWEESDE
#Z[E HPA O Professor Nigel Lightfoot 23i#fi L7-, GHSI D&Y —F 7 J)L— 7 D3t@E
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The French MCM Research and Development Program
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Medical Countermeasures Programs on Biodefense, Radiological/Nuclear, and Chemical
Threats at the National Institute of Allergy and Infectious Diseases (NIAID)
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EBROV— A, GLP EREYE T VO, ERIREOER, BRIERA 7 7 O
R ERIToTE I, WIHE, RBE, AV U XA, TAVAEHIE, ~X Ml
FNEFNEEBN RGN TE T, BfED [Broad Spectrum Approach] T, BEOK LD
Pk (BGHEOWE, 7V a0 bOMINE) | JER)OBEELEEZITo TV D,
{E5ANZ DV Tld Medical Countermeasures against Chemical Threats; CounterACT & V9 7
1 277 h¥MToiu, DoD, USAMRICD & 1AM Thh T35,

The U.S. Public Health Medical Countermeasures Enterprise
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SOBFENO T A AL 6~TRERADPNRD LD THY . BEIZE > TO Risk
mitigation 234 ZE T Y . PHEMCE OB 583 L=,

The Canadian MCM Consortium
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S5ETEYAR— M5, AYERERITTLEELBERIHEES IR —FL TS,
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Coutermeasures (4 nation BTWMCM) T} TRL 9 L% 7R — 95, Ko T, TRLDOH
LN R— 57077 L0800 eEWn) BESAIEH L, EREBVTNLOIE
DIF IRV LRNHROHDFERTH S,

RATTA L LT, REEOHNICE DRI DI F L DiEn, JAAXT b5 A
HLU A /v 2 KR LE-Ciprofloxaxin, Ricin fi#HE, 7 /&5 U 7 F 1| HI-6 broad-spectrum
HRRANREE R EN DD, BIERELRBE T Y=V T ARERLTEY, HEMNZR
W= =2y TORECEIETER, MLEADH LEEZITo>TND, (LTI NEE
XS HOBIBEMETHY | REFY A FOBABKRFKR, & ORBEBREILIA—NVTHE
STz, )

The World Health Organization (WHO) Smallpox Vaccine Bank

WHO IZBITHRIE T 7 F o3 7 OFRFIBHEIT STz, BiE% 2EN—XboT
D7 F NIEDH%2HIENT 2000 5 F—ABHREIND L O, 20% 14, 250
F R—=RZETHA- T, BIE, Va3 —7123260 5 R—ARBE N TWBIENE, H
FHEO—EHEV IV —RTHLOLTAHRBMEZMZ T F—F V28 F—XF THEL
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DWEBIC—HE WHO Db D L 7p o TERIL I, EMRRIEEZ MET H 2 LICFRE LZEIZ
L, EbIN-FE o TRF I D,

The World Health Organization Coordination Efforts to Make 2009 H1N1 Vaccine
Available Globally

WHOIXFf SNZHINID 7 F - DRER & 72> TV D, BEORIERRT D10%DHLH
& EITRD T, Strategic Advisory Group of Experts (SAGE) on Immunizationid, 7A7H1IZ
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4, BHU T FoOERRESRY —E LT, WATEEINEBRE L2353k, 13
REHIICEALOE LT, BERBREWE ZANDLEE, R TWAEEZHA L,

MCM Markets and Sustainability: The National Biodefense Science Board Approach

ZOEFNAA AT 4 7 = AMeFEHHEZERS (NBSB) OMedical Countermeasure
Markets and Sustainability Working Groupld, “Inventory of Issues Constraining or Enabling
Industry Involvement in Medical Countermeasures Efforts” &\ ) fEE X EZHRE L, BER%E
BAE LT3 (SR http://www.hhs.gov/aspr/omsph/nbsb/nbsb-mswg-invntrygrid.pdf) . 4&
QDD DRENPBBED AL AT 4 7 = ABRRLBAROMB R Z, M8 B #
2 ARIEAR, B, HEMERICSELTHERL TV,

Legal and Liability Issues Associated With International Sharing of MCM

20064E 1 FR ST U T- A3t BR A s YE(RTE (PREP Act) XX - T, U7 F U oxtiiEEM
ORRREIL. TR L TULKETIISFOND X 2o T, 7203, A ~DIRFEIZES
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A FFaBl T ONTIEELTWAER, RUF v 7 U7 F o0 TGN TH
A, BtENTHAELEREE 2D, 20014 Wyethth)» b FfF SNARRED 7 F
NCOWTIESAFETY  ActDPERIC L > TR L TWD, 5% 0k 5 2 EHEICED 2
POV TSEBRRAERZER L T IBRELRH D,

Bty varvl: HEEELAVHRIER
[Policy Session I: Stockpile Management and Shelf-Life Extension ]
Stockpile Management and Shelf-Life Extension in France
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MAB#E (PPE) ZREMFEESNTBY ., FRCEEFHAN S TND, £, ER
BigCESE., FELDAEERBRENTHEZED TR, 3FEH. FHHEKR4S
HOHERHEZ L TND,

{8 $1 FE142E 55 (shelf life extension)lZ DV T, BRISIRE D4R A F L2 > TEY
AFSSAPS (EE 5 EFEISRE AT BHEY L T\5, THER-FEOLETH AL
HIMRAER &\ 5 2T v P TITPRTV5, HEINTWH Ay FRRETHESh,
6227 vEA BiFbh, (ELEMEOREEE, RORNE L EBRRBREIN TS, &
EOREEEIT, AOBBRASIESNT, M She&IK3 Ny FionTUThbh T b,
(LG . RO ZM AR E bIThbh., SR TITHENRIXIFEER SN 5D,
A Zh#A R (expiration date)|FZEF T, HEAELITORV, IhREBFERYIEINDN,
10ELL BIER S d Z B 137y,

The U.S. Strategic National Stockpile
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JERID Ry U RE Y IAFEND, EEEHIIRETNIT-> TV 5, Bii & BAmIL, &
S R B BTYEE ~ 1 75 A%°The Cities Readiness Initiative (CRI) | BEXE 7 m V=

-126-



B2 (BFE iR - i)

7 b (med kit project), RFEIDEAE, BAmEET (POD) EEFEZ® L TiThhTW\5,
HINIX G T, 363AD 7 v 7 ISEOMRITHE, 31AD 22 TH S . 286500
T RARMEDbNE, #BIlE LT, BEMEERASH Y, N— b F—T vy TOEBEESFHER
&Nz, . FATHA TNV AT LAREETHY, Fio, LEYEITERAIND X
XHA LT LU—LMIZRASNRTRIEERA 2D, ez, £, MRo=—X
WWABIEZ T ZENEFICEETH D Lk,

Shelf-Life Extension for Drugs and Biologics: Cost/Benefit Analysis

KEOHHIARLE E 7 7 75 AShelf life extension program (SLEP) 1 X[ERA#RE

(DoD) & #EDEREIZ LV 19864FICBAs S T, FDADH DO REUEREREMHEIC
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HIRASIERE SN/ Z LT ~MCREER SN D, 7 & MIi34-64 A0 . ZORIEH
TERVWEWIT AT v MEd D, SLEPHHEAINZN S DI OWTIL, HAEMRE.
TR UUREREERTIZ EICRD,

AR A HREEERIE (PREP Act) 12 LAViE, HHS®SecretarylZ L A A D E S CTHHE
BENOIERESN D, EEOICIISLEPOREA S - EEGITBSREMTFR (EUA)
DORIHEHAINLOLERD D,

BRXIZRICOWTIHE, EEEPDoTBHN—2 T, BARR, SRV K2 HE
. BEBEBSNHESL, fl2Er a7 o $3 o 0o TIE216,4979 KA DA
HIZ Aol & 9,

32%E .
https://slep.dmsbfda.army.mil/portal/page/portal/SLEP_PAGE_GRP/SLEP_HOME _
NEW

Shelf-Life Extension: An Industry Perspective
The National Biodefense Sicence Board® Alan Goldhammer & D, A ZHHIRERE 2%
BHAEM O RfEE R~

BREyar: AHERHOBET LEM
[POLICY SESSION II: Regulatory Approval and Use of MCM ]
Regulatory Procedures in the European Union for the Authorization of Vaccines
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NRUFIy I INT T FUACODWTUL, 7By /Ty 7”arer bbb TEY
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RE~LED, THEKRINVE —~OFRMEEFLLUL, VIFrObL—FE YT

-127-



Bt 2 (BhoEm g« 7EH)

4 BHEERA~OT /AR, ala=r—var, VIFUOER, BIEROREFIE.
e bE L EMC BT A KRR, FEL TOEERNE, 74y MU RI7OY
R TGV A, REWEDRICETAIHEREETOIZEND D, T, BEIEE L
T, B L OREWET LV AR— MR, 9000ALLETOakr— b AZT 1, MEAEOER
BAR LB LR & L W o RER M2V (Pharmacovigilance) 23RD b D,

Emergency Use of Medical Countermeasures
KEOBRAREATF (BUA) (X DWW TOMEHRN S, Bioshield Actic £ U #H R
FEIESACEMIENHE SN, BUAILZ ORICEENTWD, EUAR, AREE EOfE
HBAES SN, MELAICRAHHANSE, RN TFHIND] FEAITHO>WT,
o, FRENDEARXT 4y bRV AT & EEDEEX 67}’L6$ Z L TENICHEY) 22,
EG BB, ANFARERIGEA T Y a VBEWRAIZ, AR INTW WO H
ABENTOARWREFENR w%hé/XTAf&é mmm DoD %\ MIDHS &
% \/\ I+ DHHS SecretaryS i T 5 Z & ZIRE L7 1%, DHHSDSecretary NS fati % B
4% Z & TEDAMH MR TH 5, BUADFMHIZEDRWERDLOMOERGIEL L
Tit., EBRAYEInvestigational New Drug (IND) OFe A7 & CTHEMT 5 Z & b FTHE
5D,
2% . New England Journal of Medicine Perspective
http://content.nejm.org/cgi/content/ful /INEJMp0910479

Animal Models for Assessing Countermeasures to Bioterrorism Agents

T = EiE, b NTHRSRBRARRRERS EROBENIERL) o
WT, W OPDRMD TIZBERO A THEEEIT ) HiETH D, &L LT,

- GLPF T, 17bh, HH « AW =X LBRRBEMBEITNDH L,

R, IFEB IR EER Do TOLEET L—D

TV RBA IR E Mo THEREEEZDND,

» PK/PDIZ X W R BENRRD A TND, &V 2TebDRH D,
T o =i R FETH Y IFERLOILFO L TR, BENICLE
BENC A= A ER-TLE I D LR, HENRMELHY, ELERICH
STIHBRED b —=V 7 b ETHD,

Prospects for International Harmonization of the Regulatory Processes for MCM

WHOL ¥, HINIV Z F LU 2HHIC, BRRDXATDOU 7 FrORFEFLRMN LI
ﬁﬁ@ﬁ%m@of%\ﬂ%%&m%m%ﬁﬁé LIFREETH D, A VTN P
BL T, $BEMOFMZ 747 U TI2007FICWHOR T A o A LT Z &
LY, BLEBESNTWEZEEZLNIN, RECEDLETEEL T SLERD D,
Lo, BEE DS OBMIET TS TRVWES bH Y, AREEOREDLEETH
B BEMIZELTIE, 72XV PAYOAL I N U FRIEEDNEHNH E
DARVWZELHY, SREEMOY—_A T REV AT ala=d—VayPREL
IhTW5,
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HEWEE R SFS  Biological Threats Breakout
AR R B S  (Biological Threats Breakout) TIThON-REBOME L LI TICHEHT 5,

BARDA/DOD Integrated BioDefense Medical Countermeasures Portfolio

KE - REEUE A YIE SRR RER (BARDA) DREAMM TH 2 Carol Linden 23
DoD & DHHS 23T A MHIEELBRER— b7+ UV AOHRET 1Y =2 MOV THEH
Ltognimwﬁsﬁ [ZBREA LB C, W TIThh TV B LEELARE 7 0 7
S AD—FIC X DRI Z B LB TH D, ZOF T, DoD I FBREATDODIFH(T
BA). HHS I3—Mi ROBBEZSGICEOCOFLAG Y, Bl 2WEEIRRL—F
T, HEOELEBRLBHE O TR o7, FDED, SATTA vy TOEKE AT
SO, R— 7 U AN, HHTBI% L1 (Technology Readiness Level) @
. BMREEEIRE O MOU (RE) OBV b LA EMThh TEIE, 2 A bR
Wik, 7r 77 A0LBETTOhOOH L EV D,

U.K.Biodefense Medical countermeasures Portfolio
#5[E HPA O Professor Nigel Lightfoot 23 ZE[E OB 2 fiF# U 7o, FE Clrse st

Concept of Operations [I1ERL STV B D, BIRA~OKBBKEE ZTHh TWay, B
gL LTk, v avaxdr, XU a7U Ly Fria~wlvy, RIEVIZF
v, RV Y XRAFIEE, RREUVIFL, VIGRERH D, Bt (POD) H2< b
nNTHY., 2EFURNICRATESLLIREBSN TS, BE L LTEZTHDHDOIE
FPHRIA. BYVUXR, Uy, RBETHD, BOTA M, YILI7, BlEMEA
M, QAATH D, SHOMEL U TIIREAR~OXL & BBOWMZ 51T 1=, HPAITZ
Wike 1. JEGIER . BHEAR, YA F VA, a—TFT 4 x—Yaryglzmbs®TiY,
HEIZBW TCIMEEETHROEMREAIM 2 BTV D & W o L BEDRR 2R~ T2,

Therapeutic Research Within the Frence RNBC program and Broad-Spectrum Toxin
Inhibitors Protectmg Mice Against Ricin

75V RIBTH CBRN 70 7 7 ATEH Y T oHifk, iR U X AR IER
ENTWBIEDN, A NERIAOT 7 F U BT CTH D, o, HllgX—2ADNA A
N—Ty hAZ Y=z 7T, YV UBROMRTEOMEREZRELL, vV AET IV
TOF ¥ Ly VRBRbEIIL TV Z L ElE L,

Botulism Antitoxin(BAT), Anthrax Immune Globulin (AIG), and Ricin —Current Status

F1 4 0 Cangene i3 47 v BR CIL VIG, RIEAHUE, AV U X 2ATRAKERE
LTCWAIED, DRDC (Defence Research and Development Canada) &Z# L TY ¥ 41
BEL P VA FTRIELEYFRIE, £/ 70 —T A RETHREPTH D,

£ http://www.css.drde-rddc.ge.ca/crti/invest/acceleration/02_0007ta-eng.asp

Treatment of Clostridium Botulinum Toxin Intoxications

KA > D2 AT Professor Walter Biederbick 73R V X A FHR P HIZ X HI1RFERK
BOVE2—%3RELE, H1006I0OLE2—DER, BMEOBENTREIVEP2T
NEFERIT TR SN HMINTE - 72, PIERIC L HTEKIL, A8, ALK
FERET A2 EICHEN ST, AFEROWUBICHBNR LR o0, BKRBLE T
PRIEH-T0E LRV, Lo T, RV XAFERPHICIINBERIIHREE T, HE
WZOWNThH, EbbnEEXEATLFRBLHEE LR RARLHLOTHERAT
brHriEZLND, LOFERTHT,
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Botulism Diagnostics Challenges and Requirements

CDC @ Susan Maslanka | LiuiE, RNV U X 2AHF T, R THOIEEE T 48
B, CDCIH v 7 ARELN TS &5 £ TORMN 72 KD o TV 5,
BEHBE L. BERY —F—Y, KALAY2—RA, Ay bRy ZDFY JI—2R
RERH T, TRTOMEZHIL, EEFEOBZRESBM L H 5 E T 24-96 FFfH. £
ETIZ6-10 B N5, S TATONRA AT v A BERLHETHY . BHEOFTMIZH
AN, BMEERTLHIL, ERERELHY XY T B OND, i, BE
OMmERT 7/EE, V7 H A7 RFEEPRESINTEY, v—F7 vy FBRLATWD
7= DLW DOBFITEE LV, POC (Point of Care) TOBMIE L LTk, TR « A F
Tyt A DEDORETETOREMEBRIL, HFEENEL, GMP 7 K& TEN
YEND, BIEIL ABEF RUCKT B ELISA 2MEbi, -7 v —Hfisxy hU—2%
WWBWTER SN TWAR cGMP TIELGNTWRWZ & BERERIZFR T
ZE, FEEMTHD, EVoRBEENREINT,

NIAID MCM Research and Development at the Health Protection Agency

ZE HPA TITH TV 5 NIAID & OEFEFFERRE RS S, HPAIZITRIERES Y
L BTANVADTFFEEA by 70T a S NVERY AT A BMET N, BIIOE=H
Yo7 A A=V THRENEZ LN TEY, £/, BSL4 MR OILRR# (Project
Chrysalis) 3% 5 Z & ##RI LTz,

Program Overview: Anthrax Vaccines and Therapeutics

Emergent BioSolutionsthiZ 331} 2 RIEE U 7 T+ & TREIROBFRIRAFBI iz,
BioThrax{ZFDAIZME—FR 0 S NIZRBEAIBIEDT- DD T 7 F - Th %D, DoDTIE19984
WHEREDSBRIE S, 2305 ALLEICER900T R— XL ERER EINT-EERNH D, VI F
E, HARITEREC L EMmAD D EEZ LN TS, TEBRERTH, FRIEH
WHiTHEFET AL H Y, ARIRE LY 7 F U OAREE LWV EEZILNRD,
BRBEGEICIIRTINTORVA, RIET e ZINDTHER SN TE 7, KEBIFIX
750075 F— X% SNSIZHAAN S L 5 R T X 7=, EBSIFEIZ30005 R— A& A L, |
RO L, FE, YEFEEREOBO RO LN, AR G4FEICERE SN
ot EHE LR,

Developing a New Generation of Anthrax Vaccines and Therapeutics
PharmAthenett MR MACRIEE U 7 F 2 “SparVax” (A ZPAT 7 F ) EIEEIE
(& b/ 7 B—FAFiEDValortim) OBIFIKI % W L,

Research and Developments in Smallpox Vaccine LC16m8

TEE, BRICRBITARREY 7 F LV OMRMRET —# Lo, BARIZEBIT 287 1
ERMFARORBUIC SOV THREEIT o1, @E 10ER, BEETBRNEON 4T
o BEM RISV T, SMEXLERBENEEN ORI 2 EDTNLT L, £
D5 23 BT ARBHROMAEIFICRE SN TEY . 1B BMEEE. V7 FrTHLHN,
FIE D 7 F VAR EMBEBRORROLTH Y, REREFREIZITMIT O TN &
Bk, RE T 7 FUBARICOW T, #E 10EICblz> T, BESEE &khn
Wk B~y F o777y RCRREY 7 F U987 Vv—7 (SVRG; Smallpox Vaccine
Research Group) 2 L AHFFENHED TRV | ESERYERZRT. BiERKFE, A
R R, BRI X D RE R . SRS S TwE I e, X
LCTudfiERSE L CRERTET VARZRAEZM SN TELZ L2~ AX
BT DR et 7 n BERRFEOKIET NV TH D Z & b ~o, BRIGE T,
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FENEREEERRREY 7 F o OREE~OBERICOWT, & b5 RKRE R R
D LBV SN,

The Development of a Broad-Spectrum Antiviral Agent, CMX001, for the Prophylaxis and
Treatment of Smallpox

Chimerixtt D HL 7 A /L ZABICMXO0UZ DWW THEIT Sz, ZEEDNAY A VAT LT
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The French Anthrax Vaccine Program
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Biological Threats Breakout

Main Themes:
e US has a highly integrated organizational structure with strong financial power and resources
in respect to Research and Development (R&D)
e  This structure allows the US to build and sustain industrial capacity for bioagent MCM
e  Other countries do not have this financial power, so they develop a small number of targeted
projects
e How do we organize our work for advancement
o Further integration of R&D efforts internally for the facilitation of International
R&D communication and collaboration.
o Secure venue allowing ‘open’ conversation for data sharing among representative
countries.
= Development of a ‘road map’ for senior officials on MCM investment for
the future (immediate and long term).
s Produce Deliverable: Report identifying specific threats, current successes —
(progress, how we’ve used it and what we’ve done thus far, including
endpoints — general vs. individual protection), and future plans (perhaps for
next June 20107)
o Shelf-life extension (SNS), Diagnostics, and Regulations — representative country experts
(discussing the unknown/unexpected).
o Discussion of platform technologies adapting to different threat responses for the
enhancement of MCM infrastructure.
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HHS PUBLIC HEALTH EMERGENCY
MEDICAL COUNTERMEASURES ENTERPRISE

@O STAKEHOLDERS

Wednesday, December 2, 2009

WORKSHOP 2099 Washington Marriott Wardman Park

& BARDA INDUSTRY DAY

Washington, DC

Medical Countermeasures: From the Bench to the Bloodstream

9:00 -10:30
Marriott
Salons I} & 1l

HHS / AMA JOINT SESSION

HHS Public Health Emergency Medical Countermeasures Enterprise
Stakeholders Workshop 2008
ond
American Medical Association
Third National Congress on Health System Readiness:
Disaster Medicine and Public Health Preparedness in the 21st Century

Opening Remarks

Secretary Kathleen Sebelius
U.S. Department of Health and Human Services

Gerald W, Parker, DVM, PhD, MS

Principal Deputy Assistant Secretary

Office of Preparedness and Response

U.S. Department of Health and Human Services

Alexander Garza, MD, MPH
Assistant Secretary for Health Affairs and Chief Medical Officer
U.S. Department of Homeland Security

Cecil B. Wilson, MD
President-Elect
American Medical Association

With all this preparedness, what have we forgotten?

Frederick M. Burkle, ir.,, MD, MPH, DTM, FAAP, FACEP

Senior Public Policy Scholar, Woodrow Wilsan International Center for Scholars
Senior Fellow, Harvard Humanitarian Initiative

This icon indicates sessions that will be webcast live on December 2 and 3
and archived on www.MedicolCountermeasures.gov in January 2010,
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10:30 ~ 10:45 Break in the Marriott Salon Lobby

10:45 — 11:15 Moderator: Robin A, Robinson, PhD
Marriott Deputy Assistant Secretary, Office of Preparedness and Response
Salons Il & i Director, Biomedical Advanced Research and Development Authority

U.S. Department of Health and Human Services

HHS [ AMA JOINT SESSION
PANEL: Environmental Monitoring and Human Health Surveillance

Early Detection

Robert R. Hooks

Deputy Assistant Secretary for Weapons of Mass Destruction and Biodefense
Office of Health Affairs

U.S. Department of Homeland Security

Human Health Surveillance and Public Heualth Biometrics

Daniel Sosin, MD, MPH, FACP

Captain, U.S, Public Health Service

Acting Director, Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

11:15 - 11:45
Marriott
Salons U & i

HHS/AMA JOINT SESSION
PANEL: The Role of Public Health Laboratories and Clinical Diagnostics in
Medical Countermeasure Preparedness

Laboratory Response Network

Lisa D. Rotz, MID, FIDSA

Director, Division of Bioterrorism Preparedness and Response

National Center for Preparedness, Detection, and Control of Infectious Diseases
Coordinating Center for Infectious Diseases, Centers for Disease Control and Prevention
1.S. Department of Health and Human Services

Association of Public Health Laboratories

Peter A, Shult, PhD

Director, Communicable Disease Division and Emergency Laboratory Response
Wisconsin State Laboratory of Hygiene

11:45-12:00
Marriott
Salons H & Il

HHS /AMA JOINT SESSION -
Medical Countermeasures in Federal Pubhc Heaith Emergency Response Pians

Kevin Yeskey, MD
Deputy Assistant Secretary, Office of Preparedness and Response
Director, Office of Preparedness and Emergency Operations

12:00-12:15
Marriott
Sa!ons &I

HHS / AMA JOINT SESSION

u.s. Department of Health and Human Services

The Strateglc Nat:enal Stockp;ie of Pubhc Health Emergency Mecf:ca? .
Countermeasures ‘

Greg Burel

Director, Division of Strategic National Stockpile

Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

12:15-1:30

Lunch On Your Own

HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day

Page 2 of 12

Medical Countermeasures: From The Bench to The Bloodstream
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1:30-3:15 PHEMCE Stakeholders Breakout Discussion Sessions

Virginia A Priority-Setting for the Public Health Emergency Medical Countermeasures Enterprise

Host: Michael Mair, MPH

Prograrm Analyst; Policy, Planning, and Requirements Division
Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Virginia B Regulatory Issues Host: Debra A. Yeskey, PharmD
Director, Regulatory and Quality Affairs Division

Biomedical Advanced Research and Development Authority

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

Virginia C The Role of the Public in Public Health Preparedness

Hosts: Elin Gursky, 5¢b, MSc and Julie Hantman, MPH
Policy, Planning, and Requirements Division

Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Maryland Building and Sustaining Medical Countermeasure Industries for CBRN Threats

and Pandemic Influenza Host: Gerald R, Kovacs, PhD
Director, CBRN Countermeasures

Biomedical Advanced Research and Development Authority

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

Wilson A Community Preparedness for All-Hazards Response: Planning for Vulnerable Populations

Host: Todd Lennon, LCSW

Lieutenant Commander, U.S. Public Health Service

Team Lead for Operations

Office for At-Risk Individuals, Behavioral Health, and Human Services Coordination
Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

Wilson B National Health Security Strategy Host: Matthew Minson, MD
Senior Medical Officer for Strategic Initiatives

Office of Policy, Strategic Planning, and Communications

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

Wilson C Performance Measures for Medical Countermeasure Distribution and Utilization

in Public Health Emergency Response Host: Stephanie M. Dulin, MBA
Chief, Program Preparedness Branch

Division of Strategic National Stockpile

Coordinating Office for Terrorism Preparedness and Emergency Response

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day Page3of 12
Medical Countermeasures: From The Bench to The Bloodstream
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3:15-3:30 Break in the Marriott Salon Lobby

3:30-4:15 Moderator: RADM Ann Knebel, RN, DNSc, FAAN
Marriott Salon Hl Deputy Director for Preparedness Planning
" Office of Preparedness and Emergency Operations
Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

PANEL: AState, Local Tribal, and Territorial Medical Countermeasure
Dispensing — Best Practice Examples

Dana Carey
Strategic National Stockpile Coordinator
Yolo County (California) Health Department

David L. Lakey, MD
Commissioner
Texas Department of State Health Services

Linda Scott, BSN, MA, CIC
Bioterrorism Hospital Preparedness Program Coordinator
Michigan Department of Community Health

4:15-5:00 PANEL: Maximizing Resources in a Public Health Emergency Response
Marriott Salon Hl ‘ ‘
Medical Surge Capacity
Sally J. Phillips, RN, PhD
Director, Public Health Emergency Preparedness Research Program
Agency for Healthcare Research and Quality
U.S. Department of Health and Human Services

The Hospital Preparedness Program

Gregg Pane, MD

Director, National Healthcare Preparedness Program

Office of Preparedness and Emergency Operations

Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Allocation of Scarce Resources

C. Norman Coleman, MD

Senior investigator and Head, Experimental Therapeutics Section, Center for Cancer Research
Radiation Oncology Branch, National Cancer Institute, National Institutes of Health

Senior Medical Advisor and Chief of the CBRN Team

Office of Mass Casualty Planning, Office of Preparedness and Emergency Operations

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

HHS / AMA JOINT EVENT ;
5:00 - 6:00 Reception and Poster Session — Exhibit Hall A
HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day Page 4 of 12

Medical Countermeasures: From The Bench to The Bloodstream
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HHS PUBLIC HEALTH EMERGENCY
MEDICAL COUNTERMEASURES ENTERPRISE

» STAKEHOLDERS Thursday, December 3, 2009
WORKSHOP 2009 Washington Marriott Wardman Park

& BARDA INDUSTRY DAY Washington, DC

Medical Countermeasures: From the Bench to the Bloodstream

Thursday HHS !’AMA‘JOlNT SESSION

December 3 Opening Remarks

8:30 - 9:00

Marriott invited: Regina M. Benjamin, MD, MBA
Surgeon General

Salons Il & 111
. Vice Admiral, United States Public Health Service

U.S. Department of Health and Human Services

9001015 HHS /AMA JOINT SESSION
Marriott The Future of the PHEMCE
Salons Il & 1l

Opening Remarks

Nicole Lurie, MID, NMISPH

Rear Admiral, U.S. Public Health Service

Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Robin A. Robinson, PhD

Deputy Assistant Secretary, Office of Preparedness and Response
Director, Biomedical Advanced Research and Development Authority
U.S. Department of Health and Human Services

Boris D. Lushniak, MD, MPH

Assistant Surgeon General and Rear Admiral, United States Public Health Service
Assistant Commissioner, Counterterrorism Policy

Office of Counterterrorism and Emerging Threats

Office of the Commissioner, Food and Drug Administration

U.S. Department of Health and Human Services

Daniel M. Sosin, MD, MPH, FACP

Captain, U.S. Public Health Service

Acting Director, Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

Carol A, Heilman, PhD

Director, Division of Microbiology and Infectious Disease
National Institute of Allergy and infectious Disease
National Institutes of Health

U.S. Department of Health and Human Services

HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day Page 50f 12
Medical Countermeasures: From The Bench to The Bloodstream
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10:15 - 10:30 Break in the Marriott Salon Lobby

10:30 —~ 10:45 Moderator: Carol D. Linden, PhD
Marriott Salon i Principal Deputy Director
Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Case Study of Anthrax Medical Countermeasure Preparedness and Response

Thomas F. Mackay

Senior Program Analyst

Training, Exercises, and Lessons Learned

Office of Preparedness and Emergency Operations

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

10:45~11:45  pANEL: The PHEMCE Process of Developing Medical Countermeasures
Marriott Salon | . ; L -

Establishing Medical Countermeasure Policy and Requirements
Monique K. Mansoura, PhD

Director, Medical Countermeasure Policy, Planning, and Requirements Division
Biomedical Advanced Research and Development Authority

Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

An Integrated Portfolio Approach

Carol D. Linden, PhD

Principal Deputy Director

Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

Basic Medical Countermeasure Research

Michael G. Kurilla, MID, PhD

Director, Office of BioDefense Research Affairs
Associate Director for BioDefense Product Development
Division of Microbiology and infectious Diseases
National Institute of Allergy and Infectious Diseases
National Institutes of Health

U.S. Department of Health and Human Services

Supporting Advanced Development

Gerald R. Kovacs, PhD

Director, CBRN Countermeasures

Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

11:45- 1150 Anthrax Case Study Updat #1 .
Marriott Salon i - : -

HHS PHEMCE Stakeholders Workshop 2009 & BARDA industry Day Page 6 of 12
Medical Countermeasures: From The Bench to The Bloodstream
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11:50 - 12:05
Marriott Salon ll

Regulatory Issues for Public Health Emergency. Medical Countermeasures

Boris D, Lushniak, MD, MPH

Assistant Surgeon General and Rear Admiral, United States Public Health Service

Assistant Commissioner, Counterterrorism Policy; Office of Counterterrorism and Emerging Threats
Office of the Commissioner, Food and Drug Administration

U.S. Department of Health and Human Services

12:05 - 12:10
Marriott Salon

Anthrax Case Study Update #2

12:10 - 1:40 Lunch On Your Own
1:40-2:15 PANEL: O & A with the FDA
Marriott Salon il

Moderator: Boris D. Lushniak, MD, MPH

Assistant Surgeon General and Rear Admiral, United States Public Health Service

Assistant Commissioner, Counterterrorism Policy; Office of Counterterrorism and Emerging Threats
Office of the Commissioner, Food and Drug Administration

1.5, Department of Health and Human Services

Sally A, Hojvat, PhD

Director, Division of Microbiology Devices; Office of In-vitro Diagnostic Device Evaluation and Safety
Center for Devices and Radiological Health (CDRH), Food and Drug Administration

U.S. Department of Health and Human Services

Cynthia L. Kelley, M5

Senior Advisor for Counterterrorism and Medical Countermeasures; Office of the Director
Center for Biologics Evaluation and Research (CBER), Food and Drug Administration

U.S. Department of Health and Human Services

Rosemary Roberts, MD
Director, Office of Counterterrorism and Pediatric Drug Development
Center for Drug Evaluation and Research (CDER), Food and Drug Administration

2:15-2:20
Marriott Salon i

_U.S. Department of Health and Human Services

Anthrax Case Stu(iy Ugdate #3 ;: - . . - 7

2:20 — 2:50
Marriott Salon I

Moderator: Carol D, Linden, PhD

Principal Deputy Director; Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response

U.S. Department of Health and Human Services

PANEL:

Medical Counterméasure Dispensing Issues

Assessing Dispensing Preparedness

Stephanie M. Dulin, MBA

Chief, Program Preparedness Branch; Division of Strategic National Stockpile
Coordinating Office for Terrorism Preparedness and Emergency Response
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

PREP Act Liability Coverage

Susan Sherman, ID, MHS

Office of the General Counsel

U.S. Department of Health and Human Services

HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day

Page 7 of 12
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2:50 ~ 2:55 Anthrax Case Study Update #4
Marriott Salon Il
4

2:55-3:15 Novel Medical Countermeasure Dispensing Modalities
Marriott Salon Ii

Matthew Minson, MD

Senior Medical Officer for Strategic Initiatives

Office of Policy, Strategic Planning, and Communications

Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

3:15-3:20 Anthrax Case Study Update #5

Marriott Salon i

3:20 - 3:35 Break in Marriott Salon Lobby

3:35 - 4:25 Reports from Break-Out Discussion Sessions

Marriott Salon il

4:25 - 4:35 Anthrax Case Study Conclusion
Marriott Salon i

Thomas F. MacKay

Senior Program Analyst; Training, Exercises, and Lessons Learned
Office of Preparedness and Emergency Operations

Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services

4:35—-5:00 Workshop Summary and Closing
Marriott Salon il ‘

Gerald W. Parker, DVM, PhD, MS

Principal Deputy Assistant Secretary

Office of Preparedness and Response

U.S. Department of Health and Human Services

5:00 — 6:00 Reception and Poster Session — Exhibit Hall A

This icon indicates sessions that will be webcast live on December 2 and 3
and archived on www.MedicalCountermeasures,goy in January 2010.

HHS PHEMCE Stakeholders Workshop 2009 & BARDA industry Day Page 8 of 12
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Biomedical Advanced Research and Development Authority (BARDA)

INDUSTRY DAY

; _ Friday, December 4, 2009 x
k In Memory of Our Colleague, Jerome A. Donlon, MD, PhD

Washington Room 4

Moderator: Narayan lyver, PhD
Scientist and Froject Officer
Acting Chief. Antfrax Vaccines Seclion

. Division of CBRN Gountermeasures

Biomedical Advanced Research and Davelopment Authonty.

Office of the Assistant Secrefary for
Preparedness and Response
US. Departiment of Health and Human Sevvices

9:00 - 10:08
Vaccine Plenary Session:
Potency Assay Development

Juan L. Arciniega, DSc¢
Laboratory of Methods Development and Quality Control
Office of Vaccines Research and Review
Center for Biologics Evaluation and Research
Food and Drug Administration
U.S. Department of Health and Human Seivices

THERAPEUTICS
Washington Room 5

Maoderator: Ronald G. Manning, PhD
Chiaf
Chemical. Radiological & Nuclear Modical Counlermaasures
Division of CBRN Countemieasures
Biomedical Advanced Research and Development Authonly
Office of the Assistant Secretary for
Proparedness and Response
.S, Depariment of Health and Human Services

PLATFORM TECHNOLOGIES
Wuashington Room 6

Moderator: Dawn Myscofski, PhD, MBA
Chief. Smalipox Vaceinas and Therapeufics
- Dlvision of CBRN Countérmeasires
Biomedical Advanced Rezearch and Development Authorly.
Offfce of the Assistant Secretary for
Preparedness and Response
U5 Depattment of Health and Human Services

9:00-9:22
ARA 290, a Promising Post-Exposure
Radiomitigant for the Gastrointestinal
and Hematopoietic Syndromes of the
Acute Radiation Syndrome

Anthony Cerami
Araim Pharmaceuticals, Inc.

9:00 - 9:22
Rapid and Efficient Immunization
Against Pandemic Flu or Agents of
Bioterrorism via 3M's Microstructured
Transdermal System

Kris Hansen
3M Drug Delivery Systems

9:23 -9:45
Rx10X and EDL2000:
Two Novel Classes of
Radioprotectants and Radiomitigators

Gabor Tigyi
RxBio, Inc.

9:23-9:45
Human Antibodies for the Treatment of
Pandemic Influenza Isolated with a
Novel Platform Technology Reveal a
Broadly Protective Epitope that is Highly
Conserved Among Human and
Non-Human Influenza A Viruses

Jennifer Mitcham
Theraclone Sciences

9:46 ~ 10:08
Mesenchymal Stem Cell-Based
Antioxidant Gene Therapy
For Radiation Injuries

Weiwen Deng
Spectrum Health

9:46 — 10:08
Development of an Aerosol Model for
the Assessment of Vaccines and or
Antivirals to Smallpox

Simon Funnell
Health Protection Agency
Centre for Emergency Preparedness and
Response, UK

10:09 - 10:30
Development of a Highly Stable
Lyophilized rPA Based Anthrax Vaccine

Matthew Duchars
PharmAthene

10:09 - 10:30
Cuprimine® and Syprine®, FDA-approved
Therapeutics for Wilson Disease, are
Promising Candidates to Decorporate
the High-Energy Radioisotopes
Cobalt-60 and Polonium-210

Barry Levinson
Aton Pharma, Inc.

10:09 - 10:30
A Broadly Applicable Stabilisation
Technology for Vaccines and
Biopharmaceuticals

Jefferey Drew
Stabilitech, Ltd.

HHS PHEMCE Stakeholders Workshop 2009 & BARDA Industry Day
Medical Countermeasures: From The Bench to The Bloodstream
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