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C-1). Participants

Japan Delegation

1. Tomoya Saito

Senior Chief Researcher/ Office of Health
Crisis Management, National Institute of
Public Health, Japan

2. Daisuke Tamura

Associate Professor, Department of
Pediatric, Jichi Medical University

BARDA

1. Ruben Donis, Director (acting),
Influenza and Emerging Diseases Division
(IEDD)

2. Vittoria Cioce, Chief, Vaccine
Stockpile Branch, IEDD

3. Mike Ohara, Subject Matter Expert,
Vaccine Development Branch, IEDD

4. Melissa Willis, Chief, Therapeutics
Branch, IEDD

5. Robert Walker, Director, Division of
Clinical Sciences
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6. James King, Pediatrician, Division
of Clinical Sciences

7. James Little, Division of Regulatory
and Quality Sciences

8. Karen Biscardi, Subject Matter
Expert, DRQS

9. Joseph Larsen, Director, Chemical,
Biological, Radiological and Nuclear
Medical Countermeasures, CBRNMCD.

ASPR

1. Robin M. Moudy, Chief,
International Partnerships Branch,
Division of International Health Security,
Office of Policy and Planning, ASPR,
DHHS

2. Jun Sugihara, Liaison Fellow,
Division of International Health Security,
Office of Policy and Planning, Assistant
Secretary for Preparedness and Response
(ASPR), DHHS

3. Adam Tewell, International Health
Policy Analyst, ASPR

C-2). Executive Summary

The purpose of the meeting was to
exchange information on national plans for
MCM preparedness in Japan and the
United States. We discussed the current
strategies for acquisition and management
of vaccines and antiviral drugs in the inter-
pandemic period, provided updates on
stockpile policies and the rationale for
continuation of policies that remain
appropriate and changes to be
implemented in the near future. Global and
national landscapes of medical
countermeasures for pan flu preparedness
with regards to sustainability and
innovation were discussed. Finally,
challenges and opportunities related to
development of medical countermeasures to
treat infections caused by antibiotic
resistant bacteria were discussed.

C-3). Main technical points

Japan Pandemic preparedness

Vaccine

Stockpile preparedness goal since 2006
comprises H5N1 vaccine representing the
major clades 1, 2.2, 2.3 and 2.4 @ 5-10M
doses each.

Each of the 4 clade stockpiled is
replenished every 3 years. Antigen stored
in bulk.

Diverse vaccine products are stockpiled —
including non-adjuvanted, alum-
adjuvanted and AS03-adjuvanted vaccines
from various manufacturers.

Clade 1 stockpile will be discarded in 2018,
and remaining clades in the next 2 years,
with only one clade stockpiled after 2020. A
small adjuvant stockpile is also
maintained.

Therapeutics

Stockpile preparedness: current target is
56.5 M treatment courses of oseltamivir
(oral), zanamivir (inh), laninamivir (inh)
and peramivir (IV)

US Pandemic preparedness

Vaccine

Stockpile goal of 40M doses — H5N1 (4
clades) and H7N9 (1 lineage) antigen in
bulk. Adjuvants (MF59 and AS03) stored
filled or in bulk.

Clinical trials conducted to support pre-
EUA submissions to FDA — including
safety and immunogenicity of products held
for 7 to >10 years in storage.

Vaccines and adjuvants tested regularly
and kept in stockpile until test results
show unacceptable performance —
regardless of the expiration date supported
by the regulatory license.

Therapeutics

Stockpiled 81M treatment courses of
licensed NAI drugs; oseltamivir, zanamivir
and peramivir.

Developing new antivirals to address
critical unmet need for treating severelly
ill, hospitalized and pediatric population:
Janssen VX-787 cap-binding inhibitor and
Visterra VIS-410 broadly cross-reactive
HA-stalk mAb.

Challenges to enroll severely
ill/hospitalized patients into clinical trials;
high costs and extended timelines —
ongoing efforts include improving clinical
endpoints and recruitment.

C-4). Joint Conclusions

Both sides expressed concern about budget
challenges to sustain pandemic vaccine
stockpiling.

Until universal influenza vaccines or highly
effective antivirals become available, it is
imperative to sustain current capabilities.
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BARDA

1. Ruben Donis, Director (acting),
Influenza and Emerging Diseases Division
(IEDD)

2. Melissa Willis, Chief, Therapeutics
Branch, IEDD

3. James Little, Division of Regulatory
and Quality Sciences

C-2). Executive Summary

The purpose of the meeting was to
exchange information on national plans for
MCM preparedness in Japan and the
United States since last year. We have
discussed the current strategies for
acquisition and management of antiviral
drugs in the inter-pandemic period,
provided updates on stockpile policies and
the rationale for continuation of policies
that remain appropriate and changes to be
implemented in the near future. Global and
national landscapes of medical
countermeasures for pan flu preparedness
with regards to sustainability and
innovation were discussed.

C-3). Main technical points

Japan Pandemic preparedness
Therapeutics

Stockpile preparedness: current target is
45 M treatment courses of oseltamivir
including powder for child (oral), zanamivir
(inh), laninamivir (inh) and peramivir (IV).
The Shionogi’s novel drug, Baloxavir
marboxil (Xofluza) got approval on Feb
2018 for production and distribution for the
seasonal influenza patients. MHLW does
not start discussion about future pandemic
stockpile whether Xofluza® should be
consider for canidate of stockpile or not.

US Pandemic preparedness

Therapeutics

Stockpiled 81M treatment courses of
licensed NAI drugs; oseltamivir, zanamivir
and peramivir, it’s a same situation in last
year. Developing new antivirals to address
critical unmet need for treating severelly
1ll, hospitalized and pediatric population:
Janssen VX-787 cap-binding inhibitor and
Visterra VIS-410 broadly cross-reactive
HA-stalk mAb. Also this year BARDA is
focusing on Xofluza® for seasonal influenza
patients as well. However, they need to get
approval from FDA before starting
discussion for pandemic preparedness.

Continuouslly, challenges to enroll severely
ill/hospitalized patients into clinical trials;
high costs and extended timelines —
ongoing efforts include improving clinical
endpoints and recruitment.

C-4). Joint Conclusions

Both sides expressed concern about the
Shionogi’s novel drug, Xofluza, for one of
the candidate for future pandemic
preperdness. Japan has started decreasing
the amount of stockpile compared to last
year. The stockpile plan in U.S. is to
sustain current capabilities.
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rail and sea.Field situation. WHO
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Equipment in the context of
Filovirus disease outbreak
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Beai o AaER 2RI 5, =R 7 HmBEE O Mg £ 7= 138KIc PPE 2/ LCftth b, 15
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(21X, % D7 af X=X PSAPs D72 DIERN G EN TN 5,
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73


http://www.cdc.gov/vhf/ebola/transmission/index.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
http://www.cdc.gov/vhf/ebola/hcp/interim-guidance-emergency-medical-services-systems-911-public-safety-answering-points-management-patients-known-suspected-united-states.html
mailto:eocreport@cdc.gov

BEREE D72 O Yl IP | NS
JRFEFAIZ 07 2 2@ F BRSO E R BB TR LA TCE N D ORITEDT 77 «
TE=ZLZV L TBLIONFIA VI NT VT4 7= 2 VU TICEHT AL A%
BT 5, MUZE & Y5Lh T O AR AR IR O FEHEIZ OV T OFEHRZ IR
Do

BAL TR, R HIEAO PULICE L TEMT DICHTE>TO 7r ba—b
EFEFEITHEBL TWDH Z L EMIET 5, MBXCHMORNR Y = L1IF
AT D Z LI L TEEEZB D EMS A7 AT, Tz-éﬁﬁﬁ#@jﬂii SaFT % T
WY 5, TARZHMmMBEUL, #Hi)7, N, ETOAREAEICHER D, FWASHREIT
DB D D,

EMS R % » 7 NBIATOD HT A X AT % Interim Guidance for Emergency Medical
Services Systems and 9-1-1 Public Safety Answering Points Emergency Medical Services
Systems. Z 412 L T\ 5 X 9 KT 5,

TR 7 HMBDFER W LIBIR 2 MR T 2 7k L BREED Y A 7 Z[BIEET 2 J71EIC
DT, REMS A% v ZIZHHEEAT ),

TR T B PUL &l d~ 5 B EEATHZ L T D ABICE L TSRT 5720
CDC O xR 7 HMEADIEFIER 2 F = v 7 35,

EMS Jiigk N D BIZ R Z BT, EMS 27— 3 > ZOMIZ EMS A% » 7 )3
BICRZES LTS, A7 U —=0 VT EEZERT D, il LT AFEDORER—
D B,

e & AR ORI & FEROFIAC =R T MDA 7 J —= 2 T I A I
o, PREE. S ACR#ER (PPE) EHOFNEZFAMBTE L LOMKET o720, A
Y 7T RS ORERLT = v 7 21T 9,

BYTBL D72 8 D ¥ IP] NS

TR T HMBUC K U CEREE LT MRS, EMURE I ENRERED
EGHT TR T HMEADBEOIER2 N UBIEICOWTEERIGE T D & L bic, B
BICEENTESN TS EMS BB I IT#E Y 22 FIEICHE > TIEL < PPE #3535 T
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BIOOETOA vE—T % HE,

o MMNOBEEESHKEEICH L, HNOaI a=r— 3 I>
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Administration Newsletter)
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