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be developed and redeployed in future
scenarios (appendix).

Second, there is a need to aggregate
supply data through periodic reporting
by manufacturers and incentivised by
a federal procurement commitment
when a crisis occurs. The Drug Supply
Chain Security Act (2013) provides
a template for a track and trace
progrmme using a unigue serial
number that can then be used to

develq: aggregated estimates.

U Ceters fior Dismse Controland Pewention,
speaioer fees from Medscape fo rtalks dbout
COVID19 testing, and traved faes fmm the Amanican
Collage o f Ememgency Physican s and 5oty for
AcademicEmengen oy Medicine. MLE fas
particpated an the Data Safety Mon foning Boasd
four MiH Juniscal Trials Metawork, wasa former boasd
e b of thie Society for Acadamic Ememgency
Medicine and Amescan Foundation for Fiream
inpury Reckschon in Medicine, and & 2.cunent board
me:mber of the MonViolence: institute.

*ShuhanHe, Ram Bala, Raw Anupindi,
Megan LRanney
she B partners. ong

issues a CICP doses not have the ease of
access ta, and levels of compensation
provided by the US Mational Vaccine
Injury Compensation Program available
at nomal times, exacerbating long-
standing inequities based on income,
race, and ethnicity?

Japan has a long-established no-
fault compensation scheme for people
wha have adverse dug mactions from
vaccines or drugs. The vacdine health
damage relief system (a no-fault

S Dl T 2 mucle
Forthe Mational Injury

Do ot sealiocon [Pecegyraen o
e Y
cipp

TRERENFNEEZEALTVLIRLEVE

& LTHIE

No-fault compensation schemes for
COVID-19 medical products

The Lancet, 397 (2021) 1707-1708.
doi:10. 1016/50140 6736(21)00784-4

hover Get LS PPE currently functions.

To our knowledge, no model cur-
rently fulfills this frmework. Our
framework enables the collection of
appropriate data and the development
of relevant live modelsthatcaninform
PPE allocation during any future public
headth crises.

L4, B8 and LR am unpoed vl mtees and
eoequtireboardmembes of GetUks PPE SHis an
ungaidlawyer for the American Collage of
Emeaency Physiciare P PE Supply (rain Tk Farce:
SH s ain the advsary boand for COVID Act Mow and
the Lafeter 3pp, cofounderof Con ductfrience, and 2
committee member forthe Amenican Callege of
Emesgency Finsican P PE Supply (hain Task Force;
moenes reseanh funding from fhe Foundatan for
D] R irese Efficirts, and mports pemon J fees
from MazeEnginesrs, Withings, Boston Globe, and
the Amencan{ ollege of Emengen oy Fhyscam. BAs
amember o fthe board of the LS Global Heditho f

No-fault compensation
schemes for COVID-19
medical products

Mo-fault compensation schemes
for severe adverse events can help
build confidence in vaccine safety
after marketing* 25 of the 194 WHO
mermber states have implermented such
no-fault vaccine injury compensation
programmes.” Although the USA is
covering COVID-19 vaccine-associated
adverse events with the US Counter-
measures  Injury Compensation
Program (CICF) for the duration of the

Pharmaceuticals and Medical Devices
Agency (PMDA)" In fiscal year 2019,
the PMDA received 1590 relief claims,
1285 of which were certified, and
U5522-6 million was paid within the
same fiscal year”

The COVID-13 pandemic presents an
opportunity nat only for vaccines, but
also for covering drugs under no-fault
compensation schemes.
¥F reports speaker fees fram AstaTenec, (huga
Pramacarticals, Dasdhi Sankyn, Brisnl Myes, SRL,
andzantenF haramoeuticak. Al ofherauthos
dedare no competing in‘ierests.

"Yasuhiro Fujiwara, Yutakn Onda,
Shuichiro Hayashi
fujiwara-ce@pmda.go.jp
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