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Abstract

In 2021 due to the delayed access to COVID-19 vaccinations for several months in Japan in comparison
with the emergency authorization in the USA and the EU, the Japanese government took action to revise
the Pharmaceutical and Medical Device Act (PMD Act) to add an ‘Emergency Approval System’ to the
existing regulatory approval system. Based on the governmental report summarized in December 2021,
the revised PMD Act was published on May 20, 2022 and it started to be enforced at the same time. Under
the Emergency Approval System, a vaccine authorized abroad without Japanese clinical data may be
approved in Japan if a similar efficacy to global clinical data could be estimated for Japanese patients. The
task force team of the Clinical Evaluation Expert Committee of Japanese Pharmaceutical and
Manufacturers Association (JPMA) has investigated the issues of separate legislation related to clinical
trials. In Japan, the PMD Act covers clinical trials for Japanese New Drug Application (JNDA) and the
Clinical Trial Act implemented in April 2018 covers clinical trials with purposes other than JNDA. The task
force team has summarized the regulatory issues during the COVID-19 pandemic regarding the precedent
of the special approval for remdesivir in 2020 in contrast with the precedent of favipiravir not being eligible
for the special approval due to domestic development in Japan only. It is important to consider whether the
Emergency Approval System can contribute to the purpose of providing new therapeutic drugs and
vaccines to the Japanese public without delays in authorization in the USA and the EU. In addition, since
the emergency approval is an accelerated review based on limited clinical data, the task force team
proposes to sort out issues from the perspective of the importance of a continuous regulatory process after
approval and consider future efforts.
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Table 1 Summary of Emergency Approval System (cont’d)
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Table 2 List of the clinical research related to the MHLW notification and the clinical
trial sponsored by a pharmaceutical company with regard to favipiravir from
March 2020 to March 2022 in Japan
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FD L BUBIR KR E 2> T D, BEUKRZD
SEH BN O AR IS BE T 5 BUEIR
FHROBREEREIAL LTHD, ZhIZHmm
IZIKGRIRAE TR 72 BT RO B X0 K FRMH R A%
MBEOFEEEBEL TVD, BRABOREN &
T = 2D IKGR T 7, KRB O A KR
WAL TR0l AT EE 24 40 —A#l
HPEIWr & U CHERARET 22 kD ENS.
TR O BRI L RE B2 2021 M5 FH O3 F
TTEOR RN 23EIC e s hTnwa ko iz,
BRKEZ T TR AL, O HKRKOMERZRD H
DAHELTRUET HIVEND B.
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4. BROEREOEEICET 28F O
'EUTH

41 BRBFOEEEZROMRFOFRE
ERRURKRR O BIHBER ORFNE £ 720, B
RO KR DFLERFH DO MHRIIE I h & TD
TR D Hf5ilh & BRE A P 5 Z L IE W BET
B %. KBk OBUEIHINT % B~ 4 5 3
HE L TR LHOWETNED LS ITED 5N 7z
MIHEHT 5.
RBIAROHEG & U CIHFEDOL A7 L &
TOFVDETLFTIIF Y (RFEH - A4
2Ny 2 ZE) IOV THLD kB

411 LALFYEL

KIEFDA D EUA (202045 H) ' 1250w
HAT & IZIFRICHFIRR ST, KETIR
EUA #% O ffkise L 72 FDAIZ X 2 %28 12 & 0 2020
.8 H D EUA amendment (2 & O X R 3 2 HIE
BELSATEAENZY . ZHITH L THATD
HRE B DI IG A K % WA SCREGET 1
FDA ® EUA amendment 2> 5 4% H #% 0 2020 4F
12AToH - 72, EUAIZHED T H A IR &
e VI I 21T 5 72128 b 63, Rl
TRERB% O I HE AR 3§ % A S SGET 13 EUA
amendment & [l T3 2% 5> 5 72 (Table 3).

Table 3 Comparison of label update for remdesivir between EUA Fact Sheet
in the US and Japanese Package Insert

BFHA KE EUA O Fact Sheet BARDRAXE &%

2020/5 5/11KEEUA % HifS 5/7 FHRER HARDIA S« [#hhEX
Indication: treatment of patients ZhEE AL R 0 SARS-CoV-212 & | IR0 RICBhE§ 2R &
hospitalized with suspected or 25 &Y YiE TRERRE TR A
laboratory confirmed SARS-CoV-2 | %hAE AR PRI 5 2 &
infection and severe disease JERE ARG E2ITH 2 L

2020/8 8/28 EUA amendment
AR R DM E IR L K

2020/12 12/25 T B O WET KIEDEUA I & % sk

AHBE SRR 23 [H | K2 642 H%
ERFHE RIS EIT528] ©
R 2 HIlER
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ZhiE, HARORMCGETORNREEL T (36

SAFENRICBIE T 23] TRELTED, Y%
FIEIHH LORRFEE T > TnkhnZ ki
BItR T 5. NZREH DI KIZPMDA O KGR 3
ELTOHEETIE AL, RSCEHKGETHEEOSES
Fak ZANEHI N VATV ELONEEE
PERIZB§ 2 WA SCHRETHER O MR (2020 4F
12 A 25 Af) & PMDA Ok — 4 X — D IZWET A
BRAHIN TR0, R FIZ RS %
WE S HIERH IZIE T 2 0l ik & e,

A, Fiflav o 4L 2 EGYE (COVID-19)
LEOF5E - FH1kk (202045 H18H) T,
EIEEE DS O [HhERE T FFIRA4Z L] OB
I L TCHARENTAFTE 3EGEL LTL A
FYUELDOERENERINS OB H D, F
LR LA CESTEEE L T BB AE T Tn

r\‘@

412 EFNFTIFL

KIEFDA @ EUA (2020412 ) % 123501 T
HACI1E 2021 4F5 H 21 HAHCRBIRR X =2,
FEBIRERIF DO REH O Flild EUA &R U < 18

WL ETH 572, ZDt%, EUADXRFEIITE
FXNTWAEWZEL2b 5T, HARDRMNLE

TR RAE S % 2021427 A 26 H AT 123 21BN
PERT BWET %175 T % Y (Table 4).

HARDRME TORLERT [HEKOHE
B AR TREL TR, YRSHEEIIK
HHEFL I HH->TOED, 20720, SAREHO
PRIZOWTIE, VATV UL ERREIZ, PMDA
DIRBFEIHE L TOFETIZ AL, HASGEUGET
MO FE T 28ME I N EFLF U2
F v OXFRAE AL RIZ B 2 A SCESGETHRR D
FEFIE 202147 H 13 HfF CPMDA D ok — & X —
VICHETRER A AR & 2P 202147 H 19 H

Table 4 Comparison of label update for Moderna COVID-19 Vaccine between EUA Fact Sheet
in the US and Japanese Package Insert

FEHA SKE EUA O Fact Sheet BARDRTXE e
2020/12 | 12/181ZKEEUA % HfS%
Indication: EUA for active immunization
to prevent coronavirus disease 2019
(COVID-19) caused by severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2) in individuals 18 years
of age and older
2021/5 5/21 F#Hl7KRR KEEUADEERIK T — &
6. RO & #930,000%14+ HAAN T —
11105 mL % 210, @%, 438 | 25920047
OB EZ B\, RN
T 5.
7. KO RICBDE S 2R
7.1 RN R E
AEIOBERIT 18K L EoFIz
175
2021/7 7/26 A SCESGET# A
7. AR O H ISR 5 R
7.1 YRR R #H
KA OHEREIZ 12K EoHIC
T5.
2022/6 6/17 EUA Reissued
FDA authorizes Moderna COVID-19
Vaccines in individuals 6 months through
17 years of age
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HETEFALF IO F v OHBREMITKIZET S
TR SCEGET 28 s & ™, 202147 A 26 H A
THRASCEWET A A MHLW & 0 51 X h 7.
¥, 20214E7 H19 0 O BRSNS 5 2 ik 3

T3 [HRROBRME =TT F I 2 F v
DEUA TIZRRFEMIZ ISR LD £ TH 5,
WL 12U EANJERT 2GS hTnwa ] &
DL H 5. KBFEE &> Thw [HEK
O HBEICBEE T 23] OWETNT20WT, [EHER
FOMEOBERFRHTI AL MEDATT KX
n, TEFALF I F U OEMERGE TFIZO0N
T20214-5H 21 H OFBIRRIEOEFEA K D i 5
BHFT a2 TH I N T3,

Bk, EFNF T2 F v OKETONRER
2022496 H17 Hff O EUAKET T6 2 HLYL L1753
DIFicfik x>,

FEIRRIZ WS CoFFRR W #RifEE LTH D,
FEBIRGREFIZ EUA E AR L 2 KRN E L - T
W3, L ZAH, KRBIIYWEUKGERDOEUA &
DHFMZEZE S NT, EUATRRED LA TG
VAT R N0 FH & K8 B BRI — B A
WEEZL 5.

Gk, 20224E5 Az, EibstoH
il LT, EUAIZK D 2 Bl KB & h -
COVID-19ix g 2 hfiPitaETH 5V bu~
TROEHSIVESRT A LFESTIZDNTHE,
KETIZA I 20 VRIS 2RISR &
Wr&h, EUAZHDIEE N TS0, EIWNICE
WTRIRMSCETE I 7 a VBRI 2 G %0ER
AT 2 BOIFEMREIZ XM TWBE DD, Kl
HOME LEHDEE b T,

AROERBITEOHW & LT, FHEADZD

IRERIRGE A VS U, KGR I3 H A E oo B
B TS ORIE & 12 R 2 TR A2 WETT
5ZLiE, HR, FESGARIUIIED W -]
BRI A RSB S, BRERD B EE L
3.
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42 HEDEDBHBEOEBEDHY A

HARIZ 551 2 KR O HHIERE O 51121E, W
HY$®%E$E®ﬁ@#B$t&%T£&5_
LithbreEzoNnD,. AAORMNGE (TR
FHEESE S O 1L & M 2 RSB O RR R BRI D
W 20214E6 H11 H 3EER0611551%5) Ot
BHEEH1~2605% (Figl), KRHHEIT [4. %)
BT & 6. FIBEAUHE] OATHD,
NS OEL R IS RSB R
B R OIS 538, SRR ANE
B, AMERZEEAGRHEETIE AV, —F, BROKRT
B IN5DBERIETREEETH D, AR
O EOFEZLISIOLEEH T, Wb 75—
&L — MY A ERpEnReEAER, BRIREASR, JE
BRRAAER 2 E DI E KL FHTH 5.

WK TR KRR IS ISR 3 3 S i 4 5 KBS %5
[E B [EIEABR (MRCT) #5584 RkIN O R L5
(SmPC) Mt 235413 Type 11 variation, K
EORMSGE (USPD) KBS 51548 i&wm
mental NDA &\ 5 72 HARTO 3% B KGR
u&%ﬁ%ﬁﬁfmtzéﬁcfﬁﬁﬁﬁéﬁﬁ
%. HARTIEEIRHRE O 5 & KGR %2 FE ki3 5 B

IRFRBRARIZ B D W CHET§ 2 U5 f, KRIF DX
ALY 2 2 PR (RMP) 128 £ 1 5 R AER
2, BB OIEEE OB CREBIC T B
N HEIRERER IC RS AU, R SCERET &l
BEIC§ 2 BBEM A 5 5%, Zh SN EE X h
72 BRRFRER I D W TRIR A SCHIC KM X g, Bk
KOG LEIZ B 2 HEIR TR EERBIG (D 5
BNWEWIHEENREZY . ZDk, ru—3)L
JERAS 2 IS DWTRBHZED TA 7H A s &
L Tl X B [E BRI 2 MRCT 12 HAR 2B L
&5 L TE EiLoMEEM » 5 HADRMP IZ
BEDLENT, HADANBINTE WD H
5.

2O &S BB, AKRBEORLT 49 b - )
A0 INT Y AT B HHIN R DOE 2 FITENA
HBZ LD, FHOEEHDITA THA 2L
& LTS IRASGE O FRGERT ST & R 3 B »
HBEAI.
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Fig. 1 Composition of Japanese Package Insert
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