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Abstract

The clinical trial registration system is a system for registering clinical trials and disclosing them to the
public, with the aim of preventing bias, and ensuring the scientific and ethical aspects of clinical trials. Clin-
ical trial registration ensures the quality of clinical trials, and could stimulate an increase in the generation
of evidence from the results obtained from these trials. Although clinical trial registration has been in oper-
ation since 2005, the clinical trial registration rules were revised in 2017, and novel elements (e.g., items on
study results and ethical review, IPD sharing plan) were added.

This article presents an outline of the clinical trial registration system, newly added items, and the pres-
ent clinical trial registries in Japan and overseas. This revision of the clinical trial registration system would
result in the public disclosure of clinical trials results, in addition to the previous registration of study plans,
and it is expected that the transparency of clinical trials would be enhanced, thereby resulting in the cre-
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ation of evidence of even higher quality.

keywords: clinical research/study, clinical trial registry, WHO-ICTRP, clinical trial results disclosure, trans-

parency
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FE4HICHIEEZT L, BAAEIIRBE RSN T L
o TWh, RIRIIEENR HAEERE D REOM
PREICRI T 2 A 20], PR3 E RS S 21 B W
TiE, ¥EoOMEHRE % & HWHO TRDSO24IEHH 0 %
FRSEDONI-Z NS, S EEREHBONE & %
2 55 BRI ZE R A S W OTIZE, 1G5 & Ok
WEGFISEL Z LIRS NS,

JRCTO [ IR G DA% R RN FHRDAIZ D W, 4l
FrEl oo F 7 4V A (COVID-19) %R E LK
Wge % BICRAT 5. B JRCTICEHF STV
COVID-19% x4 & L 2z iR 78 1311 cd v, 2o
WFE, A ARBRAL0M (F BRI 98 8 1, [RHfi &
BIRER2 M) THY, BEHEX1IM4TH -7 (2020

ETHTHER)., 20I1HOWTROMEIIBNTD,

FRWRIEIET LTV RWZ D, HEROBFIIEN
TWhhsiz.

S213H H 5 5 243 H 122 W T, jJRCTTIZ HAGE L
PENLEALHNC, FdHEBOEE & L TERE
NLEXCTHBEMORARET > T0A. $E2AHAD
HHEEARBSOBRICOWTIE, Rk IcEEL
TMHBEARB S OLHCMM, BEMRE R &SR
BRICHR B KRR EZFERT AL TED (F£4). #
22TE H OWIZE T H & 5523 H o R B RIS oW TIEH
W2 B9 % URLRWFZE il M2 b AR S s &
En, WFZERIE & F O EOME, B S NzFmIC
RBIEWANDT 7 L ADWERE o T 5. Sl D] EE

Baseline Characteristics

ZEHEIZL Y, BRHABRORBRT YA 2 EUCABENED
5, MBEHELZITo-RBRONH, HBOFERHE,
A THIRE N7 ONE £ TR S N7z IRR BRI
92— HE T 5 LML 2o

2. B#BH OB, ClinicalTrials.goviCZ DU T

N OHERBEGRL VA MY IZEAR L TR L 55
ORLETEAINTVEEALH ) HMICIHKT 52 L1
WLWHITHIEH 2 DD, T2 TR TONIGDOH &
L Tk [# @ Clinical Trials.gov % #4413 5 [22]. Clinical Tri-
als.goviZ B> TCOVID-19% #f 5t & L 72 B IRF 98132427
P85, KNSR TW 2 (20204 7 HATHE:). 20
WFUE, A ARBIL13801F (ILREB22MF %2 &), Bl
S 1310471 TH o 72 (20204E 7 H 7 HIE ). %
O TR RSB, A SN TV DI BE%E
A1 (NCT04323592) TH o7z #ERBAHEINT
W22 (NCT04323592) (22w T, WHO-ICTRP
OHMEEFICH LT L2HHORT, SHIENRN—-Z 54
EHRIZOWT—E i L CRAT 5. ClinicalTrials.
govid, JRCTERROEXHDIHHZF L TH o 7278, £
PR L TG T AR ERA LT (K1), 72,
KX oL, IwEHBBIAHALEAN AT H
EHETH LI TBY, WEHIIRBRICHET A0
ZEBIME OSIMNIKB R AL WA, KA EFL L LR
HH, FRREEMEEICET 28 LWIERO AT 050 f
EhhoTWr F7-, ZEIBELHEA L LTHRAE (Lim-
itation) DIEHHFZESINT WA, MAT, jRCTE K
W2, WFFEETm R [ S S, BEHRTE & 5
Ya—FHEEE o Tz, A SN HR) 5,
COVID-19E 12 BT 2 R RO # R BT 2 3l 2
T 15 C, BRI R 2 W, FHiS 5 Z &S REE 2o
TWwa, oo Y 2 M) ¢k, BKINOEU-CTRAS
Clinical Trials.gov & [F Bk IZ A5 SR 2 RIERN THH - AT
LR E R LT 5[23]

Arm/Group Title . Non-exposed to Total
Exposed to Methylprednisolone Methylprednisolone
Age, Continuous
Mean (Standard Deviation)
Unit of measure: Years
Number .. .. ..
Pl 83 participants 90 participants 173 participants
64.39 (10.73) 67.08 (8.24) 65.79 (9.58)
Sex: Female, Male
Measure Type: Count of Participants
Unit of measure: Participants
Female 29 34.9% 24 26.7% 53 30.6%
Male 54 65.1% 66 73.3% 120  69.4%

X1 &5 DClinicalTrials.goviC & (T 2 #EREEDIEH (k)
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FERSERRRER (WF98) BT T v M7+ — A28 55459EE —WHO-ICTRP O @jji—

V. $%ORE

FRRABRBSFOHELEROMEEL LT, RBHEED
BB O 2B E DL R T 5N b, Clini-
calTrials.gov @ FRERAS R DB Gk, WHOIZ X % B8k H
DYETIZHET H20084E 9 HIZHIBEI N TWw B AS, RERE
BTN LT R B SN TV B R RO A 7%
WZEDPHL L o TWBH[22]. R EER DB Skl
DEBHRIZBNT, BRABOM RIS &
BENEZNIEELTIERWY. L2LARAES, ENCE
WTHEOR R & B HRRRBRE, #HREE % &OWHO
TRDSO24IHH D% §k, KNP EDOLNTVWE I ENH
[19-211, 1%~ DERIRABRO MR EFRDHED 2 & 25FFT
5.

] N C B BB O 5 SR B kil BEASE A X 72 132019

HEEFZANEL, BB & B Y ClinicalTrials.gov T b,

WROBEPEA TGV L2 ERT S &, HIRRER
OFRERHEICH L THEOEDDP RWAE NG & T B K
HHfge R 2 onTiE, SRBRKSJ 0 B R°IPD Sharing
x5 2 WF9E 2 S % ENIFGEE O FF R I % o
LVENRHDEEZOLND. F72, IPD Sharing® 7 —
& 3 O BARN 2 PR IZBIRTIXE T > T aw
WAL VWEEZBbND, RETIET— 7 3 0HfFIE
RAIIERE D D0H 5705 SH%IEIAOFIIMZ, 77—
¥ OE4AL=, IPD Sharing® vV — V57— % LR b
Y, F=%75y ME—2a%EDFHIZOVT LK
OFMI L % S ED TWL RENH L L Ebh 5.
B EE LTid, chETicdigRshcn
585k 7 — 5 OB ORI ELE L% S fkife L 72 M8
THAHZENFHEINS[24, 25]. HPHESIN TR
WEGT — 7 R BEERORIE, RBETEE, RRE
#t, 3B X UIPD Sharing Plan~D7 7 £ AREER 12k 5
T, N4 T ADEERERRFEGRA T R85

bihd I EWREING. BRRBROEHEL VA MY,

SR DHE L TEET— 7 OHOBERUHEIIED D S

EAROOND. BT — 5 OEKT OB LTI,

FRHBRESRL DA MY TOTF — & BEEAOYH &
HEBOEAFRFEINZ R ) ) B THS ).

VL. 2\

BRI T TV AR AT 572008 TB L
LCEBEINTVEH, HIESmBICAAL, RSN
NDY A7 B 720, FHEEN - GBI RER I E T
LZEDRDENG. BHRAEBREE, BRRBRONE
INA T AREF I E Vo 2L EF U ZADE R LT &
5 MEOB LR, WIESINE R EEH S ANOEHEE
GEZERNTHS. SMOEHKREBEFORELETEIC L
D, BRSO R R 2 & DB E ABAEINTRD
bNBEINT o/l T, BRABESEOEMMA X
Db, BRRHEBROEWAM & WERAREL S 512m L

BELIEDPHFEENSE. SRBRIZLIOVANLTRADOL W
IUTF Y AREONMAZRAAEL, #Y R EHEDHR
R NREEICHMKT A2 EEENS.

FlaHER

AFFFEDFERER FRIERIZ BTN, T A2 F
WREMED & B FRANIEH ) TEA.
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