PRAEEESEF 2015 Vol64 Nod p297—305

HE  BRKREER - BBROBEGE LFHROAH - FIA

<HEEE >
ERERIZE (FRER) DERHIE SEHAR -
ERAREHBREROESE - B - FE
e, BT, SNET
e R P B 7 B B AT AP S

Registry and disclosure of clinical trial information:
history, current situation, and agendas for the future

Hajime Sato, Hitoshi Fujni, Keiko Yukawa

Department of Health Policy and Technology Assessment, National Institute of Public Health

2%

ARk, EERAIZE GRER) BEGIEOREL, BURELIEEIZOWT, EEBILEOBIN 2 ST 52
ERHEMET S, KRE - A F FTIO0FERUITEA S N FRRB O F /B L, 2okl RaE
CBWTEADHER, 2005412 IZWHO S H: F 4 56 0 B R R BR 1% & M W 56 % 2 A 7 2 International
Clinical Trial Registry Platform (ICTRP) % #%i}7z. HARTIX, UMINEKAEESRS X 724 (UMIN-
CTR), HAEHNHL ¥ — (JAPIC), HAEMKHBMKE > ¥ — (JMACCT) ® 3O H %
#% A L 7zJapan Primary Registries Network (JPRN) 2%#%i# 41, 20084F (2 1ZPrimary Registry: L C
IR REE S 7z, 20154R 84, 45 Ml o015 26k BI 2SICTRPIC BRI i & 421k L T 5.

PER DR AR O FIH - FRERIICBI T 2 MO A T4 <, WFZEHE RO LR D EBRIIC &R ATE A
BANIEE > TW5D. F72, BRHRBEFENEROFMPIZOWTD, Al#E (%) 20 2 IREECEO
EREERE LTEHSIN TV S, FORIZB W TR — D W CE SO LRI ff S T
Fizo Lo L, HERTRBEHRORIIOWTIZEREETHE SN T2 500, GERUSORIKR
REEERIZ O W T ORI BN T A, BIFEARIE, MAEEIGET, FRIRMIZERIEOLE D I T 5
a7 &, HARORIRRERS SR EE 2 Y & { it OFFEICOWTH MM T 5.

F—7— K BRNIZE, BRREER, hBR BEHIEE, N, BRE, O, EEE

Abstract

This article aims to provide an overview of the historical development and present status of clinical trial
information registry in the United States (US), the European Union (EU), and Japan. The database of
clinical trials (registration of trials prior to their implementation) was established in the US and Canada
in the 1990s, and was subsequently institutionalized in many countries, including the EU and Japan.
The World Health Organization now manages the International Clinical Trial Registry Platform, which
integrates information from national registries. These registries can be assessed by the general public
Information available includes the purpose of the trials, trial design, status, and administration of clinical
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trials, whether the trial is registered and disclosed, and study results in progress In Japan, the current
guidelines mandate that trials for new drug approvals are to be registered by law, whereas others trials
are only encouraged we also discuss other policy agendas regarding the future clinical trial database/

registry.
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I.

MR R E B L OEBERBEIC X - Tkl - S hTn

2 BRI BCE Gk B X OB RN MO AT, EES -
PRFBEL BT & 1 LR - BRIRIFZE O BRI O — &
ELTHIET BICE 5> TWA. TRSTHIEDOWREIZ A
BHEE, BREE - BREICESTIEL TV, HE
WZoWTIEEE 8, F 7MY OEREOEWIZ XL -
TRESbDERoTWA. KEgIL, R RERE 5K
FEORELITT R, BB, BN oA & AT,
TR TOERES N TV B FHIHIZOWT, EA
ORI EMEIT A EHNET 5.

II. BRRHBRESRHEODELNER

1. BERHBRERFENTR
eSO AMVE - Zathx AW - PEBET 2 il
«@@uu F) P A FROAZHD LT 5IRENHD
WMENLEICETEY, EESOFRETHEEIZZO 1L
I CHERARRBRE IO B, A o2 ko3t &
&57 7 i DOPREED 72D O F-BAZ D Ciikam & WA

(accepted for publication, 11th August 2015)

L7z —J5, BRRAEBRO 794 I LT, #ERIL
el B ERER O A e 212 X D BRI RO ST E 72
LA L, BEEMGEOWTGR IR Y T4 Ttk R %2Ry
e 2SR 8% 5o, 2N HHFZER RIIE 0N A
TAPHFAET AT LR EEIN. TH L2 erxBER
L LT, 19704 LM%, BRRBROEERE RO Y X T
LRI B AR £ o 7z

KENZ BV TIE19804E M & D, AIDS B3~ R 3
BRG & $e 3 5 5 — % X — 2 (The AIDS Clinical
Trials Information Service, ACTIS) A%k X LT W7z [1],
19974E 1213 K E & & F #7112 B\ TClinicalTrials.gov ™~ ?
R GRS FR SR IS /BT S 7z [210 BRINT D
20004E DA%, WFEIHEIE] & U Cld i e KR H 1 o 3R
WIRE SN/ b 00, BEENZ B THRR RO
W BERBIEASEA S N7z, ZOH20044E121%, EURS
IRARBRFE 412 X 0 I8 N2520 [E C a5 1Y 20 B AR G BB )
DO—BrE L THFEHOIA O Jm G EAEL, R 5
i T (EMEA) 12 & %EudraCT (European Union Drug
Regulating Authorities Clinical Trials) 2% M B & 7 -
7z [3].

20044E11 12 2 % 3 3 TR S 7z PRAEAT iR ik

x1 BREAREHRLY X MUEIEQOER

1997  ClinicalTrials.gov i H B 5 KIE
2004 PRAEFHTERSEE (AFTavIv b))
+ 5 TR, EEMEERET ERZHES (ICMJE) 7+

W R BRI R O BRI B 5 2 Je R8T (IR 4 X IFPMA)
European Union Drug Regulating Authorities Clinical Trials (EudraCT) EU
2005  WHO/ International Clinical Trials Registry Platform (ICTRP) #%3iZ WHO
Australian New Zealand Clinical Trials Registry (ANZCTR) % - NZ
UMIN-CTR, JAPIC, JMACCT® & H Biak HA
2006 ISRCTN.org A F) A
2007  Clinical Trials Registry - India (CTRI) 4K
Chinese Clinical Trial Register (ChiCTR) rh
2008  The Netherlands National Trial Register (NTR) ER A
The German Clinical Trials Register (GermanCTR) A
Sri Lanka Clinical Trials Registry (SLCTR) AN T UH
Japan Primary Registry Network (JPRN) o [EFEFE%E H A
2009 Cuban Public Registry of Clinical Trials (RPCEC) Fa—N
Iranian Registry of Clinical Trials (IRCT) 17
Pan African Clinical Trial Registry (PACTR) TN
2010  Brazilian Clinical Trials Registry (ReBec) AR
Clinical Research Information Service (CRiS) - Republic of Korea i [
2011 EU Clinical Trials Register (EU-CTR) EU
2013 Thai Clinical Trials Registry (TCTR) 5 A
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(Ministerial Summit on Health Research) 2B\ T, A
B BRRAFZES SRR B EEMN A v b7 — 7 Z{EKT
% & o IR B B World Health Organization (WHO)
WP L CEE R SN SR B E 2 WHO b 25k
JiE DR D VB & AR O ERECRHE & LTl

T ktolz 4. ZD#H%20054 7 H121&, The Lancet,

JAMAZ: & TR HERE AN R 3 5 PR 2% 4k 5k i 44 37 ]
%75 B & (International Committee of Medicine Journal
Editor, ICMJE), British Medical Journal (BM]) %%, kf
PR SR el T 0D R S D 48 AT 3 R AIF 22 0 SRR Sk B
(Registry) ~DO & &% LEFEM LT HHIEZERY L
72 [5,6]. WA T, ERRERO EBRHE I % EH]
WZOWTOF ¥ ISz (7] &5 ICEBRRE
R34 4 (International Federation of Pharmaceutical
manufacturers & Associations, IFPMA) (2 & 0, [

BAE ORI 2 K FERH P SN2 (8l 2hbid,

FRRITZED R D T 4 THRAERIZR S T AT T 1 7k R
DEREBITH) TETHRNA TAZRT L &, WRE
ANOMGIRE 2 o b 2 L, $72, Wik E e
LAy A3 O RS - 1L TS 2 T 2 W 3 -
7z [9].

INSOEN%ZZIFTC, 20064£4 HIZY 24 —7T
FMAED B AN [10], WHOIXFAE 8 A & b EBR IR
RAERE ST F v b7+ — 24 (International Clinical Trial
Registry Platform, ICTRP) % #%iit - AR L, ERBIZEE
MOBERERIG L7, ICTRPORY., T80 L 7-%H
R RBR B SR E O MR %2 3 1 1R T

ICTRPO K B B 1%, BEAF O BRRABRE SRS A 7 &
D) BEWHOD — DR G- 3T b0, £EH1 Bk
BEZEAE LCTHY, FE S 7% EFEIZWHO
Primary RegistryE #r 2 1 5. Z 1t 5 #% B & WHOIZ,
WHO Registry Network Z #1355 .

2. BAEROEERFRABREZHIE

HARIZBWTY, RO EWYE DR & Pl i
Gk &R - BRIETE O E O, HARGE DA B HERR
BRESEY AT ADOWENARD S, R RBE A
e LT 3BTRS KRERBEEREHR A v
F7—2 (UMIN) 2 X 2UMINEGKR BB 5% A T 4
(UMIN-CTR) &, 20054F 6 HI27 %7 3 v 7 % R
gex i & L7288 2 Bia L7z (11, 12 MREIEA
HAESERE L > % — (JAPIC) W BB - 25 v
A7 o [EERRERTS 3 13 H ARSI TR AT HEL,
FICHEBEOEMAHEZHMWE LTw5 [13]. 72, H
RIEfBRRELYL > 4 — (MACCT) 1, FEICEAME
SEOBRER L R OB EHREZ B L TWD
[14]. 15 FENFRBI OB ERIEHIE, FEL AR R~
BRICE DA SIS,

INHY AT A%EM - BT 2UMIN-CTR, JAPIC,

JMACCT, [ 7R fl 2 b B L O A 57 @ (R
B F 72 BH 38 3% B 51 A 5k S =€) 1, Japan Primary

Registries Network (JPRN) #Z#§pk3 4. JPRNiE, WHO
12 X O Primary Registry & L CilZ ¥4, 20084E10H17H
X 0 AR E = BLG, LA R EER AR & D A
SNENEGFT — 713, EWIICWHO/ICTRPIZ %15
SNSRI 77— 7 RXR= A ITHAAN LN TV S [15].

. BRFRABRERHELE - HAKNT1 >

B AR TR O N2 % FEHENJeNr » TR eI B8k T 5
HEEE, MBS A 7 ADBhIE, 19645EDANV Y VX EF
2 & B ARFRN T 08, FRRAERS INE RHE DR AL 2
EOHMP LM SN TE . RIETIRZOHEOEE
LA NI A  EOBIRERIRT B,

1. BX

HARTIE, B3RSO RTRETEHNE T2 BB L
[aER] ERRL, TEFEm, EEEESOME AL
R EMEDMERE B 5 6 CPB26ME I3 F L X
D YIE) ] S & 0 M ATBOE AR S R R R A R
(Pharmaceuticals and Medical Devices Agency : PMDA)
ANDRFHIRD SN TWD. Zh SO HFRRE D
WL, I X B oFIRILIERD S Tw v
BERDAL O R L Cid, THEIRFZEICHE S 2 [
RS CPR20MEIEA B A SR E4l57) 128D, A
PRI BN DS D 5 By 65 13 BRI T T D B xR D H 1 B
S, REESENGAEIEEORY Tldhv. T2, [H
I RESE DO RIS & 0 BRIRBFZE D FHiIE L < SwHA:
U2b0& LT, MHMBEAEZERIAIKEL, WK
BIDEDF L7288 NEICOWTIE, TORY Tz
Wl EENTBY, BEEL AT 2T FATEHEA
RKOONLWGEND L.

5, TERRIEZEZ B 2 AmBdRET ] T2 ige B9
M BAaE | CPR9ESCF 34 - BT R4
15) & AZXER LT LHEERWIEOIE % FEi %
HoT&7 ZINBIRENE, TEOHEDOLHALL, W
B OEH RS AHMEIC > TE 22 HFEF X TR
EIN, PH26E12HIC TAZWRE T BEFRMIZRIC
B9 HAmERAREL ] CPR264E SCHRH A - B A7 A &
M 3E) L LTHAESINZ. ZoFHRNIBVWTY,
bl U 73RBS 6 L B 9 2 BLHINC B U TR R 22 28 B 1
%, BREEEETHERHRBROEHERD TS, 1
L, #iRAFRICHET e EmEh, [WREELEE,
AR T Lz &1, EERL, MIRISESRZ
D BIRE O NME ST I8 55 K O 2 O BIFRE O HERFI
DRHED =DV LB E 2 U7z 1T, MEWIEDHS
RERRLZTNE RS L3N/

2. XE

x T E, A& K ¥ & B (Food and Drug
Administration, FDA) 21 # (FDAAA Section 801) 12 & -
THIRABROBEHNFHF T ONTnD. Z0OBEIEH
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KDL HITEEGOBRITZHYE LM TlE%z <, il
RS INEN OB BCIE, RN 2 SIE~ D1k
Pk, MBS 7T AR E HWE L CEREMNITONS
LHB SN TS [16]. BIENIECEIE N - RS %
EEHOWRWITHIAA, B 1HOEYRE LR E2 R E,
KREINTIERS % BRRITZE, KRETHRE S WS EERS
BT 2 BRRIIZE IS L CBEFEH A H Y, FDAND
HWB SR RS R 2 M L e wWIEaIciE, fiesR
WFEE DA LILDATREI LS.

KENZ BT 2 s B b B S e - [ R A X
(National Library of Medicine) ® F CiH S 1L Tw5
ClinicalTrials.govC® 5.

3. EU

EUILBWT, HRBREBROFERAZRIZEEMUEEL X
JVCHE ENAPY, European Economic Area (EEA) 4
18, CGood Clinical Practice (GCP) 12352\ 7z Jifi iR
DO FENE % HE L TS EEBIE RN ESE )T (European
Medicine Agency, EMA) T» 5. #E4WICIE, [ AL
3 2 PR3 BIEY) O IR R O FE 2 B 1T 5 GCPD
JEAT IS 2 M E O A K O BRI OFRANIZ O WT
DWMFEE B L R A PG54 (Directive 2001/
20/EC of the European Parliament and of the Council of 4
April 2001) 2SERIRAERD FEHETNEZ £ D 5.

AFEEHI20144F 12 E S, 20164F I HEAT A3 F & &
L Cw 5 (Regulation EU No 536/2014 of the European
Parliament and of the Council of 16 April 2014). #ii5ét
O E LTIE, BIRRBICS 522 EWEZ KD T
LEBETOND. BANERORERLTE LOREED
BIsE R E, BRREBR OGRS, BHICED ShTw
LIEHE R—F VYA VDT — & NX— R85k - 2N

T5HZ &, BERDIZEDO#E R OER 2 B T 1 4EDA
WZBEE BT A E R EERD TS [17].

EUIZ BT % i B8 $%1ZEU Clinical Trial Register (EU-
CIR) 12X o GEFTEINTW A,

IV. BFRHBREROEERE S JUEFRK

1. LY AU

B 2 B R GBS (LY A M) OFERIZOWN
TR L 72, BifE, ICTRPIX, HA, WE, ¥2-—
N, BE, N4V, A VN ATV, ATV, S A,
AVF VA, FA—=AMNFYT/=a—Y—F Y F, EU,
7 7 T EDFS Registry (%2) & K[E OPartner
Registry 2> SRR SN T 5.

2. BEf%1HH

HAEWHODE D % Vo2 8% H  (Minimal Trial Data
Set) 13 3aHH THIKENTEY, ICTRPTARE
NTVWLHALINLOHHICE SN S (http://www.
who.int/ictrp/network/trds/en).

—J5, BRKOBEEBICE W TIE, WHO (ICTRP)
PHET HUHAEE LDV E COHAPBEHFIN TV,
K [ ClinicalTrials.gov® i B & $k H H % K 3blZ /R 7.
WHO/ICTRPOZLAUHH MM E T2 D1d, ik
HOWEICHT2HE (F—sEHOHMNE), 7—%
OB R T B HHR, #HE - A AOHTIZHH
27— DR T IA T4 v I 2HETH B.
AR 2 AL LE fseoat BE 3k B A Y Consort s W 1 #EHL L T 92 il &
NIRRT 2EERP DL LEEZONL.

F 72, AR, MARRICERIIZE O R A H & HEAET
LB EHNPEATH Y, ClinicalTrials.govd Z1LIZHG LT

52 ICTRP®Primary Registry—&

Registry Website

Australian New Zealand Clinical Trials Registry (ANZCTR) http://www.anzctr.org.au/
Brazilian Clinical Trials Registry (ReBec) http://www.ensaiosclinicos.gov.br/
Chinese Clinical Trial Registry (ChiCTR) http://www.chictr.org/en/

Clinical Research Information Service (CRiS), Republic of Korea
Clinical Trials Registry - India (CTRI)
Cuban Public Registry of Clinical Trials(RPCEC)
EU Clinical Trials Register (EU-CTR)
German Clinical Trials Register (DRKS)
Iranian Registry of Clinical Trials IRCT)
ISRCTN.org
Japan Primary Registries Network (JPRN)
Network members: UMINCTR, JapicCTI, JMACCT

Thai Clinical Trials Registry (TCTR)

The Netherlands National Trial Register (NTR)
Pan African Clinical Trial Registry (PACTR)
Sri Lanka Clinical Trials Registry (SLCTR)

https://cris.nih.go.kr/cris/en/use_guide/cris_introduce.jsp
http://ctri.nic.in/Clinicaltrials/login.php
http://registroclinico.sld.cu/en/home
https://www.clinicaltrialsregister.eu/
https://drks-neu.uniklinik-freiburg.de/drks_web/setLocale_EN.do
http://www.irct.ir/
http://www.isrctn.com/
http://rctportal.niph.go.jp/
http://www.umin.ac.jp/ctr/
http://www.japic.or.jp/
http://www.jmacct.med.or.jp/index.html
http://www.clinicaltrials.in.th/
http://www trialregister.nl/trialreg/index.asp
http://www.pactr.org/
http://www.slctr.lk/

Hid © http://www.who.int/ictrp/network/primary/en/
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% 3a WHO®Minimal Trial Data Set

WHO Minimal Trial Data Set

Main

Register, Main ID, Date of registration, Primary sponsor, Public title, Scientific
title, Date of first enrolment, Target sample size, Recruitment status, URL, Study
type, Study design

Countries of recruitment

Contacts

public Name, Address, Telephone, E-mail, Affiliation

scientific Name, Address, Telephone, E-mail, Affiliation

Key inclusion & exclusion criteria

Inclusion criteria

Exclusion criteria

Age minimum, Age maximum, Gender

Health condition(s) or Problem(s) studied, Intervention(s), Primary Outcome(s), Secondary Outcome(s),
Secondary ID(s), Source(s) of Monetary Support, Secondary Sponsor (s)

#3b ClinicalTrials.gov®data set

ClinicalTrial.gov data set

First received date *, Start date *, Current primary outcome measures *, Original primary

Tracking Information

outcome measures *, Current secondary outcome measures *, Original secondary outcome

measures *, Current other outcome measures *, Original other outcome measures *

Last updated date, Primary completion date, Change history

Descriptive Information

Brief title *, Official title *, Study type *, Study design *, Condition *, Intervention *, Publications *

Brief summary, Detailed description, Study phase, Study arm (s)

Recruitment Information S
countries

Recruitment status *, Estimated enrollment *, Eligibility criteria *, Contacts *, Listed location

Completion date, Primary completion date, Inclusion criteria, Exclusion criteria, Gender, Ages,
Accepts healthy volunteers, Removed location countries

Administrative Information NCT number *, Other study ID numbers *, Study sponsor *, Collaborators *, Investigators *

Has data monitoring committee, Responsible party, Principal investigator, Information

provided by verification date

*EIIZWHO ®Minimal Trial Data SetiZ v 51T 5 IHH

x4 BRRSBREOER

ICTRP US EU HA UMIN JAPIC JMA
2008 87,126 16,979 11,065 1,593 1,511 58 24
2010 135,967 35,882 16,482 4,959 4,673 233 53
2012 193,954 71,589 21,194 10,231 9,540 583 108
2014 262,652 138,144 25,145 17,469 15,920 1,345 204
2015 271,888 188,584 25,500 18,554 16,785 1,559 210

WENRBI2H KON TH S (20154E1F 3 A RO
HARIZ DWW TR IEFEIC X 2 RSB s s 5.

WROBEREERTL LI ITRo7. THITKDKRD
LNAIHHEE LT, Study type, Study design, Condition,
Interventions, Participant flow, Baseline characteristics,
Outcome measures, Serious adverse events, Other adverse
events, Limitations and caveats, More information’s & 72%%
L. BIRERTIE, ZNUSB - TR S NZERIZE LA
BThar0, SHRIIENTLIEVnHRATNS.

5, BRMNIZ BT 5 B8k EH X, EudraCT number,
Sponsor protocol number, Start date, Sponsor name, Full
title, Medical condition, Population age, Gender, Trial
protocol, Trial results TR\ SN THB Y, I 5B EHIHE
HiZ—R32EWHOOHEL Y D%, LaL, %
B 53R ERE H2 13 Trial protocol D7 ZANER Y ~ 27 A%id
W, BN U TR 2B FEET I E S AT T hE &
oTWh.

F 72, EUTH EBRABREROBENHIBIN TS
D, THICHIBLABHHEEIET 5. ZoKRHHA
&, Protocol information, Sponsor information, Applicant
identification, IMP identification, Information on placebo,
General information on the trial, Population of trial subjects,
Investigator networks to be involved in the trial, Review by
the competent authority or ethics committee in the country
concerned, End of trial» 5 - T\ 4.

3. HEBRERH

R R E SR OMR E R AITRT. b, HEAD
lifi R SR BR 0 B 880, 20154E 3 H31H B4E T, UMIN,
JAPIC, JMACCT® % 4 12 2\ T16,785M4, 1,559,
2100 CH 5.

filn 75, >k EClinicalTrials.goviZ 1Z20104F 9 H Iy 5 T,
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24 72 0 93301 0 Fr#L e Sk, 200000 7 — FIBIED B
D, N Z T30 O R ER A R DB gk, 801F O 4 FAB IE A%
ENTWwE. B, 150h0% T VO5H T, 78
fE(52%) W 24EDICAREINTEDY, #20%532
S E®D, #5 %A%5 DLl EDPrimary Outcome % & A
TWwWiz e s h w5 [18]. 20154 3 A31HHAET
188,584 DR i ER A B SRS LT b, F 72, EU-CTR
2B 1) %20154F 3 A 31 H B 1T o0 ik BB 43 501325,500 T
H5.

WRRSRER D BGHICE L CTIE, % < s E s HlE %
BRZTRTVB DD, FOBERRIBIZIZR X 7% Hillis
WdHDHIENHEE LTRSS Tw5, flziE, 74
1) A RKBEDIETEFERE T b T B R B8 A+
STHROEDHE D S [9].

V. ERRHABRERFEROAEREFIA

1. BEREROARH

BRRIZE 7 — & - B E SN C AR R
, BHEHTHRNZZYY) K4 FEELEED 2 BB A
Aohsd, Bz, 1990FECOFIRREA > v 204 F
2B B IREBRIC B VTR, MK & RS AR T
HBHEC)WERERIBME SN vy 2aaf FoE
W RTHBEOAEAERT L EAFIH SN B
DOIFRFERDNEZ TRT LAY 7 4 V=T KFEOHR
Hl, BEOMFEREREOAZATKL L9 &3 5L
DO TR Z N, FDADORERTEEZ 9 178
AR Z ZIY) FIF A0 E %o 72 [19].
BRRIFZED 7 — % - AR ARICIT 22 H S E D —D
DFREE o 2FEE LT, 20044ED = 22— 3 — 2 Mk
FREICLDTI7Y - AI AT T4 YHORFEIAS
NCTwab, AL EERICHT53F% )0 OfadtF
V) ORFIZO W THEOBIRMIZERE R 2 A LTz
D, ORI T4 TRUGEER 1 DOARBRHEN, o+

7 4 7RG R AR 2 ORI S T2z,

T, AR MRG0 LT ORIE - 5T
P RET 5 & )k, 325007 KV offijes s
HI) T EWZEE L. REOLHEERAORREOZ L &
i, AT L CEEETIRR N TR Y, i MkE oS

FEEPIRL Tz, L LSt kETHERIME %
FAZDBILEEIT-TBY, KERMSWHH I -
7z [20].

INGHAEZERE LT, RS ESERZES
(ICMJE) &3, ERABRESEHEORLE, 256
IZICTRPOFRAL » ABAMHIRO X HIZFEBI L. 2ok
I, BIRRBROEGL, A BF) 1Eh - R E
DR EFLE —I2 L Ciltam S MUl BEAL S LTk 72 388
HbH. ZoOBFETIE, W% - FRERD SEITHH 50
e - WEZERERY - EOMERIR#E L, HIMARIC X 28k
BRERAE, WEgE - SEFIBIZE O RIERER, S HIIXEIE N,
DOEINIE - REVEOFRL - B L V) RfiiE L DN T
VADE M E e o Tz

— I, ERRRBRIE RO AL, BRI BERE
TN AR Z D726 FT £ 5N TWS (%K5)
[21]. =S T Z2ORFAL, FARBIFE S M -
R EPEREZ ONTEARRITINAZ, W OIRE
EFHEE~NOF MR E, SHOEHRAR - FIHIZIZR
DTRELRHEIFELN TS,

2 - i oo R B BR  5RA B 1, WHO/ICTRP®
D B VHIHE RIS ESERE AL, HHmE
VAT AEREZ DI ETHHEHEOFELEZ M > T,
WHO® ¥ 72ICTRP Search Portal¥ 4 MZBWT, A
I 5 RS T — 7 O—fMREZ I L TW 5.
ABRFE R OB SRIGEMO RFITZ, & 5 7% 5 RS
OFEREMERY SN, THEHRAB O#PH IR 2 1K S
nNoo2H5%.

FRIZ, AR R OB - AL, SETHEREA,
HIEALDSHA SN TV B HIHTH L. KENIBIT 52012
FEOMHFICLIE, FRRBOK T, —HEIPNIHR
WG S B A 1322% (163/738) TH Y, Wi
Dol bDEEELTH, HEIRE S NEEZ
v (22, 29 LR E 2, REREA X
20144E11H, #:4 (FDAAA Section 801) (232w Tx&
FENDIERBERICOWTIX, FEHLZEOREDOH
B OB EIT) LORFE2IT-72 [23]. HRITH
FEDHEFRPTH LD, WHODED % WU FRIEH O#
PH 23t 2 72 B R O AT CTHIB S N TV 5.

WM TlEEudraCTA20134F, A% R ORI O A % gk

x5 HBREHBRIFHROAMIC K ZBRERBOBENFI

—f - B R WEEE BEIRREY K

RO X7 L XAT 4 v bOIEFERAFOYE K, FRRVIZE & Mtk

DEMEBOM L
HEHNORE.EHMECDOVTOHF =1 7 ¥ 20

B LOIRE I IED 720 DERIRIFTE 7 — & © 2 KA Ot it
Pty it A o it

B, T FRD =7 V=T ~0 H YA OEZHIFENOBE O gL

R DATETE 72 ) A 7 O 5 % [

FERTFFEN OB & 2B 0~ D% 5.
FRIRBFZEDHHH - 2 BT BIEEORFAL

WFE B 5E DALY 7 P T DB 5 1 B 5~ 2 BRI 1T 70 YU SCH%

O @) O ©)
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