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Abstract

Background : Japanese Clinical Research Act was enacted in April 2017 and this Act covers clinical trial of
drug, device, and regenerative medicine product, except the trials aiming at marketing authorization under
the Pharmaceuticals and Medical Devices Act (PMD Act). The trigger of this Act was a substantial number
of misconducts of industry-sponsored clinical research.

Objectives : To clarify commonalities and differences among Japanese regulations for clinical trials and
research involving human subjects in comparison with international standards and other countries’
regulations, to identify future directions to go ahead, concerning this new Act in Japan.

Method : Literature review and comparative analysis of regulations and/or standards of clinical trial and
research of international organizations; Japan; the United States; Europe; South Korea; Taiwan; and South
Africa.

Findings : In Japan, GCP (good clinical practice) Ordinance under the PMD Act covers only clinical trials
aiming at new product/indication authorization. On the other hand, in other countries, GCP under
pharmaceutical laws covers a wider range of clinical trials. International organizations and other countries
have developed a wider range of laws and standards for human research not only in medical but also in
social or behavioral research, as well as for the use or retention of human samples or information, some of
which are referred to as biobank and health database.

Conclusion : Product promotion-oriented commercial sponsoring research by industries should be changed
to aim at “global health” for the people who need the results of medical development. To pursue this idea,
the Japanese new Clinical Research Act and related regulations and policies should be reformed to establish
legal protection of the rights of human subjects, and on this basis clinical trials of medical products should
be covered by GCP under the PMD Act, following the international standard.
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Fig.1 Comparison of scopes of clinical trial and human subject protection regulations
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Table 1 Comparison of clinical trial and human subject protection regulations
of international bodies and countries
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NEXR & 4 2028020 3 5 d 47T Bos HI 23
1974 R BB ERALE 48 25 AW h,
19774 EICIRIZE A EDAT BN IR AL
1991 £F-12 16 D ML FFBUF AR B 23 BRI 3 2 S sd AL
(Common Rule) & 7 o5 7=, [EEGHBIZIR 5 7,
&R - ATERPEIIC S < B, FIEHI
13201741 H & IE X v 20184F1 H M fr & h
% 46)'
BUTHIITI, REI T NE [5NS4
DRI, WFEE L OMAEMER RS & IRE
DA 22— 3 VUIHAB O o0
ANRGE - HRIZEEThar > 728, ShROWIE
T, TAFEEER 75 4 3y — R E AMERE
SRR DONE & 25 5 7z,

o [TF A4y —ER] MADITENZDNWTD
BT, AP IhIEilEhbZ &
N, REOHM TRt hAKEINEZ
Eldane, AEMICTEIT 5 K5 aiEH

o [MHANRFEWRELR T T 43y —HWR] #FZEx
REMAD, MREL > TEBIZRHESH

2HELIEE S22 Lk, XI3Z DN
MEBETFEONE LS R T T4y —1F
W
AR EHEZ 7 7 4 3y — & & AREBID
TRAF - HEFE - FIFICOWTIE, NBRED [IAHE
A7 (broad consent) | 12X 56 &Lk 6,
MO IRBEAFEMED T NTTId AL, FEOE
UM & PRI RRE U 2 A & B & 3 5.

4. BRM

4.1 ERRFHEFRIR

FkJHN# A (European Union : EU) (X BIAE 28 »
EAME L T 54, 2001412 EU B RERIE &
(2001/20/EC) AR & 4, IHSEENZ & L 2004
HF5H1H F TIZERERHOBEIKRBRIZ OV T
GCP LMD E ML &Ko 7210 W KRS - &
KREMDT, 7z, Bidk - FiBEIS O KGR H G
DHWOHMS DT, BEREIZLZED, i
RHEIEIZ & 2 OO 7 < 5 X h 5 HlEH
KD EN=720, THT I TIZET BEERRED
IALABEARLZEDFRHAD, 20144121
i 7212 [EU ESRGRBRHT | (No 536/2014) AMFR
Xh, 20164 F CICENEfLTNE L SR
724098 PRI GRE O B R AR IR X 4 o0 i FH A1
FTREELEDOBERE DD, OECD (R 1511 P 7 H%
) ICK B TIRY A2 R—Z FOELFIZK
IR AR 5722040 IR 121300
P EU BGPR R BR IS B A & 28 X g, RRH
DEIBTORIEHEOEM I EFH X N [ AR
IRiAE% | (low-intervention clinical trials) iZ, 4 v
Tr—4LF-avey bikEOFIED—BOEN
LA FTRE & 75 o 7=, AFZEE TEERIREABRIZ DWW T
W RS ASRRT 6h B Z ik, K
E &R, YROondHEHERLHERICL ST
Mg s EhErfEEhTnb,

42 AEeRRETIMARVES - BHRD
*% - FIA
EU & 13 3 & % [E BB T b % RRIN GF ik =
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(Council of Europe) %1997 4F-12 AW & AWl
8 ([ R OCEZOIHIZET 5 AME &R
A OB ORED 72D DEK]) 2 2R, 2
NIZDONTDLADDRBHEEERY O b0 1O
2005 FE-DEMIEFFRIZDONTDED? TH D,
fiiz, Nrvu—=rroikib lEds - ks
HEEFREIC OO COMNBEHEHE R H 5. KRINGE
1949 IS WINIZ 31 B AMEMRTE L REE
ot B S h - FIEERERETh 0, il
LA -5 HMETHEU & I3 R & 5 HIE
WA, MEE4TH»EO S BRI 290
Y, (HEEEE 11 2 EY 8 hEhib -
FEIL T3 (20174510 H). #UET 20 &2
MRS E OFIWHAT S5 28, PLiETHud K ET
B AT 2R ENS.

G, EEARE ST R E AN A hER
9 L OEBEAE SN AMERF D x|
(AF7E] (CRREE 9, AW - IRF O & B
U CAA DB & [l OfR#EA G & % 1% E
AL BZEERDTED, UTFTDOLS 2k T
b5, 1 —MRE ;s DER ; MRAAWE & MW
W MR GnBHMER) s Ve b7 45 VERE
Wi9E s VIR N+ =26 OBAHNIZ & 5 E -
FER O EREL 3 VIEAKROER /312 & 0 #RF RIS % 15
5 Z Lk OFEIE KO AROE ST ORLEE 5 VIG5t
5.

IR BT B MHEak e EE, ERE
MFRIEANDEMER S Z L REHDE DI FIZF
53230 Th0, WFIIAMOD YR & A% 1%
HLaWEdFEMEhaFuE s s xn s O
2o %, AMIZX 9 % intervention (K2R T
gt [RE] OB LMK TH D &RT - DI
BEOEEL) S BESBOMR T RTEE
45, 7z72L, AABENOIE - BT A v 2 f
FIEEE R,

2oz, AHSERBHE W B P98 & AREIZD
WTOEIENH D, 2006 F-H A 2016 - 12T X
N7 ZOmMEIE, ARE L EWIE S EK O
HiPH & 13 25 6 oo AHSREURHINE - 4% - RIS
WcONWT, ZOHME LA B AO M L [
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afRiET 52 HE LT, MWEENCEE Z
DFEFEERD TS, #ETIE, AHPRGB O
% - R - AN (RIEREN A WG AIZIE
RI7E) ORIESRETH D L L, Mfralktiof]
HT & - TRIEIS 2T 5 2551213, WE
GO0 D5 %2R Ukt e /R4 80
3. fEANOGEHREIZ 5T, [FFO®ERIC
& DR EE ORFED TR I N S Z e B E L
VB, LT3,

5. HE"

5.1 EFERERKREER

WEEITTIE, REEN, RS, Wi g
(LT, #ENZ DWW TORBRTIE [EHERE] v
5.) ORFRGBRZ, B R EE S B S KR
ODHEZ#HMNET 2 DICRS 3, HAHE
(Pharmaceutical Affairs Act) ® 1255 < GCP O
WHZEZT 5. RER - PRERES O BIARGABR I Y
JF DERRE % 2 7= FEB COAFENERE T H 5. &
HEGCP 1220004 & O ICH-GCP# & & & 1,
I P M 7 BB DR BB 13 2006 4F- K 0 GRE gk T oD 3
Mk 57,

PWERRRIZE 3E i O FRERE IS N CTIT D B ER PR AR
i, EABICE S GCPAATHEfET A Z L 0]
HThIM, HoWIAENRETIMEKOE
YIRS 2 5 [Pl & ZAaIs B9
2] (DU [Edfm Bl ayk] &vS.) OmH
2T B,

5.2 AzMRETIHRRUHAN - 1FHRD
*RE - FA

[Ear il 2] 122005 4R 120007, S0 E
FH&PH I3 A DI ORI 28 (5 T BOE il - BT
INY 7 I E O GRELC B % Seum R R R
BTN H, 20124FOWIEIZ kD, xR
R IRE U W RTO AR E A
(SR YADZRZE: & S 3F /o7 NS (B R iP: I =N
7 a— YV IHRESH#ifZ (embryonic stem cell) #
VRO FREREZ T TRE SR, 2006412
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ZOWEAROETHE ERML LY 2L 5%
JTHIE S Nz, ZOHRFIZENTRDEm L &
FEL 72V T IL[E S K% Woo-Suk Hwang & (24
BERIR R EIZ) OBE TR 32X DEHIZY
7 - T 72 Young-Joon Ryu X (B Kanwon [E .k
BT 132014028 > TARFONEBE R H &
UTHIFOEG 2 EH{ER L 72, BEROLMEN
RIED G EINF ALz WS BED AL S
T, 10O FMHEGO/NLIZH L TE 5 —E5
3L 5 &L CHIRRER#FM L & 5
& LT\ 7223, i oMl o JERE RSSO A5
Mo HFFEERTME N, ZOFEMmEHT S L LI
T EBNNEBE R AY) - 7B EN A BHTH -
F- 59, 60

AmimB R akiE, ABOEREORE, AAN
DOfEEO I, Edfmbl & ReEOMER, EROMRE
EEAFOEDOM E#HIE 5. SUEHKITZAAN
DITA - HAEAER D & 2076, ARy 75
AN &t I AT S, R e BRIRIEE D
fth, PR, 7V — b, fE - fTERlE
Whe, AN — VAR BEW L & AR 6
FAxtgEd 5. AMRRESY 71200 T, Y
NOFE LT, MHERTEZOFAN KD SN
5.

6. BB

6.1 EFERERHRKRIER

BIETIE, FHORES, EEESR O, &
BIZOWTORME TR [EEME] Lnd.), &
T4 (medical procedures) DEFRIRERIL, 7K
RHGEEHMNE T 58 DICIRS T, 1986 £ DERE
% (Medical Care Act) & 3315 (Pharmaceutical
Affairs Act) D528 H X1, IRBKRE & Y5
IRABM ML ST &=, HERZ, EENEFO
BRRGABRIZH LGCP A A K74 VITHES 2L %
RKDT5.

PR GRIZE 55 5t D KGR IR N T AT A B KR IR EASR
13, REGEIC K B ERIREER 64 2 BlE o 4
BN, Ho5WBEANENRE TSI

ey

b [ ARIZE:] (Human Subjects Research
Act) P DM A2 5.

6.2 AEMRETIMRERURF - FHO
&% - A

BIETIZ2000 -z v PR, AR ZE W
%8, AN&ENRET W%k EI2 OO0 TmPiis
FIMER IR TX . ZhbiFEATEEro
MIEAIEIZ K > TRB BN T 2 T332 R 2
NBHBERIZ LD MNE NG & xh T 2D,
20104121 [34 A 3y 23] % 20114812 [ AfK
Wieik) 9 R L7z, Zho oland, iR
xR &4 58 FTIEZE L, Wi%io B
ODNWTDFHHEA VY Tr—LF - avEy 2%
bz (BB L 572 Tidnl,
RIEOBIEM )2 R4 & v S HOHM MR
AoNEhroTz) ZEMMENMEE L7228
E—DOODRL LKL LAY, 72, 20104
VAR NG SR A3 R ST U AFZE 0 812 [ 45 D kil
ANREL XNFZLEH o7,

FREIMIR R R EORFELE B E L, Wi
P, ANOE, EADQEYZ=NTE), LR -
KR - BB - BPNERETRSET2H 50
AWt e &, L% - TEIF AT & e A
ZEDY. REREEZWIRNR LTI, TO
ERERET A, BERBEOZL—-T (%
ERERRG#ES ] N2 of#ElEH5) o3 v
LT =gy EABERREE Sh5 2,

INA TNV g, BT -4 X=2 (A
Ok - EWAEWNET EA N 2) BINED
MR & Mgk 2 S U, RO 78R & AdLOE L%
T 52 EA2HMEL, NAFNY T DOHRE -
G- ISHAEBBIT S, N4 ANy OFEIZY
ROFFR 2 BEE L, YR/iI/ A A3 2123
TRETS. N AN I OBEZIZTOME %
FHE - EETAMUERESERET S, WolFE
AN DONTIEINFOF ] 2 B EHE T 5.
INA XNV 2 ORI & - TH 6 M7= REE MRS
FSF R ERICEITC S e a5 an®,
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7. 7 I7UHY

7.1 EEREHRKREE

M7 77T, 77U b4 b BORHGEI %
D196 FIZED b FBRITHEEh 2 B &
RAEDKEND S 5 [ BERR - DER5ERTE] 120
THHMODIEHELT [4 v T —LF TV
YV b LSRN - BRI & 20 kv ] i
FIAED 6T ™,

H7 70 A TIEZOFIKIZHES < 200340 [[H
FUMdk ] (National Health Act) ' 12 A& xR &
T 3RO R E R ADHE S h, [RHEGHEFEIR
BRIEZ D & U CHRERBEELEY B 5
£ (Medicines and Related Substance Act, L F
[HEREEE] LS .) IS HEI NS,

[l 5% OR i 03 T 5% 08 (it F 2 fi BE B¥ Gk =)
(National Health Research Ethics Council : NHREC)
#BE L, NHRECE [fRIEAFEmMEERZ] ©
HARTA VEED, TOBEGEAEE KA EH
5. NHRECIE A% MR & § 5%, #a g
ETBMEDHTA RTA4 VEEDDIN, ZDOHIC
I 3 S B R G BR IS D W T D GCP A4 F 54 v %
taENnd. ERGREEICBENT TR X
[ & 358 it SARIEFEE D LAV X ZHEIZ DN T
ORFEDOFMICMET 22 &2 HIE UAM %X
L UTRIRIMISAT S Wf%E]) &Eskshd. GCP
HA R T4V EBERRBERIC W TSI D
LDTH 27, EESBERKABICEREZENZE
DTH%. GCP A4 F T4 VIXICH-GCP & [6%
Th B RIS, OKE QW7 5 B
ERIBRE VD K0T X SRR, &M, B -
AR, WA, NRPRERE 2 K< NZINA T,
S EM T H B HER, HIVTPHHIZE T % B
B L, ORISR LENC I 2 IR RE O (i
MEEICET 23 PERM L7204 FF4 800
A6 TN5,

FESEERRAB L, Zh & ZoMfAals k-
TEEMEINS. Tuabb, EEMEFOHERS
A WU 5 B EBEE ORI X D [ERFELS
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B RIEEi% 2] (Medicines Control Council : MCC)
MRE SN, MCCIIZ THiIRKIAMEBEE S ] 2NEH»
N, HagShBRARAHFET 5. AKRIESE
e R O s 4 26 358 5 D B IR Ak B 1 MCC D 7R 2

BEETS. ZhitkD, MEREZESICKS
FhL, WMRABRZRESOEESFTL TTbh
5Zkinb. ZO&HIZ, ERREZIZ L S0
e BARIC, KREOINDHNEIZFET 5 YJRH
RV AT ADEEEBEEIC L > T REEEEATY
5.

72 ANzeXHRETIHERVES - FHRO

®RE - FA

FRO LS ICRER Y 27 4% BET 5 EK
fREEETIE, [RIEATTE] &2 LM ICic 3 /a4
BICH LG T 2550508 LTERL T 5.

o WAy, BRI, OERR, fhai T et

A

o fREEY — & A $ kDR

o NRDIHFLE

o EHLD R A

o NEIZH§ 2 BREL DR

o KR, RE I 5 BEHL A oD T 7= AR O

7= Dl 5

o (e BEHE LA 0D 7 7 22 b FH 0D 72 8 D FR 7

EIR R E ® 5 1 5 EIRCRET S i PEaF
203, RO XS IZ ALY DN TOHZE A A
FIA4 Y, RIEMEREERZOHA FI4 V%
EW, WERZOE - Eha S, #E2H,
B BLAIE A OIG, B ERERANOHE 5 &
w179

FRDOGCPH A F I 4 vidF L UTEESE
IREABRICHEA SN2 D TH %5, THIRAER]
DEFT, FERREEICL ST, KDIESERS
nTns.

GCP# A F74 yoftiz, 5503 A%EXR
& BM%I2 DWW T [Ethics in Health Research:
Principles, Processes and Structures] (BL'F,
[PPS] &39.) LT 29544V 2L#HY nd
D, ZHIHAOMEIEED X S 5 Thi E BUE L
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LCORFE IZRED, <D, ZLTEHREY
HERPROREN L & D 5 ZEREICB T 5 AW
TRa% & M PR IE 4 M OMER ISR A E W23 DT
b5,

PPSi3, GCPHX % & 7% 2 Wi B9 & &
L3207 A, REEBEENIZHI DWW TaE
NSRS HEN A E A 2R TEDTH 5.
BT 70 #IZ35A A3y 2128 b U = AN 7
WAH, PPSOHIZ, AKRERE - BEHROAE S
W7E, 2o OUUE - fRIEICOWT, Wk - R
OIMEFEDA VT —LF - TV vy R
% [Al7E (broad consent) Z#&HEZ JFIZOWTHE
SN, »5MOE (FEEE2FOEE, KI
L) AIZDWTUIPIETAIZ DN TORIRAEE &
NTn3,

Zhoofl, REEEMIREERZOTA T4~
EhHD, TGRSR T BT854
Hind b,

V EE

PIE, ARCHRANRE U2 EBERE & O R E
DEGIRRER, AN&EX$R e 50178, AdkRR -
TGO - FIHIZBIT 2 Bl & k2 &, H
Kz TiE, ICH-GCPEAIZ & 5 GCP AR
BT L 72 2 12k 4 e BEIR S AMER S h Ty 5 72
T, [RESRERRERDHH % rful 12 B A&
RBMET SN B TH B0, FESEIC BT,
NERNRET B80T 56 RE DU & HeF]
OEMMRHO IR L TH D, [RER KD
IREBRIZ DWW TIRIKGEHEE H ) O f 4 [ ¢
HEH FOGCP AWM & h, FARMNOLE
IZIEGCPA TGS WBETH %4, K0 IAH
[ 7 A9t 2 IR R R O FEll o CHEfi X h B &
WML 2RISR A S k572, TDS
HRENC BT, AUBBURBIR S &2 0 vl
BTN R EREER O %52 3 o, Bk
MWL, AR TEREBOEIZOWTIEE K&
LT,

o, E, BBtk FEEREOA

WMERED G S =Bl %5200 C, @7 7Y
FIZBNTUET 790 b AA FBORIZE T 5 2%
mMEREE IR L, 50 ANEREE 2 KW L 726
Zext R H LR OV ADEL L T B Z L %
IS L7z, 20k afrBE - By LENC
BB NGOG F D &R U 22008 R E R
M, AR U RGRHEE H IR S &
O SR S R R GABR IS X A ST T o
GCPkilE, ARORAENRE LZENZRS §
HEMPREA BB ITYATE 2BAYEE FE - HrE
Eicdb@L-e0Thh, HRZEMS [~Ly v
FEE)RILES]Y, [CIOMSE#H ™ 5D
FEBEHEESHC M KM S h Tk D, O
ML U THEEAZE SN TE LN MERFE
FLTW3.

[HRRFZEik] OFhEFHED R E, Wi thoiE
F, & HITI3RRMABSRIEIZBWT, M¥E L
[ - HTELE O HIEE 2 B Ah, EIBRIC s o
72t R LR & U TR L T B2 B
5. Thbb, RSO KRR ESE N R
WA S CTHEIL, ERIRIFR R Z W Ao T
i - THS ORI, &, AR - BHRa H
W5EDFET, FRERITICRETSZ %<,
V27 OEKIZID U 7B 2580 T, iR E
DR & IR OSTEMERELR 2 LD HINIZHIET
HRNEWETNETH D, 612, EHEMNED
B LB O BARIL, BE O], R
DELEEAMNELTITSDTH 5 L3, S5
TuE— g v HIYTREBERESRRBIGICHEA
LCEEE%E, HARZEGD THIER I TREH
PROREEZZ T3 2L 2 HICHLEE T35, K
ROEBEREBRBYYET 7 b T LA 7 R EIH
LI AANEREEICT 2 41, Thbbra—
IS Z BT 5 AN E IR 2 BB B
HEFEZL. FDEHIZIEZES LR EEN K
UHIRIZ I 2 [958 2T S Z &0k
5, INGOMFIRHE, TOII2=T41TH
B HERI AR S E D A U 2 e A &
E» 5220, HARIZBWTEREL T 0
Whb.
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VI &

[ S 5 S EER BABR 12 D W T D GCP I, KO
KO IRHPH 2 N AR R EF A%, Wk - O
TRAF - FIFHICB 3 2 WFZE 5t R & R HHT D v
T, [EREHLE, B, OKRE, KW, #E, 59
M7 7)) W EHEENRE LTI AT 572, 20D
FER, DTAHS k5.

o HALIS D EBIETIZ KRGS H O 812

B & 37 26 56 ot S5 L It 0D i DA B 1 S = v )
DOGCPEM XN 5. HATIIKBHFHHE
)% 9 2 W50 O AIRSE S R H A S
D<K GCP 2w &h, [HRIRWIZEER] A3 hefr
EhdE, ZD5H [FREEIRNITE] DA
it AL E O GCP AR WAL D i) M A A3 %
M EOBKABRICEHH N2 Z &2k 3.
(Sl Fe e A [EI B0 72 GCP ikl & A% & 2 %
PP EAT R LTI S 2 Tld .

o KRR S M O IR IREABR L, EU LSO

SAETIEEEERN TEETE LAY D S
2, FOLAIZE, KO ILHH RN R
REERI 2 EH S5, CRIENZ BTk
HBUF IS % 52 1) 25 WA T S h s
W)
SEAMENC I6 0 B K 0 JAHIPH 2 7800 3 TR
WHNE, EIBRICRENE & X B ANERLEE % K
MLZEDTHD, Fric, HrE - sk
ENZ oW TR AMEE TR O S £ 0 28 e X
NTn5s. ZoOHERMHAL, WFREL O
HAFH D & 207212 69, ARERE - Wt
DORTE - FIF, N4 ANy 2 FHEIZRY, B
FOEICERS F, th 2 - TR EIRIZ R
AR5 TW5,

BN SNBSS0 — 3 g v H I TR
IZRALTEZ2BEITHARE GO 2k L THIC
AR ORI &2 KD B2 AL D=0 D [ o —)3
AL ] OFEBAN LT TRALZ ISR 2 2
EnddLEALS. [HEIKNIZRE] OFEfEREEED
WE, WEROEM, IROBSEIZBWTIEZ
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5 DOHIRE & tHE I AT, W70 5 D AMEIRGE
EIETRUEL, Thaefie U TN ORISR
(3L T O GCP TR 2 & v 5, [EIERR
ICHGE OO REPRAEER & U THZEL Tl
VERD B .

FIFER
AR B U CHAR§ N Z FIZEH RIS M.

1 &

ARONER, F& LT TFONERERIZHED L.

R T 1. WEREREY 2 T A OEIFRILE
Where are we now? ARO i 2 55402244 25 [ To
the Next Stage] /SH LT 4 2 H v ¥ 3 ¥ [EEIRHE
7% BRI [SRaORaE] e A 7 | 2016 Aug
20 FTHIA TV A v ARV 2 =554 Tk —
L, KR

o WIHTHET. WA I 1) B HEIKAAER - BRRDT 7T
RIOBUR & SZER EERMERERL F27 1) —
ATV ZME LvFLT P-4 T
F 28— MiEE BEZT -2 20164 % A
TAHNT T 2T =X (MA) TF 28— [MiHEGH
J# 5 2016 Aug 31 ;5 BHFaca&fE, Hut

o R TR, WP RERERRA K~ 2 DJFE L
Wi B - BRI OFEEREE» 55 2 5.
TP BOEMIZE S /8116101 < 30 flskey [
1ZP7 < BRIRIIPOE R ~ PO R B RO & 2
OFENANDREL] 5 2017 Feb 105 I =T 4 ¥ &
AN—Z ISLVT, P

SEXW - &

1) BERAIZEE. Pk 29 FRUAMHSE 16 5.

2) World Medical Association. Declaration of Helsinki:
Ethical principles for medical research involving
human subjects. Adopted by the 18th WMA General
Assembly, Helsinki, Finland, June 1964, and last
amended by the 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.

3) AERR LT DRRFCEE T 2 WmBlEEE. Pk
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REB, o EBRER MR #2 (CIOMS). A%xt
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