A AR [EERL THUMBER (38) TRIE R 2 [E3DN TVARCHARZ (100)
1TYPE AADEH 07 : &4 - 7 7 /1reatment VARCHAR2 (100)
02 : Ff - #&E - #F5/Prevention lVARCHARZ (200)
03 : ii/Diagnosis VARCHAR2 (200}
VARGHARZ ) o4 . 4595 - her ok Y2 ¥ - FL—22 ¥ VARCHARZ (200
/Educational, Counseling, Training VARCHAR? (200)
VARCHAR2 (200
TNTERVENTION| 5 A OO TR B 07 : B3k /Drug VARCHAR? (200)
02 : 74 F > /Vaccine VARCHARZ (50)
03 : ifi45F/Gene transfer IVARCHARZ (100)
04 : & /Foods VARCHAR2 (200)
VARCHAR2 (500) [ © =i ' me /Dy i e VARCHAR2 (200)
06 : 175 - Hifi/Behavior it b VARCHARZ (200)
07 : FH/Procedure o €] VARCHAR2 (200)
L FUNDORG HHIRORES 01 : L& 55 4835 /Gover nment
[TNTERVT SNNET)) VARCHARZ (2000) 02 : SCHF %4 /Government.
[INTERVJT Al (B&GE) VARCHAR? (2000) 03 : k7K /Government
[INTERVZ A7 (R VARCHAR? (600) 04 : §555 7 344/ Government
[INTERVJZ A2 (HAR VARCHAR2 (2000) VARCHAR2 (2)  [05 : iAEA/Non profit foundation
| INTERV: TAS GEER) VARCHAR? (2000) 06 : BF M H/Profit organization
[INTERVJZ A3 (A& VARCHAR2 (2000) 07 : i754/Outside Japan
[INTERVA INAETIN VARCHAR? (2000) 08 : B2 9%/Self funding
[INTERVJZ INRCESE)) VARCHARZ (2000)
[TNTERVS IXAET I VARCHAR? (2000) FUNDRATION [WiZesi it (2eem) — |VARCHAR (100)
[INTERVIE Ab (EA) VARCHAR? (2000) FUNDNATIONY (W SE BBl (B A ) [VARCHAR? (100)
[INTERVE IREIIN VARCHAR2 (2000) EoLimL T [ EISRAM () |VARCHARZ(4000)
[TNTERVJE A6 (A& VARCHAR? (2000) HEFEMA (BAs) [VARCHARD (4000)
[INTERVZ A ) VARCHAR? (2000) L OMOBIRIMBOLEN (REE)  |VARCHAR? (200)
[INTERVJT SNRCES )] VARCHAR? (2000) ZOILOWRA MM (HAZ) _|VARCHARZ (200)
[INTERVE AE (R VARCHAR2(2000) TREIEAR 5 (IRBs) ETAICS REERZICESTE - R 07 % Y /VES
[INTERVJE JNRCES)) VARCHAR? (2000) VARCHARZ2(2) |02 : % L./NO
[TNTERVO A9 CGEIE)_ VARCHAR2 (2000)
[INTERVJD JXMCESD) VARCHARZ (2000) TRB_KTND EIARDERITED D EARBEIRTH |\ \oonny @
[INTERV10 A10_CRia) VARCHAR2 (2000) =& BEEROHERETAORE 99 %iz{fﬁimﬁd)f—&)&é&l,
NTERVJIO JNONEESD) VARCHAR? (2000) [IRBORGT _ [IRBIZHSRA  |VARCHAR2(200)
BT GELOW R (TE) [HUMBER (38) LRBTADDT  [IRBU¢ERR ____ |VARCHAR2(200)
AGELOWU i (TR Bl 07 #/years-old TRB_TELT RBT U5 VARCHAR? (50)
02 : » A /months-old TRB_NAILT _|IRBIE-mai] VARCHAR2 (100)
VARCHAR2(2) 03 : 38/weeks-old [IRB.ORG2 __[IRB2AREEA " |VARGHAR2(200)
04 : FF % L/Not applicable TRB._ADDZ | TRB2 £ VARCHARZ (200)
TRB_TEL2 REZHEEE VARCHAR2 (50)
(RGELOWL |5 (T Bhis 07 < BLE/¢= TRB_WAILZ | IRB2Email VARCHAR? (100)
VARCHAR2 (2)  02: &Y .k/< [IRB-ORG3 _|IRBIMESEA |VARCHAR2(200)
TRB_ADD3 TTRB3FEFT VARCHAR? (200)
AGEUP R (L) |NUWBER (38) IRB_TEL3 RB3TAE VARCHAR? (50)
AGEUPD G (LR B 07 : #/years-old TRB_WAIL3 | IRB3E-mail VARCHAR? (1067
02 : 4 H /months-old CTRNO_UNIQUE R e e o VARCHAR? (50)__[3EFE R
VARGHAR2(2) 103 : 8/wecks-old BRI 5 3577 L T= 1D TRT TGN TEEA 53t &M= 1 D 07 : & 9/VES
04 - A7 L/Not applicable VARCHARZ (2) |02 : 7 L/NO
AGEUPL iy (W) PRAaEs 01 LUIT/>= [TRTID1 SRR IDT VARCHARZ (50
VARCHAR? (2) |02 : Ri¥s/> [INTIDORGT __|IDZ FTmmT (im) W!Wﬁ%z‘o)@
INTIDORGJT | IDSe 58 MAT (RA7 VARCHAR? (200)
SEX o 07 B/Male [INTID2 _ [mealD2 Wm
VARCHAR2 (2) |02 ¢ R/Female INTIDORG? | IDSEFTHERIZ (3eim) VARCHAR? (200
03 : BA&mS/Male and Female INTIDORGJZ m%ﬁﬂ@z [GES) VARCHAR2 (200)
THDMHLY Py VARCHARZ (50)
mgmg (gggg) | e INSTNANME ’éﬁzﬁm&% VARCHARZ (4000)
EZOX DY B DISCLDT RRROARET S IDATE
VARCHAR? (2000) Bl Az PROG R R (07 SE5EHi/Not yet reoruiting
VARGHAR? (2000) 02 : 451038 BE8esp /Recruiting
TIETRE wggﬁiag%om 83 : B0 BEA b/ Suspended
£ : &T - 5
: VAT (100 iR M STHERIAT - BRI Mo longer
;E. 5 mggm”g (ggg) 05 : gExeh ik /Terminated
ES ) I ;BT /O
[€35)) VARCHAR2 (200) 06 ¢ BRI /Completed
FREEE (B IVARCHAR2(200) P T DATE
lET VARCHAR2 (200) TR - HANEE (L) B E
VARCHAR? (200) 74 O—887 (F5F) E
VARCHAR? (50 ANET (FE) E
VARCHAR? (50) _|stfieFl F—AEE (FE) B E
VARCHAR? (100)
| B e ] 3_4_223:% (:gg; | R PRTURL By
PUBRESULT  |mBa a0 A BKR 07 : 34x%/Unpubl ished
%ﬁﬁgg%gg VARCHAR2(z) |02 ¢ BASEERASARENTL B/Publ ished
[VARCHAR? (1 03 : 4 i i
[VARCHARZ (100) AT O R A B /partial ly published
VARCHAR2 (100) FERUE IR VARCHARZ (100)
[VARCHAR2 (100) FEApEER (R VARCHARZ (2000)
[VARCHAR? (100) VARCHARZ (2000)
) VARCHAR? (50) VARCHAR2 (2000) | 3R fE
TELJ EEAGESD) VARCHAR? (50) VARCHAR? (2000) |5k { A
URL BB DER—LR—DURL VARCHAR2 (100) VARCHAR? (2000)
WAIL E-mai VARCHAR2 (100) VARCHAR2 (2000)




Ttem/Label Example | Item name(s)} for data transfer | fype/format ll?w]ngm T1or | F—H e [ £3
ie 1:in
length
rimary Registry and [CTR-T Ta) re: me (Primary registry |lext S0[T-07 2REBICUMIN CTREAR [—
R Trial Identifying identifier)
Number RCTO00TZ5 [T6Y TrTal 76 (Trial Tdentifier) [Text pE [ 3 NGB0 CTRID
4565
2 Date of Reglstratlon 10/04/200 [date_registration (date of dd/mm/yyyy 10{1:01 o gk (md) H DISCLDT
ri egistry registration) )
3 Secondary Identifying [The 3a) (ssuing authority (lssuing  [Text 255(1:n IDFEFTHEY INTIDORGT
Numbers African |authority) o INTIDORG2
Registry
AFRNO0012[3b) secondary,.id (Secondary ID) [Text 50{1:n TRE A S TN T<ID INTIDT
Is4565 o INT1D2
Source (s} of Honetary ST oe,nams Text T000[Ton Qf%ﬁﬁﬁtﬂ%&,rm{mmlﬂ FUND
or Material Suppor COFUNDER!
Primary Sponsor primary. sponsor Text 2000|1:01 ° *bﬁﬁ‘ﬁrﬂﬁ SPONSOR
6 {Secondary Sponsor (s) SPORSOT e Text 2000{1:n EHEER T (COSPONSOR
[0
7 |Contact for Public Text 2 = —
Queries Text A 76y Tirstname-/c) middiename+ RRADEED 0% [W_NAME
7d) lastnameZ 385, EiEd]
ex NULL — —
ex NULL - —
3 ex A 7e) address T /1) ol EfE . RO DE RO (FFT W ADD
) it ex NULL - -
Tg) country ex A BEL A E DR S C Bt he & B B A%
— A DHRERER T G E T,
ex 2 - —
ex [6) &\Aﬁbt"g
ex: [@) ﬁﬁfﬂt\* #=0
ex o qttkﬁ" zbi% FF |W_ORG, W_DIV
4.
8 [Contact for ex NULL - —
Scientific Queries ex NULL = —
ex: NULL — -
ex NULL - —
ex NULL - -
ex NULL — -
ex NULL - -
ex NULL - —
8i) teiephone ex NULL - -
i i ex NULL = -
ex NULL - -
9 Public Title ex Q R TITLE
ex [e) SRER{RE 4 TITLEB
10 [Scientific Title ex NULL - -
ex: NULL — —
1T |Countries of ex A EEA = SiRihig REGION
__l_&ecruitment —%{Swﬁﬁ‘m‘ﬁflzﬂﬁ’r‘h
12 [Health Condition(s) 12a) ireeiext (Health condition |Text o SRERSD DISEASE
or Problem(s) Studied ree text)
2b) code (Health condition Text 2 - =
2¢) keywore Text el . -
13 {Intervention(s) 3a) frectext Text o TAT~T0 INTERVT~10
ex 50l1:n ? - —
ex 500]1: 2 - —
14 IKey Inclusion and ior eriteria ex; 8000{1:01 Q ‘;&?ﬂ‘ HAE INC
Exclusion Criteria (Inclusion sex) ex 50{1:01 6] [SEX
Tnclusion minimum ex 50{1:01 o f{(‘ (T 4t (I |AGELOW, AGELOWU
BR) B
14d) agemax (Inclusion maximum  {text 50[1:01 o = (J BE) 4R (L |AGEUP, AGEUPU
age)
14e) exclusi iteria Text 8000{1:01 o EXC
5 [Study Type Text 25_5_11:01 [e) RBE D TTYPE
Text 1000}1:01 o 8 YA 4+ w4 A |DESIGN, RNDH
(el
Text 255[1:01 [e) RRADT = — K [PHASE
16 |Date of First text 50{1:02 o - -
Enrol Iment i
dd/mm/yyyy 1011:02 - ARG (FiE) A REGDT
17 |Target Sampie Size Text 2551:01 O PARTNO
18 |Recruitment Status Text 255)1:01 [6) PROG
19 |Primary Outcome (s) Text 8000f1:n PRIHOUTC
o]
20 IKey Secondary 20a) secondary oulcons Text 8000{1:n [¢] BURT.
AT_JURL e Text 255]1:01 [e) UMIN-CTRZABAURL % EI A




WHO data format (KR %)

Item/Labe! Example

XML element ]
namefs) for data |-
- bansfer

i ‘mﬂéﬁmmnamg} o

[ [Primary Regity and  JCTR
Trial Identifying Number

INCT0001254565

2Date of Registration in | 10/04/2602
Primary Registry

3fSecondary Identifying | The African Regislry

Numbers AFRNGO01254565

4fSourcels) of Monelary or|National Institute for Liapan Medioal Asspoiation, Astellas
Material Support Health {Phama Inc. i

:[nmary Sponsor IWPACTstycenﬂ‘a! oﬁa,

econdary Spensor(s) Hokkalda University Hospital, Tsukubg - -
University Hospital; Chiba University
Hospital The University of Tokyo

University Hospital, intemationai iedical
Center of Japan, duntendd University
IHospital, Kelo Universily Hospital, Osaka
Minami Medical Center, Tokushima
University Hospial, Nagaseli University
Hospital of Medicine and Dentisty -

7|Contact for Public bubiic ublic ¢ 72} lype

Queries Jien [Reur o lro) frane

[Edvard | " TS micdensme

Hassan Takeda 70) lastname

7545 Yashing, BUnkyo-Ri, Tokya 130- {76 oeess
8519 s

e

7g) counteyd
A R Y R y v
157066034618 it 7)) telephane {8tudy_Cantact_Phone_Number.
':ggpactmeu@maajp 7)) emai Stusy_Contact Emai
-
Cniversity of Lie Tokyo Metical 810 Dental Universty . {7) afkation ey, Conlec, Organzaton
Hospilal :
1/7
WHO data format (3i3%) REHTEA BB RR R
item/tabel Example Example RHEL elemont Typelformat fﬁaximnm fortin
S T JMACET: names} for data ) . . field
i ranifer T TUASTCE [WHOD U,
L CRBBUETSET DUTA
8|Contact for Sciantic. ]scientiﬂc sciantific 85 typs gL 3
Quories ]Jusn {Nobayuki 5 [Srpa, Investgator
Gward FER "

[Hassan Prncipal_lnvestigator

University of Life Tokyo Aadical and Dental University Resaareh,_Organizaton
Hospital -+ - i i ;
9|Public Tille investigation in MyoSiis-associated 08) pubks ttla Protocol_Short_Tile:
| Prsumonitis of Prednisolono And. " it %
Concemitant Tacrolimus
e R .1 L Jrmeezs R HT
T0[SGentc T An open-iabel Gimical 1ial o T03) Screntia e | JProtocol, Te TITE PN Zo0[ 14
lcombination reatment of tacrolimys end 4 K
corticusterold in
polymyosilisidermatomyositis patients
with inferstitia! pneumanits, with
comparison against corficosteroid-reatsd
istorical controls N .
00) SCRRUIR, acronym BB L . | G
[ T7]Countnes of  Fapan B o s, o1, Recronment COURTRY FEaunines, of Resrament
Recrufmant 5 SETR 3 i
T2|Hoalth Coraion(s) o |Eary thrombosia In R ErSITal OSUMOMIG BSs0mated Wilh - §12) Do ieatert (HOAR|POpEalon, DIsease, CORGo RDIC FRaLInganons
[Problemis) Studied arterio-venous fistulae in  Jpclymyositisidermalomyositis ~ candition frea text) g :
|pationts with Stage IV or S :
V chronic kidney disease
|requiring haemodialysis S
= i
conditon code)
Lung Neoplasms T2c) ho_teyword i i
13intervention(s) Aspinn 100 mg per day or finferveation type: DRUG] N jintervention Nome 211
maiching piacebo, intervention: Tacrolimus] B X
ing on the day  {{Conirot i Tons]
prior to scheduled surgery :
and continuing for 3
months. 5 ¥
@ (DI 51 [T
Aspinn 130) |_keywond BUL 1

2/



Sk AFUS T 2

WHO data format{F RS Lty Yo

TemiLater Exormpie Exampie Y KL TFAACCT siariant ramels gy FRaxtmurn] 419 or 1
JMACCT. . name(s) for data “ - et
i - L tangth
e T 3 B ) o
Etiman Crnara | Gosy wiass meer S o
|>25 and =< 35 ke pol)m)oslﬂsormwramyazmnw
myagadzcmfu;%yamewym~ _\
by Sonthoimer ot . . . .
g oy porsetont Experimental treatment group INCL Inclusion_Criteria Text 8000 1:1
o St e (1) Diagnosis of definite or probable polymyositis or dermatomyositis by criteria of
. """“’"”‘"“’"”"'@”‘"""W‘m’ Bohan et al, or of clinicallyamyopathic dermatomyositis by the definition proposed by

0 thon crypioponic oganiziog
bty

Sontheimer et al
(2) High—-resolution CT findings consistent with interstitial pneumonitis, confirmed by a

o) oet radiologist. If consolidation is the only abnormal findings, the patient must have

;:_"”"";::M”’“""“""‘”""‘ pathologically documented evidence of interstitial pneumonitis of other hitological type
2onco o0 on exertion \ Y . o \

ioracs 2 ot he Mol er ek than cryptogenic organizing pneumonia/bronchiolitis obliterans

Oy e indos; 3 o .. N . . .

2 et ot o comntig whie organizing pneumonia (the Pa‘hent could h.ave more.thla.n one histological jcy‘pe

Fazss : including cryptogenic organizing pneurmonia/bronchiolitis obliterans organizing
cnpaclt,msasmd«zrad . .

3{(&3’0966&:09‘)/'@7 carbon monaxids < pneumoma)

55;" ol of Mow . .
ol ost o s ot (3) Meet two or more of the following criteria (must include 1)

1. Serum KL-6 above the upper normal limit
oarbon menoute o Yo ccmers. 2. Presence of dyspnea on exertion {grade 2 on the Magnitude of Task component of
’:“;’:’;ﬁfj"" Shemene the Mahler Modified Dyspnea Index
o 3. Pa02 of less than 80 mmHg while breathing ambient air at rest, not accompanied by

wby abnormal increase of PaC02

[critetia of Boban ot al, O(O{;:IZW;I'?‘-

ctatinition proposed oy Sonthisimer ot ol :
72} Highvosetutian CT fndings consistent
vith intorstifind proumoniiis. confinued by

aaya) prtor to the initiaticn: e ooty
- Docreusa in efthor s foccod vital |

Hiatoricar con
¢

2raumonin/DronGaoliis Sthlerans:
orvanizing paeumania ine patient coust
rave mare. than one histologicel pe.

3/1

WHO ¢ata format (555 22) M s

TemiLabel Exampic - T ERAe T RFL oiement ¥ T orim
- umacer |rame(s) for data Hatar
masell e e tongth
[retucing

@) sgost oo o prore rm
coitoria (must inchsda 7 G
. Serum e-8 avove e upp@flso(ms!

including cryptogenic organizing pneumonia/bronchiolitis obliterans organizing pneumonia)

2 Frwsanis of cysinon oo axartion - (3) Meet two or more of the following criteria {(must include 1)
(gracie 2 on the. MmlmolTa:k .

componant of ine Manlar Mo 1. Serum KL-6 above the upper normal limit

3. Pa02 of toss fkmnz!omm"‘ﬂ wfn”e

2. Presence of dyspnea on exertion (grade 2 on the Magnitude of Task component of the Mahler
Modified Dyspnea Index

3. Pa02 of less than 80 mmHg while breathing ambient air at rest, not

accompanied by abnormal increase of PaC02

mammgammaz alrat rest, not
iccompanied by abormal inoroazy

recos
5. vitat - 90% pescrtadt. or
itusing sopaciy for corbon monoxiss
5 dtoatatieast ona of the Ralwring
condiion o ok

s poe 1o e Itadton O i, arocy

S eronas in oithor 5 forced Wial 4. Vital capacity < 80% predicted, or

opacity or % diffusing capasity for . © 3 . )

ety S mnesnis diffusing capacity for carbon monoxide < 65% predicted

:mg;:::: W:T;:::' 5. Meet at least one of the following condition over the 12-week period (84
 onsapioy atpeaonisaon days) prior to the initiation of the study drug

1.0m; 'y sk for 14 days
or tongur 3 froat interstifiat pReuMCNS

ort or atior o 0n tho inclvsion

critarta (3) was 10! (55 10 (W0 COUIDS OF

s 1V sorticostarsid tmrapy witnn tha,
Tret 28 cays aro atiowsc) / :
(%) 16 to 74 youcs of aga

(BT e S s O] g

7 I W S

CaCM T v

CH{IET VERR:

4/1

WHO data format (36 R 213

Tamiiabel Exampio Examipie . AL olement |, Errsrarsy T or Tin
JMACCT: © 7§ pamots) for data - - . il T thetes
: o Py oy T %”‘"
. o e T
and Type 2 disbetes L i 4 o i
2 Sationts wha biio bad suecessiul S i . , 3 , i i . i
iwithin 3 montha precading Serosaing.. / \
|35 Fatiaiis. whooe loft ventricus Ml«a . .
o Biionte wit o pisson ”"Z,ifi’“ . ) Patients whose Rutherford's category is 6.
s roeions o o aneets o 0G| ! " . . .
2) Patients who have had successful aortic or lower extremity arterial surgery, angioplasty, or lumbar
sympathectomy within 3 months preceding screening.

%&@%ﬁ”m’mi’;ﬁ 3) Patients whose left ventricular ejection fraction by echocardiography < 25%
Fmﬂ; “:‘?’f"kgﬂw&fm"""' 4) Patients with a history of severe allergic reactions or side effects to G-CSF preparations,

s ”L;-:{’:Z'an”mm’.‘ié".‘&w apheresis or Isolex-relating reagents.

e s mamciyens 22 | 5) Patients with a history of allergic reactions or side effects to mouse, rat or bovine—derived
proteins.

i ot szt 6) Patients with malignant tumor or a history of malignant tumor within 5 years.
:3;::5::1:&"&7‘:?:&',’,:2“( 7) Patients with diabetic proliferating retinopathy (new Fukuda classification BIl to BV).
ﬁﬂ’mnf"mmmmmm 8) Less than 3 months since last episode of unstable angina or myocardial/cerebral infarction.

20700 I 9) Patients with end stage renal disease on maintenance hemodialysis.
7) Prmsiets fazs thag soogooi 1 10) Patients with hematological disease (leukemia, myeloproliferative disease, or myelodysplastic
Coaing 105 syndromes).
11) Patients with autoimmune disease.
12) Patients who cannot discontinue Warfarin.

Pregna

v sy 5o Breannt o thovs s e

jor: Bocoming prognant betore ihe, end

tho sitrcly poriod.

|24 Caniants particioating in other cing
ts.

281 Aoy oltier copsan that s Ci

Sumen or Clinical R
v tor comsiaming o cado Amsudablo
ihe sty

5/7



WHO data format (3345 5%)

TeemiLabel Example Example KWL element JHACCT element nama(s) Typeliormat |Faximum] 11 o 10
JMACCT same(s} for data - R RN fleld
St g s TGy T v gt
i 35— REET) DUITR | HcBbEks S
e b e : : EOF—S0L.
15Study Type [interventionai PNTERVENTIONAL IWCJ‘NLW i i
|Randomised  controlisd | Single-centar, non-randemized {750] shudy _desgn .
riat sl fRancomized:- No] - - Gt
Blinching OPEN LABEL] :
(Pumose: . SAFETY, . EFFICACY,
ExpLORATORY)

< VROT ABFUCABLE
16|Date of First Enreliment facival B s>

Y rE

57552008 TEGR06S FPTET
17|Target Sampie Size 250 % 7 prgel Accrual £ i
m Rocraing Recrainng. % Fecromonl Staas .. {RECROTAT,
19]Prmary Outceme(s) weight [Time Frame. 6 |Explore the faliowing endmcit B 193) primary_cutcems {Primary_Quicome {OUTPRIM
weeks] Ruiherford category & Fontaing class, 2} G 2 %
oy Baker FACES pein rating scals,’:

VAS, Rest pain scale, 2) Health-relating
Q0L 4 Arep of ulset/ Gangrens, 5) ABFY,
TBPY, SPP, TePO2, ATD & ICD, ) major.
smputation, Geatt due to CLI or olher.
joardiavascular events and 7} device
\norformance. S S
Timepoint: 2, 4, 8,12, 24, 36 nd 52
jweeks after cell therapy]

COTTIFT T Pemmary. Ovicoms, Simepomn

20{Key Setondary n/fammafo:ymarkers !N/A msusoortnéexpmzmnammﬁf:lzﬁe) o - OVUYSVEC‘ LTI - i Sacoﬂd&?_bumﬂés :
Outcomes Time Frame: 6 weeks} mlfffnd/ o e :ﬂﬁwﬁuw i ST s TR
yemjmwm 5
aendis_Tanepsinit
s T epone
P
eks_ rpomt]
Bks_Timeponts
[ Weehs, T IMapoms
[P Tmeponte
aeks,_Timepsints
6/7
WHO data format (RIS 3%) AR SRR 5~
TtermLabel Examile Eamle | WL ekement T ACCT clement ramelel : "] Typeommat [Naximum] 11 or o
; JUACCT - - | namefs) for data o SRR ; . field
= e e SRHEE EDOORTTSPARIC 2P fength
: . g S [BELIT—SET  kOLYY [TA-5) Shikt ;
Lo o D |
BMER HEREER
24{Brief Description of Study&2 ] JSUMMARYHEERTRE  |210) Briet Summary fText e
Bl OBIPRIMKRARE __ |21b) Primary,_Objecive Tex 2000411
B, #E 21c) Secondary_Objsctve e 2000}t
T21Etos Review {EEERS, AhE T22e) Approves_by_Emics.. T
R ETHCAPPREERE  Commte Text E
(&l
ETHCNAM j225) Name_of_Ethics_Commitiea fText 200}
APFRDTC 1220) Date o Agproved o s dmmiyysy m
eTHoTEL ed asef!
I w5 N
A emHorax ex 2l
femai7 FUX 11
ETHCEML 229 Etics_Commities_E-mal Text 2564
Ey ) 1
ETHCURL 22) Ethics_Commites_Websita Text 25
TR N 11
{CAPPRNUM 122h) Committee_Approval_Number Toxt 200}
11
RESNUNAPP $22i) Reason_for_Uneapproval Text
33]Pubtcaton of Sy ek RESPUBLKHAEE 123a) Ave_Tha_Resuls Published rex &
V-8 - Al
ISTDESNDSC Overait Study_Design_Dosaripto fToxt 2000]
BEOR ) EFFCNCS 336) Effcacy, Conclusions FToxt 2000} 1
[EEEOEE [SAFCHCS 23) Safely_Conclusions ot 2000f:1
ETFEII — ]
bocnes 339) _Dmm_arﬂ_%rsll_ - 2000l
Concius:ons
I RESLINK J237) Resuits_Links Text 255111

/1



¢ : JapicCTIAZETEH,

¥ : JapicCTIMZETEE (FEARR)

HE—BE O : WHO/ICMJE'E B (JFEFHLE) *: 8N
SHE HEA NAER | B8
BAWE JapicCTI-No. % O BERICHSEhEY.
HEROAH RBOBHXO 1024 BENGRBROLTHEAHLTHEN,
WHREBROBHO 1024 EQ LSRR THINPHIBES P SLILHBROBHEAIL TSN,
HBREEEXO 128
FEMASEEOC 5124
HBOEEXO - AR GERD A+ ARB(TIFL) | FEA AR (RBOBIR) ERRU TSN,
HERDBE X 4000 HREROBEEAALTHEEN,
HBOKE FEHEEXO FHR | RRONRELDEER ERB) ERBHICAALTHZEN,
REEHE NN KO LRI B INDHHFEIERALTEZEL,
EoiE WREBRITHEAT DENNE, APICOTETANLEY,
Hi#E-HEX0 1024% k- AEEASLTEEN,
SHBREHIE O 1024% RBEMBERAL TS,
SHREZER]A INN)O L ERRHREERNC— AR INN) DB BB ILRRAL T,
T RREBAITHET DEN S, JAPICOFHETANLET,
SHRERE-HEB0 1024%
HBOBMY 1024 HBOBHCAR, B, FPHEEZANLTHESN,
FERDDx—X % OGf applicable) - BT HI—ZAERRLTEEL,
BROTHFIL0 1000 ZEERBHEBAEERED S TEANLTEEN,
BHEFIBO 6 HEFTAALTEZEL,
it de] R O EHIR | EAESEEEANLTEED,
EHTRO 3 SEMHOTEE FRERFTANLTLEEN,
FERHLRO 3 EROHELBERFTANL TS,
HH*O BZ-AHOVTRAERIRL TSN,
B0 MAIR | EURAEEEADLTHEEN,
FELTHEHEE- | FEEEO 8000+ FEIURRIVMEASILTIZEN,
7O FEHEO .
BlRaEEEE | SMEEE0 8000% BIRTURRAUPEA DL TSN,
8- #%k0 SFEAEO N
BRI 256 HEXPHBEREEEAILTLEN,
FRRBMMO | FWBE) 4 BAERB~®TEABRERFTANLTESN,
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£ FEERIES (2013 FEIL, 20144F 2 A 25 HE TOHIHE

BEER

o — fi 85 (11.8%) 131 (8.5%) 169 (8.8%) 222 (9.8%) 271 (9.9%) 249 (8.6%)

LERNEZ CHILE) 77 (10.7%)| 183 (11.9%)| 230 (12.0%)] 275 (12.1%)| 383 (14.0%)| 318 (11.0%)

bERMELSE (BT -5 - i) 77 (10.7%) 115 (7.5%) 169 (8.8%) 187 (8.2%) 221 (8.1%) 194 (6.7%)

BRNEE 94 (13.1%)| 192 (12.5%)| 205 (10.7%) 209 (9.2%) 263 (9.6%) 259 (9.0%)
FIRERNEE 87 (121%)| 182 (11.8%)] 224 (11.6%)] 241 (10.6%) 238 (8.7%) 262 (9.1%)
A5 RETHEARE 79 (11.0%) 129 (8.4%) 176 (9.2%) 193 (8.5%) 239 (8.7%) 249 (8.6%)
I RS 108 (15.0%)] 172 (11.2%)] 203 (10.6%)] 235 (10.3%)| 277 (10.1%) 256 (8.9%)
SRR 57 (7.9%) 90 (5.9%) 79 (4.1%) 118 (5.2%) 139 (5.1%) 131 (4.5%)
HEREE 29 (4.0%) 48 (3.1%) 56 (2.9%) 97 (4.3%) 96 (3.5%) 112 (3.9%)
BRE - 7LILE—NEE 22 (3.1%) 52 (3.4%) 48 (2.5%) 68 (3.0%) 66 (2.4%) 83 (2.9%)
DENEE 5 (0.7%) 12 (0.8%) 1(0.1%) 7(0.3%) 9 (0.3%) 17 (0.6%)
BAEAEE 17 (2.4%) 36 (2.3%) 53 (2.8%) 50 (2.2%) 39 (1.4%) 70 (2.4%)
EEREE 13 (1.8%) 26 (1.7%) 26 (1.4%) 49 (2.2%) 40 (1.5%) 53 (1.8%)
SAElee—ag 20 (2.8%) 47 (3.1%) 45 (2.3%) 86 (3.8%) 88 (3.2%) 88 (3.0%)
HILBRANECHIEE) 56 (7.8%)| 154 (10.0%)| 194 (10.1%)] 228 (10.0%) 243 (8.9%) 209 (7.2%)
HALEROLEL (BT A - ) 49 (6.8%) 74 (4.8%) 116 (6.0%) 129 (5.7%) 133 (4.9%) 112 (3.9%)
mESEE 7(1.0%) 22 (1.4%) 28 (1.5%) 28 (1.2%) 32 (1.2%) 43 (1.5%)
TR R 25 (3.5%) 55 (3.6%) 51 (2.7%) 79 (3.5%) 73 (2.1%) 83 (2.9%)
R iRl 8 (1.1%) 11 .(0.7%) 7 (0.4%) 19 (0.8%) 17 (0.6%) 13 (0.4%)

BROV R 29 (4.0%) 45 (2.9%) 63 (3.3%) 94 (4.1%) 97 (3.5%) 97 (3.4%)
ERARE 19 (2.6%) 46 (3.0%) 57 (3.0%) 82 (3.6%) 92 (3.4%) 113 (3.9%)
INEREE 21 (2.9%) 43 (2.8%) 66 (3.4%) 72 (3.2%) 87 (3.2%) 109 (3.8%)
REl% 21 (2.9%) 49 (3.2%) 54 (2.8%) 111 (4.9%) 126 (4.6%) 146 (5.0%)

R 14 (1.9%) 32 (2.1%) 41 (2.1%) 55 (2.4%) 76 (2.8%) 52 (1.8%)
fetitin o s 34 (4.7%) 44 (2.9%) 61 (3.2%) 93 (4.1%) 94 (3.4%) 93 (3.2%)

BIRKET 21 (2.9%) 51 (3.3%) 43 (2.2%) 75 (3.3%) 87 (3.2%) 92 (3.2%)
BERaNEY 26 (3.6%) 63 (4.1%) 58 (3.0%) 87 (3.8%) 110 (4.0%) 133 (4.6%)
SHPRERELZE 21 (2.9%) 81 (5.3%) 94 (4.9%) 79 (3.5%) 111 (4.0%) 132 (4.6%)
BEHRES 38 (5.3%) 65 (4.2%) 103 (5.4%) 88 (3.9%) 118 (4.3%) 128 (4.4%)
BEERELSE 7 (1.0%) 21 (1.4%) 35 (1.8%) 65 (2.9%) 119 (4.3%) 204 (7.1%)
DRl 4 (0.6%) 19 (1.2%) 9 (0.5%) 22 (1.0%) 23 (0.8%) 32 (1.1%)
DT e el 14 (1.9%) 46 (3.0%) 44 (2.3%) 72 (3.2%) 72 (2.6%) 69 (2.4%)
DERE RS 29 (4.0%) 22 (1.4%) 22 (1.1%) 29 (1.3%) 35 (1.3%) 43 (1.5%)
WS R 5 (0.7%) 13 (0.8%) 18 (0.9%) 17 (0.7%) 16 (0.6%) 31 (1.1%)
ERNFE 0 (0.0%) 3 (0.2%) 1(0.1%) 3(0.1%) 1 (0.0%) 5 (0.2%)

EES 4 (0.6%) 10 (0.7%) 5 (0.3%) 13 (0.6%) 26 (0.9%) 15 (0.5%)
FIHES 1(0.1%) 9 (0.6%) 8 (0.4%) 13 (0.6%) 26 (0.9%) 34 (1.2%)
HEESR 15 (2.1%) 25 (1.6%) 24 (1.2%) 24 (1.1%) 26 (0.9%) 30 (1.0%)
S ES 1(0.1%) 2 (0.1%) 1(0.1%) 5 (0.2%) 4 (0.1%) 8 (0.3%)
EibhEEY 8 (1.1%) 23 (1.5%) 32 (1.7%) 26 (1.1%) 21 (0.8%) 46 (1.6%)
UNEUF—avES 8 (1.1%) 31 (2.0%) 30 (1.6%) 52 (2.3%) 54 (2.0%) 71 (2.5%)
W 3 (0.4%) 29 (1.9%) 22 (1.1%) 44 (1.9%) 46 (1.7%) 53 (1.8%)

S 6 (0.8%) 6 (0.4%) 14 (0.7%) 15 (0.7%) 19 (0.7%) 18 (0.6%)
kel 7 (1.0%) 32 (2.1%) 41 (2.1%) 37 (1.6%) 26 (0.9%) 37 (1.3%)
A 0 (0.0%) 0(0.0%) 59 (3.1%) 172 (7.6%) 229 (8.4%) 253 (8.7%)
MR 0 (0.0%) 0 (0.0%) 9 (0.5%) 26 (1.1%) 23 (0.8%) 44 (1.5%)




# (Do)

125 (6.5%)

128 (5.6%)

|ReH 46 (6.4%) 98 (6.4%) 173 (6.3%) 208 (7.2%)
i 251 (34.9%)| 586 (38.1%)| 637 (33.1%)| 809 (35.6%) 988 (36.0%)] 1068 (36.9%)
Ret- At 331 (46.0%)| 606 (39.4%)| 852 (44.3%)| 976 (42.9%)| 1124 (41.0%)| 1137 (39.3%)
MR- BRER R E 9 (1.3%) 15 (1.0%) 21 (1.1%) 29 (1.3%) 37 (1.3%) 34 (1.2%)
MR R 1(0.1%) 18 (1.2%) 19 (1.0%) 28 (1.2%) 34 (1.2%) 23 (0.8%)
BN 4 (0.6%) 37 (2.4%) 40 (2.1%) 30 (1.3%) 34 (1.2%) 32 (1.1%)
hE 6 (0.8%) 15 (1.0%) 14 (0.7%) 16 (0.7%) 16 (0.6%) 18 (0.6%)
hhE - B 4 (0.6%) 10 (0.7%) 11 (0.6%) 19 (0.8%) 31 (1.1%) 25 (0.9%)
Dt 67 (9.3%) 152 (9.9%)] 204 (10.6%)] 239 (10.5%)] 305 (11,1%)] 347 (12.0%)

0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
REEAY 257 (35.7%) 480 (31.2%)| 532 (27.7%)] 596 (26.2%)| 708 (25.8%)| 656 (22.7%)
REY 228 (31.7%)| 414 (26.9%)| 527 (27.4%)| 607 (26.7%)| 698 (25.5%)| 663 (22.9%)

) 0 (0.0%) 0 (0.0%) 0 (0.0%) 1(0.0%) 5 (0.2%) 52 (1.8%)
St 234 (32.5%)| 643 (41.8%)! 864 (44.9%)| 1070 (47.1%)| 1331 (48.5%)| 1521 (52.6%)
BR#Y 95 (13.2%) 136 (8.8%) 188 (9.8%) 208 (9.1%) 248 (9.0%) 194 (6.7%)
5 293 (40.8%) 574 (37.3%)| 660 (34.3%)| 777 (34.2%)| 859 (31.3%)| 750 (25.9%)
ZDih 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 16 (0.6%) 87 (3.0%)
FBIR 331 (46.0%)| 827 (53.8%)| 1075 (55.9%)| 1289 (56.7%)| 1619 (59.0%)| 1861 (64.3%)
1 #H 28 (3.9%) 46 (3.0%) 75 (3.9%) 60 (2.6%) 82 (3.0%) 61 (2.1%)
1-1I48 42 (5.8%) 44 (2.9%) 76 (4.0%) 61 (2.7%) 63 (2.3%) 70 (2.4%)
ik 128 (17.8%) 241 (15.7%)] 268 (13.9%)| 329 (145%)| 314 (11.5%)| 306 (10.6%)
I-1048 9 (1.3%) 17 (1.1%) 19 (1.0%) 19 (0.8%) 20 (0.7%) 20 (0.7%)
EI48 42 (5.8%) 60 (3.9%) 61 (3.2%) 82 (3.6%) 80 (2.9%) 65 (2.2%)
£ V4R 49 (6.8%) 83 (5.4%) 69 (3.6%) 70 (3.1%) 73 (2.7%) 59 (2.0%)
ERcacl 177 (24.6%)| 404 (26.3%)] 513 (26.7%)| 620 (27.3%)| 753 (27.5%)| 744 (25.7%)
FEIR 244 (33.9%)| 642 (41.8%)| 842 (43.8%)| 1033 (45.4%)| 1357 (49.5%)| 1567 (54.2%)
A 618 (86.0%)| 1281 (83.3%)| 1583 (82.3%)] 1859 (81.8%)| 2106 (76.8%)| 2030 (70.2%)
e 101 (14.0%)| 255 (16.6%)| 338 (17.6%)| 414 (18.2%)| 609 (22.2%)| 615 (21.3%)
NA-BE 0 (0.0%) 1(0.1%) 2 (0.1%) 1 (0.0%) 24 (0.9%) 226 (7.8%)
Dith- AT UL RE 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 3(0.1%) 21 (0.7%)
RiBIR 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0(0.0%)
AT EERG LB 329 (45.8%) 565 (36.8%)| 671 (34.9%)| 749 (32.9%)| 960 (35.0%) 921 (31.8%)
HORF—/A—5RER 29 (4.0%) 77 (5.0%) 93 (4.8%) 105 (4.6%) 114 (4.2%) 148 (5.1%)
ERTYAY 6 (0.8%) 4 (0.3%) 8 (0.4%) 18 (0.8%) 30 (1.1%) 26 (0.9%)
i 253 (35.2%)| 633 (41.2%)] 807 (42.0%)| 984 (43.3%)| 1022 (37.3%)| 1160 (40.1%)
i AR S 1(0.1%) 3 (0.2%) 6 (0.3%) 4 (0.2%) 4 (0.1%) 1(0.0%)
FER 101 (14.0%)| 255 (16.6%)| 338 (17.6%)| 414 (18.2%)| 612 (22.3%)| 636 (22.0%)
Sy Lk 330 (45.9%)| 567 (36.9%)| 695 (36.1%) 778 (34.2%)| 981 (35.8%)| 959 (33.2%)
kS Ll 288 (40.1%)| 715 (46.5%)| 890 (46.3%)| 1082 (47.6%)| 1149 (41.9%) 1297 (44.8%)
FOBIR 101 (14.0%)| 255 (16.6%)| 338 (17.6%)| 414 (18.2%)| 612 (22.3%)| 636 (22.0%)
*—T 437 (60.8%)| 994 (64.7%)| 1249 (65.0%)| 1461 (64.2%)| 1618 (59.0%)| 1739 (60.1%)
=T ENBEEN ISR EIh TS 83 (11.5%) 130 (8.5%) 144 (7.5%) 164 (7.2%) 179 (6.5%) 172 (5.9%)
EBREMENISALFIESh TV L EER 25 (3.5%) 45 (2.9%) 60 (3.1%) 76 (3.3% 133 (4.9%) 124 (4.3%)
NARBE - BEENISUFESh TV LE TR 9 (1.3%) 18 (1.2%) 21 (1.1%) 28 (1.2%) 35 (1.3%) 24 (0.8%)
—EER 64 (8.9%) 95 (6.2%) 111 (5.8%) 131 (5.8%) 165 (6.0%) 197 (6.8%)
FEIR 101 (14.0%)] 255 (16.6%)] 338 (17.6%)| 414 (18.2%)| 612 (22.3%)| 636 (22.0%)
TS5t v L wt iR 63 (8.8%) 107 (7.0%) 132 (6.9%) 153 (6.7%) 172 (6.3%) 209 (7.2%)
BRI R 60 (8.3%) 121 (7.9%) 145 (7.5%) 175 (7.7%) 203 (7.4%) 232 (8.0%)
I BRERENE 216 (30.0%) 388 (25.2%)| 456 (23.7%)| 531 (23.4%)| 650 (23.7%)| 577 (20.0%)
Baxig 17 (2.4%) 34 (2.2%) 50 (2.6%) 42 (1.8%) 64 (2.3%) 62 (2.1%)
EXRYHIL 51 (7.1%) 136 (8.8%) 140 (7.3%) 148 (6.5%) 174 (6.3%) 168 (5.8%)
SRR 211 (29.3%) 496 (32.3%)] 662 (34.4%)| 811 (35.7%)| 867 (31.6%)| 1008 (34.9%)
FIRIR 101 (14.0%)) 255 (16.6%)] 338 (17.6%)| 414 (18.2%) 612 (22.3%)] 636 (22.0%)
EOE 555 (77.2%)| 1294 (84.2%)| 1705 (88.7%)| 2052 (90.2%)| 2558 (93.3%)| 2775 (96.0%)
PRI E D& DR 78 (10.8%) 122 (7.9%) 108 (5.6%) 125 (5.5%) 124 (4.5%) 84 (2.9%)
BRBEENARSL TS 86 (12.0%) 121 (7.9%) 110 (5.7%) 97 (4.3%) 60 (2.2%) 33 (1.1%)
ESETi 0(0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
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