References

. WHO. International Clinical Trials
Registry Platform. http://www. who.
int/ictrp/en/

. ClinicalTrials. gov. F—2hb3—3,

hitp://www. clinicaltrials. gov/

. BAEBEEERRFEEERE. B
Fhid 5 IR D IBBROFHEIOfE
LT B BRI OVT. 2003 &
T EE06120015-

. BERERZSEEEERER. &Y
(AR B IRBROFHiEIO A A B3 5 B
PNTONT. 2000, EIRFEE08H-
. IFPMA. Joint Position on the

Disclosure of Sensitive
information via Clinical Trial
Registries. 2005. http://www.

ifpma. org/clinicaltrials. html

Iz
oI L
MM FER L

-39 .



v/
S REERTUNER) PSS ORE L ORESWREETIQUETIL BEET % BROIdYrEIEY.0 B L1+

Az C]AnT LA = | sewos3ne siouw ppe 03 YOI
BHDHETUNG L8 EWE i SIRFETFS W 2100s mwm“m”u_m 9jeos o:wo_u:mnwmw.w_ﬂ . swutodawi (sawoano Alepuooas 4y
SO0 AIBPUODIS ASY] EE R — £ ORI E ALY - swe swoog BEBHETY A8

sowooing Aiepuoosg

Y—Tcoms Emwmmm*mmwwﬂwﬁum I oseud / B IIEE sigesyidde 10N / £ AR e
(Z SoRSHeIoRIEUD [eh ) (Z SoRsHoIoRIeyDd el )
CEHOWE/ | HRO¥EE CHEOEE
(IR0 S9ARD3G0 diseq) (579030~ S9ART0Iq0 OFeq)
> BB~ 78E

ZEEHOIE

i

G OBUOEE YW E 2 F HE OOV (24)) BERL O~/ 23 FT) NIND 1) BEBL ORI 2W B ] NIAN ZEEQ +2749A OHM

=4=]

m &

Reww

K

BESSE0—L aBHEZYH "SUWEYH "—5 a4 %1 — GBSy | 2

_41.



v/e

CHNEERINYYEE) RIS RO R B OEE Y YRE IR LD BEET ° T EEOOVIRIEY QB Ik

e

(G ~¢ _o\_wcoO\wﬁ.__WcmE”Hw 9~ |0J}0] /SUORUSAISIUY)
Y {f~¢ IVY~ev¥
nm\.vﬂhﬂ..wt ! w,n_ I'oN ,mwﬁﬁﬁmmw_mw.u\vw ~SUORUBAISIL]
(Z 1o /suonuaAISIUY) ZY IS (s _hﬂmu.lrﬂﬁvﬂm\_w mem S%W%WM@MWM&MM%W&MM&M@WW%WW (B [ERETHS) 22 £ BEogeoeld siow ppe o} solp|  (gjonuog suonuanisiuy) gy I8

SUORUBAISIU
i) 4 ¥ U]

.42_

&<

N) BEdE
FUCHRI-CHE UGHERSHSI [BAIS) / W g MOLX 03 posU ON / \IEAYEW Y (uswiesoucd) HI/ ISR —CEHiE
W atiL _ ON / ¥\ S3A /¥ Bupoolg) Jp LAl
B OEYRERE u] 40308y JUBWSN[pE SB vm‘_ov,_hmﬂ_wmoum__ _”oﬂ_”_umz_.._m\ﬁ Jo3o8y Jusunsnipe se paispisuoo (UoREISpISUCD UORNISLY)
) ) / VI EEE R0 LB 10U S UORMRSHL / IR LN AR FeomEYNENE
[T SIA /7 \F ON/ X\ (USRESO|[E SILEUAQ) LI BLETE
AL E] ON/ ¥\ ON / ¥\l (UoReoyneng) Jp i &

fenpiaipuy / (€ g}

B&LPSN

*G OBERLOFIR P RE R 2 % B OOIdYr (Cléh) B Q@SR NINN

BEEEO—4 A %EESIYH "SHIYH "—$ 3 ¥4 — 0L E MRy dl Y



v/¢
SHNEEI N ER) P SHO PR YBH OFEURBETI QTN BEET ° % BEO0IdVrPREY O B L 1x

25 %
G LG .; T e e w
I. = I 2120 Aleps |'2120 AIEpu0osS / M) « AJREL I & %
A
s VI ESHE REHEEEEGE -
(2 Q1 [eUCRRUISIUL FUINSST FiQ) =310l ppe o3 YoID (Z I jeUoifeuiaguy 3uInss| 310) a
CRHmLEQ S§Ql Aepuooag CHIFLIEA I
=516 PPE o3 SPID . G
caige eaL Sepuons (@ a1 fpms) Zang oA
g 7 i M
By
W
£
%
B FEEQ T FEYEI T SOA (M21AB) SOIA Yoleasay) g
/MaIAR] SOIUFR YoIBaSaY TS EHOEMHBOLOHEE IEE Sh/ 6% S/ 6% MIIADY SOIYRT Yoleasay B -ERTISYEEHY m__
(epuny Alepuooss Jo SWeN) P =3IoW ppe o3 o ((5y=pun} AJepucoas jo SWey)
BRWHBYRORHOT i (s)39:n0g Bupung BN EEEN0ORHO
*3I0W PPE 03 oD W
BRI - , (Bl pjuoneuiojy ((Sposuods Atepuooss Jo awep
(Syosuods Auepuoosg GRTNGES EMZSNERTY ¥ 30BIUOY L0 mwo%hM—N_ A ) M
(s)dosuodg Asepuoasg
= A
(Buipuny yo uoneN) R %G ¥H LPAFE (syesunog m:u_.““w_w (Buipuny jo uoneN) [ HIHEE MG B
T 7 T Iy
&3
o
BB
EH
el B
jlew-3 a6 ﬁm drooflwadisTHoor dfoen-emoyspallgepiyonu waM“H”M__M_MWMMHMM few-3) {lew-3
SRV, SN draoor; .. (TN o5edowoH)
GV T OFE SArBoofmmmy /dny NGy T O
=m 15qWNU sUGUda(e; Ucsiad| o &
2 8718-¥8.8-£0 108100 S|gIsucdsay [QEINE-E:} N.w
4 5582y L (Selppy) 1% "
5]
a
: =
YAUSVROEE
¥ ormion arabusceon ® i G B
=
%
H
B
S

BEEZEO0—§ A %EEZIYH "SWIYH "—§ a3 ¥4 — O LB E MMy

Q) BHOEEYREE<] NN

(4 BUOEE U 2HE=] NIAD

ZEHEO +274%A OHM

2 BHEIONINN

oz

_43.



v/v

SUREEI MY ED) IFCISHORRYSMOEEWRESTIQ YR BEW T ° ZEEOINTEIEY OB L 1%

62231 178075002 166501 §1/L0/8002 (31epdn 3se) Jo e H 1%

B
uep |
HEE—%73 e BHe Mwmmom L£°8%°81 80/80/5002 50251 20/90/5002 13si8ay Asewind (uonensidal jo e HPH

uj uoRensiFay jo Aeqg

lﬂﬂi‘ﬁﬁ'

(EYERE) HoT

BB Y —T CEEL N

/6071 92014600t%12

/oBA/ 05/ 0F BpUIT oYU MM /077y TANFEG LN

G-y TR RS ER ﬁmwmueﬂm

B ) WRUREEEW 40N BN

o rrpsseren o S

/rRALIYS /OroS BpLIG OJUrMMA/ /013y 1IN o

(uoneusioq) patejal epQ) . T U7 o : - _ . oouq Ui " (uorreuLIOyU paYR|R) JAYRD)

BUERHO| < T FEBUERERLED $al $9E-E9€ (E)2€ ‘Z00Z 199U LY [ udp iy

NETREFTERER W0 BELAN

1 0010 VOEOOOZWYO008 12 V0951 006/ 2010607

/RALIYS,/O['OF BPUIC O MMM,/ 013 TINE G 72N

G THEHARRERSER WTLAN

BUEXNEBOAOLA HRGAN

/80°1°02014£006012

/Yoed /o8 /df 05 pLud opuirmmm/ /. any TTHNZG 47N

Lo T B URREFD W ED CRILAN
(SHNSoY) FHHTE (SHnsey) LA

(S3insa1 duisES|el TdN) (SHNs=I BUISES9 TdN)

TINEERED THnEEfE sy

0304

=
-44-

TGS 0L é:ﬁw\.:ummw.w
BELD) I BUH 1/9/6002 %%MM.MMV”M%H Mmme
B(XL) EEL—L 1/5/6002 Aﬂo_nsom_ MMHWMMMNM ME BTy

FEEOZEE G OB O F /U DB B % HEQOIVT (@16 B OEE S USFS=|_NIAN () B H OWE U2 S~ NN ZEEQ +77ioA OHM % EEONIND

BEEES 00— 4 BE¥EEYH "SHIYH "—4 a4 X8-I EBEBIYMEY L ¥



® 2. BERETOBEHEER

UMINOIE B % WHO ver.2.2+ IEH % BERRE T OEE 4 S LURE

S
A
1%
]
st
®
&
B
B B#2 -#ninEE
& (Basic objectives - 2.000FEBSh55EEITHR
Others)
HEBO4E?2 QHRBOMES EEEREEHER].
(Trial characteristifs 2 TR, TIREIEER 1%
evelopmental phase

(Key secondary
outcomes)

i it do
oeme |

B
BR
5
¥ B AlME (Stratificati
1 LE tratification)
5 BRI (Dynamic
allocation)
HEBERHBROEE
(Institution

J0v414k (Blocking)
Blffa—rE515 5%

(Concealment)

* BHLEE[CIONT
AREHAEEE 2EHEE SERERBECEOEE 4MEPIEE AMES: ABRHEOHRE
AFERHLERS.

.45_



& 2. BBRETORELIEE

UMIND & H % WHO ver22+ QIERA BBRETOEHSBLUNE

Int . J.MABRBEOFEX T ARIWE(ERE
fr A2 n.ell('vent;(:jns B L)
(Interventions/Control_2) .CI|c to add more SEREWRERUNBE)OFEZFTH
interventions... EE E’g@{lﬂ AE_: 3'! l:?ﬁzz §
T A3~9r A6
(Interventions/Control_3

P o [

* RHLES[ZDOLT
1ABRBEHGERE 2BHEE SREERBEASLOEE 4R IEE ANES: ARHEORE
AFIERHLEE S,

_46-



x 2.

BEREITDREHIEE

UMINOIE B %

B
1
W
L
&

WHO ver.2.2+ DIE%

HLEL (Name of .
contact person 209 @B AFOKA
B
il dress)
1A .;:% (TEL) Responsible Contact 2,15 HH3E 248 0 B EE- FAXE 2
ﬁ " Person telephone number |~ - . =
HEOR—LR—DURL
H {Homepage URL)
E-mail (E-mail) Responsible Contact
=
{E2E
8 16
Tl
1%
e 5
#‘ﬂ >u
s %
BIREHLHE (Nation of|Funding Source(s)
funding) Country
Secondary Sponsor(s)
HEERERE Name BROERERFEED)- EBEELR
B (Name of secondary |[(Address or Contact RI2FOEA,. EFRURETIEED
& sponsor(s)) Information|XHIB&) #aE
Click to add more...
# [Fonowzmmrsa
& Funding Source(s)
(Name of secondary fun {Click to add more...
der(s))
! ﬁﬂ;é‘%[j;égﬁ. Research Ethics Review
R R Y.
B [(Research ethics review s

* RHLEEIZDOWT
1 BRBHAEEE 2BHEE ISERERBECEOEIE 4B IEE ANES ARHEOHNE
AFIEIRHLEHS.

-47_



* 2. BEBRBETORBHIEL

UMING T2 % WHO ver22+ O)IEEl% REE (T OIE B A B LURNE*

l% 5| BBID2 Sy p2) |Seonerny DR
IDFATHERE2
Lo Secondary ID#s
Il) (Org.'lssumg Click to add more...
trnatlonal 1D 2)
E&
=
i
i
Fii4
i
ry
K
BTl
AHNET(FEH
(Date of closure to data
entry)
F—4EE (FE) B
(Date trial data
considered complete)
BT FEER
(Date analysis
concluded)
Jaba/LiBEURL
#ERIBHURL
% (URL releasing results)
g | EAHER Rosuts) b b et o
# 2 W ABIEHRNOEHI A B RS
Other related -
Other el FEDBAII 2
information) 2 (10)FE Hﬂ%%ﬁﬁ 3
BHEISHRELEEHS

* RHLEEIZOWT
ABREHLEEE 2EHEE SEEERSECLOEE 4ARMIERE NONES RRHEOHE
AKFITRHLEBS.

-48_



® 2. BREHOBEHEHR

UMING T& H % WHO ver2.2+ QER% BBRETOER B LUAE

g

Date of Registration in
% H(Date of . -
registration) I:r\;ran:rv Register 1@ PEEHERAR

1.6)EHES
F—RBR A R b AR ERE
(EEREEIEEEL)OEEOEY
() M ABE EE S 4 A B
L3 AR E R RO 1R & A B
2(EHERH
2Q)BEHSE
B 4% 4 E 5 H (Date of ﬁgﬁfgg

last update) BRI B SR TSI LA R IE
BER(eE IF £ R L =4 A ). bk T8 (B
PRI ERED). 7 DA (L %R
5 LTt (0 AR I L 1= R (= DL
T
A BASEDILE
i 1 B (RS I S LT 45 B ), o
1k T8 i (B 3% o 1 0y B 6 R )

* RHLES(ZDONT
LAREHAEEE 2BHEE IEEERBECLOEE 4MfRILE ANES: ABRHEOME
AXFERHELEBEA.

_49-



v/

13

“HYNIFE 2R MW Q0T s|EUL B0 HRURTIZMONNNEI B HESIDY BRSO % B Er O R EONINNY B B (008 sjel] feotun?) ° B B Mr(pacs'sien | [solul|0 L) Y (0 Bl Lh 1%

(UsWieedUcd) L R —C i} i8

(Eupoolg) J&mO L

(UOREISpISUGS UORNIRSU])

B QR REHEE

{@eRBo0lE SMBIAQ) [ HEGITE

peziwopuey ‘Juswiesd) usiseq Apmg

eS| AWoo BUipes|q
pue oS [eudsoy. Wwog '¢ JWYe4
04 SuoisS|WpR [eydsoy juanbasqns pue uoiezieydsoy

xXapul BuLInp 9IRS SouB|Nqwe ‘sENIP ‘YO d pue
UOIIBZLIGIYIED JO 3500 ‘PiBMm [2IaUed 10 NOIN ‘NOO U SAep
3uipnjou) ‘JeaA | PUB SABP g 38 9SN 924n0SeJ Y} SUBAWOD
‘Z “SWJB OM) U3 Ul 2.njiej LBAY JO 9STIBOI] LOISSILPESI
[B3dSOY "BIUILYOS] AI030B.YR. ‘UOIR0IBUIRL ‘AYjeliow o Julod
~puUS 9YSOWOD JBaA | 2.8dWOY ‘| :SOWODING ALBPUOIDG

‘pe Wopuey "JuIUIIedd

(UoRBILRBAS) AL S

sswoonNe

S40u ppe o3 ¥olD
syuodew | (S9W00IN0 AiBpUcoss As))

swieN swosIng EY e TN G L8
(s)swoong Auepuoseg

(3s8d [syUaUIdo[eARQ)
X—TLOWE

(7 SonsLe3oRIeYd [SlL)

M= ORFERES *(2lig) B B O PR LU ¥FE 2 2 E Hr (pAoF sjeliL e

*(11g) Bl OB URHIS 2 B B Hr (AT sEuLEe

FEE® +27494 OHM ZBHIONINN

HEWRPYTA

mE -1 !

E2g (R

HiER

HE¥EZ nodsjeu]eoluly g %

_50-



/2
UGG ZE ML QOISR BIMIOD AR MR ONINNEI BT\ I2Y E2 8O F BB O R ONINNY B ¥r(pA0F sier) [8al0 ° B B Hr(prod sl [eolui0 el &Y ¢ B Ly 1x

. E.oo.voEL.oE@%Eﬁ:.mn SS34PPE [IBWS UOSIdd (rew-3) pew-3
HITSHUSWBLIUYGIPOLBUWIPO JoBjuos dgisuodsoy
CTH S8EasUoH)
NG T O &
880GEGYE 20 6€+ e ¢
suoyde|s] uossdy [QETRE-E:)
60LL6YELOT ¥i+ Jomyti0p sjqstodsay 2
=Y W B
2 ]
®
Q Ud ‘G ‘el 1a o_Lu.O (uosJad 3083100 Jo SwWeN) REEIFE
uoijewlou] Jo83U0)
3
¥
i
B
H
E
&
B
(9~ 10nU0D /SUORUBALSIUL)
IYE~EY Y
“SUORUOAIDILE
2J0W ppe 03 Y10 (Z103U0D /SUoRUIARIY) ZY IE
SUOUDAIDIU]
TR B R E
Y
&

Sulie Jo "ON ﬂ

i OB EREE *(204) B HL OIS W RS 3 = B ¥ (oo sield jeolo | *(LI6H) B O/ W RE S 2 % H Hr(pAod sjeitifesiul|y |ZEH® +224o8 OHM] ZBEONINN

EEIEF@roSsleuleou) g ZE

_51_



v/t

CHYNNBH R AU T QAT SBU B0 AR UMM ONINNEI S H V12 Y B2 O Z B Hr O R EONINNY B Er(pAo sield | |eolulg ° 2 B Hr(pAoF s|BU B0 Rl E Y. O B H 1*

8007 4940300 :UOoIS|dWoo paoadx]

(PSPN[oUCS SISAlELE 938Q))

B L)L Bl

(P33|GW00 PoJepistod E3ep [ohy 93e(

B () TE L~k

800Z Aep :94ns0j0 ANus BIR(

(ATUS B8P 03 2aNS0[o Jo 938

H@DIHLY

T e omeneE 0 | <(719) BREOEESIUREE 1 B B Wr(pAOTSEL PO

*(Lg) Ml QO Re =/ R 2 = 2 H Hr (pAOBsjpU eIl

(s)ov4nog Buipuny

ZHEQ +77ion OHM

(Suipuny jo uoneN) EHTRZEM I

R0

ZEEONINN

54
Y%
Eo
¥
®
e
2
E3
%
UMes) 4 rLis )
TMIHA S QND ErerS!

“adow ppe 03 v_u__o AN Q] jeuonBUIIlU] JUINSS! "310 D
sjq Adepuoseg BNl 1
[A0W _uvw o} v_O__O _ m_ ﬁ

9100308002 sql Adepuooog (Za1 Apmis) AR e
Bl
By
5
%
;U_MHM A>>v_>0\_ moE..-o LO\_womOmv m
sonpg yomosey|  BE-EBYTISUTEY 5

40 ﬁvw 0} v_u__o AAMY_UU::..V Eﬁv:OOOW 0 OEwZu

(s)eadnog Fuipung RN EROHOL »

~oIGU pe O3 Y0 b

(Sl gJuoneuoy ((syosuods AlepLooas jo SweN) B

uOB_._OO Pl wmo\ﬁmu(v ﬁ“ﬁwﬂwﬁmwﬂ
sweN B
(s)dosuodg A1Bpuoodg
ARuncd

B mHMwm (DAOE sjeli | [2OIUID

¢ 2

_52.



v/t

*HYNRE 2RI QAT s|UL B0 ) R U ZIZM ONINNEI S BV Y S 28 MO % B i QR B ONINNY B Hr(oaod sieu | [Ba1un0 © 5 B Hr (pAo3 sjel | [Boull0 R | Y. B L 1x

600Z ‘92 400300 :pe3spdn ise 6002 ‘6Z Ainp :pa3epdn 1se] (e3epdn 3se} jo Q) S ETNHE | B
uep | 8
G00T 'S ] 4PqWSIdeg PIAISODU ISl PIodTY £002 ‘1§ 4900300 :POAISVSI Sl PAODIY Jo3siday AlewLid (uone.nsidad Jo 28NS 3
uj uonesIsdY jo vye( 8
HHESH 39 I pUeiod aesH 30 (UonewIo U PRlBiR YD)
AQSip eouRlq YyesH Jo ARSIUIN Ajsy] :APIOHINY YyjeoH uoReASIUILPY 3niQ pus poo, 1SSI8lg payuf Apdoyn 83| ¢ :
poog S pajun WY YyesH HUTEHOY
(Sansey) FHTT
(SANS91 BUISBO[3T (1)
THNWRH
=3
L
&
5]
|o20304d Juises(od jyN
NGRSO
*(Z1¢) BB ORI UREE 22 HHr (i3 sl jeoiuljo *(Li6)) Bl O = RS2 = B M (pA03 sl |Bolulg ZEHI® +7254 OHM ZE¥ONIND

BEEEE AroFseu]jeou)y ‘g %E

-53-



EE 1

INTERNATIONAL CLINICAL TRIALS REGISTRY PLATFORM
Scientific Advisory Group Meeting (SAG) D%

E SLAR R ERER BT
F e mE  wEIIEF
A R 17 - 18 Nov 2005
%P7 Salle A" World Health Organization, Geneva

Thursday, 17 Nov

12:30-12:45  Welcome Address

Introduction of participants ZINE D4 i1 & FTED B EBEN
13:00 - 13:30  Registry Platform Overview and Status . Sim
FEAEER A, BEk & NAEDOAR O BRI full disclosure(transparency) K U sceientific and
publictrust Tdb % &5 9 BB TH o728, BEOHR CIE—RITRICDI DR, &
B0 RBER SN TV,

Registers and Register Membership - Lessons Learned  D. Zarin (15 min)
ClinicalTrials.gov ®& ¥ o & — & LT deduplication DR (/) 7 )« B
DHERBOTH 72 £, ICMJIE 2%@%1 L7- deadline T& 2 9 A 1 3 HEATOBRGFE @
(100-200 HE/HH)D 1 O {48 % 72 (2800 BREAAHE), FH LI, 200-300 HERAE A%
I Tnd,

13:30 - Trial Registration Data Set

B DR B 4 & ERMREE THEE L TOWLDEERR S 47z, Lockbox (22T ikl s
BRBLRDP BT, T AN I LI o 7z, Lockbox & HiE A HEDRFTEML
TR do Tz,

Funding source & primary sponsor DFEW % 9 5 DI native English speaker @
T CHIEFEOBEEINE > TW O TN B S NT,

Funding source HsE & &Rt

primary sponsor #FFEORIFERI L BLED b OBEEE

IRB 137K % 5 1T 5B TR 1T 5 OB B2 O THIRT 5,
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HEXZEIM L T\ 5 country 2 SZ8TE B O 72 MBI 5,

study type

study design 23BN & 47z, Controlled D EFIT intervention DL E LD 5 &V
SEBERLETNETTHAVWESLSLWVWHIEBEANRDH Y ERTDHILEND DD, XL
T DIIEEERR Y E S D THEEFDLLERDED LN 2T,

Recruitment status

EHHIIETH., NOBRFREOREEERPIEEINT,

Primary outcomes

Primary outcome X TH IV, HEHIHERR O L EMFAE 2 5HE L TV DG 23,
— R RICERARTIONREEL VD Z & T 22 ETCORFHEIMNERNE Shiz,

Friday, 18 Nov

BEROXG & 72 DR

BRI E MEAAT DT CoREBRE LTz,

EEEORME L U CEHBERESEORENIEARIC Lz e EET 2 5 EHE ORMER D
D . FZORFITSED SAG ITITB MU TR, BREHEME T BRI RE S D~
FLEZONDIN RESNAIRBE ERT DRBLLERVEE R CEITRETER
Mnote, 5% O WHO OF#HEZBR~HICE EEoT,

Member register DEIZFHE & LTEE o208, HEREART —FIZEINT, EO
#HYET Member register & L CEREET A DODMTIEEEE - Ty,

DL BV O D Member register 28 LEANE, 15-20 F2E (BEHAL TV LRV &
WHERRLMN T,

FERAGIIL CHEIE /-3 (Search Portal <° Deduplication of Trials M7= OFRERE 5
SV YY) 13 E_mail discussion & L CHiiT 5 Z &7z,

414 @ face-to-face meeting DT E

2006 F 4 H) BT RE
2006 #k BET E WHO Eo 2 —0OFE
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\j K V}'y Platform Scientific Advisory Group Meeting - 17-18 Nov 2005
NS
L e

DEPARTMENT OF RESEARCH POLICY AND COOPERATION
WORLD HEALTH ORGANIZATION

International Clinical Trials Registry Platform
Scientific Advisory Group
Report of Meeting, 17 - 18 November 2005

Geneva, Switzerland

— DRAFT VERSION ---
January 9, 2006

Note: This report summarizes the discussions and advice of the Scientific Advisory Group.
Formal policies of the Registry Platform may differ from those stated here. Please refer to the
Registry Platform website hitp://www.who.int/ictrp for the definitive policies.
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Registry Platform Scientific Advisory Group Meeting - 17-18 Nov 2005

List of Participants

SAG Co-Chairs (2)

e Kay Dickersin, Johns Hopkins Bloomberg School of Public Health, Baltimore, Maryland,
United States of America

e Richard Horton, The Lancet, London, United Kingdom

SAG Members (15)
e Gerd Antes, Deutsches Cochrane Zentrum, Freiburg, Germany
e Chris Chute, Mayo Clinic, Rochester, Minnesota, United States of America
e Francis P. Crawley, Good Clinical Practice Alliance, Kessel-Lo, Belgium

o Jeffrey M. Drazen, New England Journal of Medicine, Boston, Massachusetts, United
States of America

e Davina Ghersi, NHMRC Clinical Trials Centre, The University of Sydney, Sydney,
Australia

e Anne Greenwood, Current Science Group, London, United Kingdom

o Karmela Krleza-Jeric, Randomised Controlled Trials, Canadian Institutes of Health
Research, Ottawa, Ontario, Canada

¢ Rebecca Kush, Clinical Data Interchange Standards Consortium (CDISC), Austin,
Texas, United States of America

o Frank W. Rockhold, GlaxoSmithKline, United States of America

e Masako Nishikawa, Department of Technology Assessment and Biostatistics, National
Institute of Public Health, Japan

e Marc Taylor, UK Department of Health, Leeds, United Kingdom

o Jimmy Volmink, University of Cape Town, Cape Town, South Africa

e Liz Wager, Sideview Consulting, Bucks, United Kingdom

e Janet Wale, Cochrane Consumer Network (CCNet)‘, Burwood, VIC, Australia

e Deborah Zarin, ClinicalTrials.gov, Bethesda, Maryland, United States of America

WHO Staff
e Esther Awit

o Metin Gulmezogiu

e Ghassan Karam

e Tikki Pang

e lda Sim (Project Coordinator)
e Patrick Unterlerchner
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Charge to the Scientific Advisory Group

The Registry Platform secretariat was formally established on August 1, 2005 to implement
World Health Assembly Resolutions 3.2 and 4.2, contained in WHAS58.22, which called on the
World Health Organization to:

3.2 establish a voluntary platform to link clinical trials registers in order to ensure a
single point of access and the unambiguous identification of trials with a view to
enhancing access to information by patients, families, patient groups and others;

requested the Director-General to:

4.2 pursue with interested partners the development of a voluntary platform to link clinical
trials registers

and issued a call for action:

(Annex) by all major stakeholders, facilitated by the WHO Secretariat, to establish a
platform linking a network of international clinical trials registers to ensure a
single point of access and the unambiguous identification of frials.

The Registry Platform staff is responsible for developing all necessary policies and procedures,
and for implementing them to achieve a successful International Clinical Trials Registry
Platform. The secretariat consults widely in developing its plans. Many of the consuiltations are
with members of the project’s Scientific Advisory Group (SAG) and International Advisory Board
(IAB), but many consultations include other people who do not serve on either the SAG or the
IAB. The project has also requested and received Open Comments from the general
community.

The charge to the SAG is to provide advice to the Registry Platform project on its policies, pri-
orities, and approaches. The 19 SAG members were selected to include international repre-
sentation from the key stakeholder and expert groups, including researchers, patients, funders,
ethics review boards, biomedical journals, pharmaceutical companies, and frial registers. Al-
though the advice of the SAG is not binding on the Registry Platform secretariat, the consensus
opinion of the SAG will very strongly shape the final form of the Registry Platform’s activities.

Executive Summary

The WHO International Clinical Trials Registry Platform sets international norms and standards
for trial registration and reporting worldwide. The Registry Platform's Scientific Advisory Group
(SAG) met in Geneva on 17 and 18™ November, 2005 to provide advice on the scientific and
ethical aspects of proposed policies.

The SAG discussions were spirited, thoughtful, and well-informed. The SAG agreed with all key
elements of the secretariat's proposed policies for an international system of trial registration.
Specifically, the SAG

e Stated that the registration of all interventional trials is a scientific, ethical, and moral
responsibility. All interventional trials in humans or groups of humans that are aimed at
assessing health and health care interventions should be registered.

o Finalized the 20 minimum data items required for trial registration; and stated that full
disclosure of the 20 items at the time of registration is critical on scientific grounds and is
in the public interest.

e Supported the criteria defining an internationally acceptable register, and supported the
general structure and composition of an international network of such registers.

e Supported the importance of detecting multiply-registered trials, and supported the
assignment of a Universal Trial Reference Number (UTRN) to unambiguously identify
unique trials and to cross-reference trial entries across multiple registers.
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A. Which Trials Should be Registered?

The registration of all interventional trials is a scientific, ethical, and moral responsibility. An
interventional trial is "any research study that prospectively assigns human participants or
groups of humans to one or more health-related interventions to evaluate the effects on
outcomes. Interventions include but are not restricted to drugs, cells and other biological
products, surgical procedures, radiologic procedures, devices, behavioral treatments, process-
of-care changes, preventive care, etc." Further,
e Allinterventional trials in humans or groups of humans aimed at assessing health and
health care interventions should be registered
e The WHO should continue to develop further norms and standards for trial registration to
facilitate this process globally as quickly as possible

The Scientific Advisory Group considers it critical on scientific grounds, and in the public
interest, that all 20 items in the Trial Registration Data Set be fully disclosed at the time of
registration.

B. Trial Registration Data Set*

We include below the Trial Registration Data Set agreed upon by the SAG. For a trial to be
properly registered, every one of these 20 items must be reported to a Member Register, unless
data are not available (eg, secondary Trial ID). Further details of implementation will be agreed
between Member Registers and the Registry Platform, and will be made available in a WHO
guidance document.

Item Field Value Definition/Explanation

Select name of Member Register in
which this trial was first registered (the

: trial's "Primary Register"), and that
Trial ID #§ register's registry-issued unique ID
assigned to this trial.

1. | Primary Register §
and Trial ID #

Date when trial was officially registered

2. | Date of §
in the Primary Register DD/MM/YYY.

Registration in
Primary Register

3. | Secondary ID#s Issuing Authority Other identifying numbers and issuing
authorities besides the Primary Register,
if any. Include the sponsor name and
sponsor-issued frial number (e.g.,

ID Number protocol number) if available. Also

¢ include other member and non-member
i trial registers that have issued a number
to this trial. There is no limit on the

Click to add more ... number of Secondary ID numbers that
can be provided.

3§

4. 1 Source(s) of Name Major source(s) of monetary or material
Monetary or . support for the trial (e.g., funding
Material Support agency, foundation, company).

Click to add more...

6. | Primary Sponsor Name The individual, organisation, group or
other legal person taking on
responsibility for securing the

§ : arrangements to initiate and/or manage
i ; a study (including arrangements to
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