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WHO Data Set (Version 1.3)

WHO Data Set

WHO Registry Criteria | WHO Data Set | Primary Registries | Partner Registries

WHO Trial Registration Data Set (Version 1.3)

Access the archive of previous versions

The minimum amount of trial information that must appear in a register in order for a
given trial to be considered fully registered. There are currently 24 items in the WHO
Trial Registration Data Set. It is sometimes referred to as the TRDS.

1. Primary Registry and Trial ldentifying Number
MName of Primary Registry, and the unigue ID number assigned by the Primary
Registry to this trial.

2. Date of Registration in Primary Registry
Date when trial was officially registerad in the Primary Registry.

FriziBmshn/=mE 2xr7 (21—24),

21. Ethics Review
The ethics raview process information of the trial record in the primary register
database. It consists of:
1. Status (possible values: Not approved, Approved, Mot Available)
2. Date of approval
3. Name and contact details of Ethics committee(s)

22 Completion date
Date of study completion: The date on which the final data for a clinical study
were collected (commonly referred to as, "last subject, last visit").

23. Summary Results
It consists of:

1. Date of posting of results summaries

2. Date of the first journal publication of results

3. URL hyperlink(s) related to results and publications

4 Baseline Characteristics: Data collected at the beginning of a clinical study
for all participants and for each arm or comparison group. These data
include demographics, such as age and sex, and study-specific measures.

5. Participant flow: Information to document the progress and numbers of
research participants through each stage of a study in a flow diagram or
tabular format.

6. Adverse events: An unfavorable change in the health of a participant,
including abnormal laboratory findings, and all serious adverse events and
deaths that happen during a clinical study or within a certain time period
after the study has ended. This change may or may not be caused by the
intervention baing studied.

7. Qutcome measures: A table of data for each primary and secondary
outcome measure and their respective measurement of precision (eg a
95% confidence interval) by arm (that is, initial assignment of participants
to arms or groups) or comparison group (that is, analysis groups),
including the result(s) of scientifically appropriate statistical analyses that
were performed on the outcome measure data, if any.

8. URL link to protocol file(s) with version and date

9. Brief summary

24 1PD sharing statement
Statement regarding the intended sharing of deidentified individual clinical trial
participant-level data (IPD). Should indicate whether or not IPD will be shared,
what IPD will be shared, when, by what mechanism, with whom and for what
types of analyses. It consists of:
1. Plan to share IPD (Yes, No, Undecided)

2. Plan description
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%2 ClinicalTrials.gov

ClinicalTrials.gov Results Data Element Definitions
for Interventional and Observational Studies

June 29, 2017

This document describes the definitions for results data elements submitted to ClinicalTrials.gov for
interventional studies (clinical trials) and observational studies. These definitions are mostly adapted from
42 CFR Part 11.

Data element entries are annotated with symbols to indicate generally what information is required to be
submitted and under which circumstances. The responsible party must ensure that the information
provided complies with any applicable laws, regulations, or policies. For more information about various
requirements and definitions of regulatory terms under 42 CFR Part 11, see Support Materials.

Note: The term "clinical study" is used to refer to both interventional and observational studies. The term
"participant” is used to refer to a human subject.

* Required
*§ Required if Primary Completion Date is on or after January 18, 2017

[*] Conditionally required

* 1. Participant Flow

Information to document the progress of research participants through each stage of a study in a tabular
format, including the number of participants who started and completed the clinical study. (Identical in
purpose to a CONSORT flow diagram, but represented as tables).

The tabular presentation may be separated into "periods,” each of which comprises an interval of study
activity. Each period consists of "milestones” for reporting numbers of participants at particular points in
time within that period.

Recruitment Details

Definition: Key information relevant to the recruitment process for the overall study, such as dates
of the recruitment period and types of location (For example, medical clinic), to provide context.
Limit: 350 characters.

Pre-assignment Details [*]

Definition: Description of significant events in the study (for example, wash out, run-in) that occur
after participant enrollment, but prior to assignment of participants to an arm or group, if any. For
example, an explanation of why enrolled participants were excluded from the study before
assignment to arms or groups.

Limit: 350 characters.

Arm/Group Information *

Definition: Arms or groups for describing the flow of participants through the clinical study. In
general, it must include each arm to which participants were assigned.

Arm/Group Title *

Definition: Descriptive label used to identify each arm or group.
Limit: »>=4 and <= 62 characters.

Arm/Group Description * g

Definition: Brief description of each arm or group. In general, it must include sufficient details
to understand each arm to which participants were assigned and the intervention strategy
used in each arm.

Limit: 999 characters.
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ClinicalTrials.gov DA H O 7

# | KA /NEE T—2ER (AAFE TR ER () VamrdizY
Key information relevant to the
T XA NEERMT H72HI1Z, 2 | recruitment process for the overall
)y — HEHM O ARG ETO & A 7 (B2 | study, such as dates of the Afr, %
1 2 1. IR 7ol 2K D | recruitment period and types of . 7
T AZEET D LH ocation (For example, medica d
R TEE T u b A BT 5 B locati pl dical r
o IR : 350 3¢5, clinic), to provide context.
Limit: 350 characters.
ﬁﬁﬂﬁ@ﬁﬁ%f&) 2T BIMEN Description of significant events in
7»—L\v?37‘/1/»—7°5%l] aTentT the stulziy (for exagmple wash out
WDEEE. ZEORNCHAT D HE ) th fier particioan
) FHIES | 7Sy ROBYL Gl mep | oW hateccuralierparieipant g <o g
O | SR, 7 Lo ey | cnolment butprio o ssgnment | gy g
WZEID Y THNDRENT, BN HER ’
J = (TR . any.
Qé NTFB OB, HIIR : 350 X Limit: 350 characters.
T—Ah7 FRIAATE 2 1 L C B Ot 2 Arms or groups for
3 e | BTAT—AFERE T, 'S or group . SN
N—T5 R TG S| ) Al . describing the flow of participants ERRUN
fird %77:'}%_&2 ,; éj gf%z% ;Jj? %ébfi%,;b * through the clinical study.
— AT — I AR =T | Descriptive label used to identify
T—LT | KT — SEIIHEEZRRT 5 701 label used to identif
4 N—>% | EHZNDHAR T L, each arm or group. FLIR
A4 ~v HIRR @ 4 SCFRL k62 SCFELLTR, Limit: >=4 and <= 62 characters
Brief description of each arm or
BT —LNEILTN—T O EF | group.
ey | W —WRIZ, BIFEDREIY YK TS | In general, it must include sufficient
5 T NTexT—bb, &7 — LIS | details to understand each arm to sk
] * AU D I NHRIE A BiR9~ 2 DI +43 7% | which participants were assigned ARIR
BINE HMEEODNLENDHY ET, and the intervention strategy used in
il IR - 999 S, each arm.
Limit: 999 characters.
If assignment is based on a unit
YT | BMERBMELS D= FMIH | other than participants,
6 NH2= | SNTWDHEEIEL, H0 2 THAL a description of the unit of vk
v hDF (B, W, A7 F 2 he&) @ | assignment (for example, eyes, AbAR
47 B, IR : 40 3T, lesions, implants).
Limit: 40 characters.
Discrete stages of a clinical study
BB DO EE R FRE T IIHSIZET | during which numbers of R R
7 HfH) BN DI HE IV TV HERIR | participants %”ﬂ " Y ;
WFIE DB BUBERS, at specific significant events or s
points of time are reported.
i o EL T o | Title describing a stage of the study.
ﬁn@ﬁx PO Z A P b, 1R OS5 If only one period is defined, the
W & A Smtu d 7 7;5;;1.; | i\ gg 0/‘; EE F{%/ 72%&? g’iﬁ“ default title is Overall Study.
8 s DA Jui I 77| When a study has more than one Bk
kv &, Wi & A /L Overall Study T ; s
[ESN period, none of the Period Titles
IR - :10 St sl}ou}d be Overall Study.
° Limit: 40 characters.
Number of participants initiating
& BREe T 2 SN DK, the period.
BAIOHM TIX, ZTNiEE 7 —2LF | In the first period, it is the number
TAZ 7 N—T1ZEIS THN TS NNFE | of participants assigned to each arm P
Ly ¥ Eﬁﬁn e jJD%L
9 BR 1A D, or group. D%

EY TRSIME LA OHEALIZFES N
TWA AT, YO DI HEALE
b ET,

If assignment is based on a unit
other than participants, also include
the number of units at the beginning
of the period.
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W TRE OB DEL,

If assignment is based on a unit

10 s T Y THRBIMNE LSO HALIZ other than participants, wTsmE
7t DNTNDEETE. BB OK%ZIZHE | also include the number of units at | DK
ML EDET, the end of the period.
. WIEE 7213258 T L2 > 7225 | Number of participants ok
f\;kf nEOH (BLUYT L2561, (and units, if applicable) that did ?F{Eﬁz;‘fo
11 (E @zt AT not complete the study or period. FAMED
) 8 AL, B B5ET 251V CHB) | This is calculated automatically by & -
- MICHE I ET, subtracting Completed from Started.
%ggﬁ g?ﬁffi ?LO)%;}; ;S %ﬁ%gﬁi While there is no limit to the
Bn<a | il - = et ~ " | number of milestones that may be
12 VA — EDFRTI R, | 1 W BT Y used in a single period, data are SARIPI OB
. D~ A VA b= EUTHIRIE 2R . o2 WMETET
v B BHIEIZ 2 SO A LR Ry required for two milestones, Started
P etiohv A d Completed, within each period.
PRk & 52T INLEL, .
N {1/;( NANA N ERAT DS A T Label describing the milestone =k
13 A e Limit: 40 characters ALk
A RV | IR ;40 S ' '
NPT Number of participants to reach the
— & . .
“ A LR g{r %\/;iA//;/EEJ%T DB milestone, in each arm/group. ~A VA |
RN A . N i < | If assignment is based on a unit — N\ EE
- & % z > :
14 i p -7 SH?C ﬁgzﬁ;/i\?ju:%ﬁﬁ/oif%&»—%? other than participants, also include | 32 &3
. Ty A ~ | the number of units to reach the DI
AN
BET LR L ED D, milestone.
Additional information about
TET- 56 -5 - .
%}E%“i %g%@%%;& LehoteB participants who did not complete
= g — N ~ | the study or period.
15 EET P f?f ??%gﬁ@;?ﬁ%ﬁ;%%ig If reasons are provided, the total ERBUN
i3 ﬂ%lT DF~T @gﬁﬂﬂ ok '/; number of participants listed as Not
Tiﬁﬁéﬂ X ;Lnfcﬁ FhuEe v i’é.‘/: Completed must be accounted for
: ° by all reasons for non-completion.
Z OO N T LUV ER A brief description of the reason
e for non-completion.
3 H_/\ 2 =
16 ;égﬁﬁ@ i@gﬂ %?@;2%1‘% YE. RFETD if "Other" Reason Not Completed | Frib
IR - 45'0 j(ggu ° Type is selected.
) ° Limit: 40 characters.
25T
£2=T 0 SET LTWRWEHEBIZOWNT, Number of participants in L7ginoTz
B S B E IR 252 T Le o724 | each arm or group that did not T —2F
17 HboF o . .
— T —ANERIZTN—TOEMED complete the study or period, for 7ol 7 —
. each Reason Not Completed. PARL JiES
DI,
ISP o . N Arms or comparison groups in the
HAHREES N7 m ha s Loy ; : 0
T—A7 | IR OHTEE CHE S e Zg;gg;égcmdmg all participants 7=, b
18 Al Bt i \/VG\%WE ST ATOE at baseline as specified in the % Z/l/_j)
/:“»« X # QE%;L/%E g:‘ BAROT — b &b pre-specified protocol and/or PT—7
%_ng/ - ° statistical analysis plan.
T =T | BT — AFEIXERE A2 BT 5 72 | Descriptive label used to identify )
19 N—"7% | DI I DR T~ L, each arm or comparison group. Foak
A4 hv HlFR - >=4 3 L <= 62 305 Limit: >= 4 and <= 62 characters.
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Brief description of each arm or
comparison group. In general, it
must include sufficient detail to
understand how the arm(s) or
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T—=LT | NIeT = ARET — N T N—T D comparison groups were derived
=T | OB S T — A0Lb#E 7V —7" | from the arm(s) to which s
Bl DEDEHITE M SN ZBfET | participants were assigned in
DDA it a5 D D EN S | Participant Flow (if different) and
D ET, the intervention strategy in each
HIFR : 999 37, arm/group.
Limit: 999 characters.
N RS S IE S B Total numbe.r of participants for
;ibﬂ%‘ B | it BT — IS T L thom bazlsqllne c}}iaract/erlstlcs wgre BINE
Ol e LT, easured, in each arm/group an
overall.
SHNBIME LIS D= » FIZHE-S | If the analysis is based on a unit
SHTRIG: | WTWBEE, N—AF A IFEME | other than participants, the number 5T — A
2=y k| BRESH, HFrE&fnic==> RO | of units for which baseline measures | - Z R
# B (BT —LITN—TBLOE were measured and analyzed, in -7
®) . each arm/group and overall.
TSN N 1 < | If the analysis is based on a unit
AL IPSE = fi??i%g?g L%iuft??;j{? Oj)%ﬁéﬁgo other than participants, a description | %7 —A®D
2=y b N ,]’7 o AT L e of the unit of analysis (for example, | ==~ ~®
¥ (B WE, AT T b)), o ;
FRE IR 40 L eyes, lesions, implants). Pzl
' ° Limit: 40 characters.
If the Overall Number of Baseline
R—=2F7 A HMNF (F721Z= =y | Participants (or units) differs from
R N OfeBY, T — AFIIXER | the number of participants (or units)
PR J—FIZEID 4T bz 2% (& | assigned to the arm or comparison o
SO i =y b) O ERARN \Z¥75 | group and overall, a brief FLIR
i L%, T OHA 7R KON O | description of the reason(s) for the
PR O B2 S AR 2 IR E L T2, difference such as how the analysis
B 350 3C°F population was determined.
Limit: 350 characters.
A description of each baseline or
HRPRBEZEC]ITE S 4L 46— X A | demographic characteristic
CETIT A AREHIRHE OFER, measured in the clinical study.
Nz MBI R — R T A I S s Required baseline measures include | &~X— A7
S I v, PRI, OAFE, R (Fa k = | Age, Sex/Gender, Race, Ethnicity A EIE
s - /V@T:C“llﬂ% SNTZHE) « BLO | (if collected under the protocol), UNIRE G !
ol R—R T A VFFCF &4, FZET | and any other measure(s) that were | FFE D FLIR
U N BFERED AT 3D % | assessed at baseline and used in the
OO RENEEN D, analysis of the primary outcome
measure(s).
~—2F | HRMBRCHIE S —2 5 o | The hame of the baseline or e
S AR | BITAOREHOR OS], | CSmosrapie sateerste B A
2L | EAKE ER L £ Isneasure in the clinical study. IR D4 ]
elect as many as needed.
eI R ['Study-Specific Measure ] 23 X1 | If "Study-Specific Measure" is
HOR— | TWDHEHARIL, AV Y —D4HI% A | chosen, provide the name of the -
ATA» | HLET, measure. nbA=
FEAE PR : 100 X7, Limit: 100 characters.
By S 2 S s e P Additional descriptive information
NS ?%gél ﬁ)% gggigg%g%g Y ab(;)ut the })asel}n}el measure, sugh as
A0 | £ X=X T A AARIEIZET 280 ah escrlpt}onﬁ the H.l;trlls usT‘ to Bl
o B DR, characterize the specific baseline

HIBE : 600 XF,

measure.
Limit: 600 characters.
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R—ATA VEOT — X B AT,

The type of data for the baseline

B

s —O@BIRL TLZE W, measure. Select one.
SRR EE
30 * 10 | —OBIRL TSN, Select one. IR
EiN
-~ N . The number of participants -
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e PTG G if di 7
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THERDLHE, ’ FOH
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R—2Z A AESHT BB INE L7 | Indicate whether the baseline
IEEMMEUN O =y MZHSUWT | measure analysis is based on
33 OHTEER | WANE I ERLET, Typeof | participants or units other than ey
2AT Units Analyzed 23457 S1LCU %45 | participants. Only applies if Type of | =
HFIZOHBEHAINET, SMFE/% | Units Analyzed is specified. Select
DO D=y RN LT, Participants/Other Units.
. E’a\u}icipants [ 7213 Units] Analyzed ® E:rr‘:ilzir;)aattll(t)s (%i?l?lzst)ht?olrli?llflifrsizf
YEUE%T}? WHERB DG, DHOTODS was determined, if different from =
34 SRHIOBE | e (\i ==y I\Z DR ED the Overall NuI‘;lber of Participants AL
B £ 9 ICIRIE ST OB, Uniet a o P
HIRR @ 350 305 [or Units] Analyzed.
° Limit: 350 characters.
R—=2AT A VEEO RT3 7 = U | Name of distinct category or row
FRIITOLET (GFETHE) . for a baseline measure, if any.
AT Y ZA ML, [BINFE O | Category Titles are only for
BTV | F2E 2=y bO%k] DAY+ — | mutually exclusive and exhaustive
35 FFE | XA TEEALTT —Z %K T 5 | categories summarizing data using | FCiR
A kv BEMLAI 2> DRLER) 72 1 7 2 U 7% | the Measure Type of a "Count of
72 Td, 174 A Mk, 5 | Participants” or "Count of Units."
LT —HZHTT, Row Titles are for any type of data.
HIBE : 50 305, Limit: 50 characters.
NR—=27Z | FRE (£7 — /B LO4EK) @ | The value(s) for each baseline
36 A HIE | fE, measure, for each arm/group and & REDHE
T—H overall.
N=Z T A PET =X LT . .
R AR o | Exlin vy bl s
37 NA#H | A AET — 2 BRI TE B o ERun
I L% reported for Baseline Measure Data.
g < Limit: 250 characters.
PR : 250 3C°F,
o5k (AR, F | AT elmaton of i s quanified
38 I E B ZE(WJ 2 D,D%L‘ mm Hg) (2&~7C participants, mm Hg), for each Foak
ERES 2]%7}:6 POBH. baseline measure
IFR - :
IRR - 40 305 Limit: 40 characters.
it SLAIE e S ipti NN
39 “F%g;@]ﬂi e L DS, rz?l;esicrréptlon of each outcome sk
/\j: N I o N R
! ”%@‘lﬂi FROREDO X AT, —DOER L | The type of outcome measure. e g
40 fERo &4)\7 * T rEEn Select one LS
e AR ° '
41 FERBE | FEOT U N AFEIE D4, Ez?siroef the specific outcome =3k
ZA bv | HIBR ¢ 255 30F, : !

Limit: 255 characters.
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42

43

TURNDLEATD ¥ —H A MVIZEE
NTORWEE, FFEDT 7 M1 A

Additional information about the
outcome measure, including a
description of the metric used to

44

45

46

47

48

49

50

FERIE | AV — &R T 5720 S X ! =g
DRI | NBABY y s oBIEATT | | Eeeie oseiconbone |
A v —ZBT 5 B INIE . 0 ‘M Titl
HITR - 999 S utcome Measure Title.
Limit: 999 characters.
Time point(s) at which the
measurement was assessed for the
FERHESNTFFED A N » 712D\ | specific metric used. The
THIEDFEM S NToWEA, #AED | description of the time point(s) of
R REROFLRIE, FEROREIZEA T | assessment must be specific to the
s RITER BT, IS A BN | outcome measure and is generally FLIR
IRF [T
TR DEE S NDFEDOHIMTT (WFJE | the specific duration of time over
OEHMTIEH Y FHA) which each participant is assessed
HIRR @ 255 3¢5 (not the overall duration of the
study).
Limit: 255 characters.
T RBEAY XY —T—HNBT7 U k| If Outcome Measure Data are not
THE | DAy —IZEHEEN TN included for an outcome measure, TEDH &
H B ENORRMIND TEDH L | provide the expected month and A
FERELET, year they will be submitted.
ISy, . e g « | Arms or comparison groups in the
7= %&)fﬁ /«Eé {L\t 7% - I\,j ! V%\Ct o study, including all arms or
N—T71E JETC IR T B IS < 2T comparison groups based on the Foal
W gﬁg’% E Eif‘fﬁigg IR pre-specified protocol and/or "
- ° statistical analysis plan.
T—ALT | BT —AFEIIIEREE 209 572 | Descriptive label used to identify
=75 | OIS DI T~ L, each arm or comparison group. Foab
A4 hv HJER : >=4 3 L <= 62 307, Limit: >= 4 and <= 62 characters.
Brief description of each arm or
BT — L FEITHE T NV —T OB | comparison group. In general, it
e, —%IZ, BNE 7 1 — (B | must include sufficient detail to
RBHGE) WCBMEREIY B THAL | understand how the arm(s) or
T—=LT | T —LBLOET =L/ 7 N—T comparison groups were derived
=T | O AERE NS T — A F 7213 EE S | from the arm(s) to which FRBUN
Bl N—TNEDXHITEH SN0 % | participants were assigned in
RS D DIy 72 il 2 &8 D4 | Participant Flow (if different) and
ERHY ET, the intervention strategy in each
iR : 999 3T, arm/group.
Limit: 999 characters.
. VEZA VS
< S e Number of participants for whom an | ez s 51—
. TN LEEENRIE Sh, o S FEREEDS I E
PN
pirs | TRLnR B S 2 | oocoms e v et | 1101
BLOKH/ I N—T, and each army/group Ehi=zm
‘ FH D
N . < | If the analysis is based on a unit
IN 2/’% =v Mz Y .. ..
siratg | a2 jJEE] ﬁuf’tﬁl -7 g] (I other than participants, a description
- WTWHIEE, ST BEALORA : . S
a=vh o U= : of the unit of analysis (for example, | FCi
¥ (B, WE. A TFbE) e
FHEH SR - 40 ST eyes, lesions, implants).
) ° Limit: 40 characters.
If the analysis is based on a unit
Syt IHTIMSINEF LIS D=~ M-S | other than participants, the number
g —op | WTRD Be . SRERAEM LT | of units for which an outcome was | Xf%R== v
o BHEBECOWNT, FERDBWED & measured and analyzed, for each %
® v

O S L7 AL DHL,

outcome measure and each
arm/group.
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51

52

T SNT-SMERE 21300 &
Tma= NS, T — A F T
TN—TIZE Y BT HnsnE *

If the Number of Participants
Analyzed or Number of Units
Analyzed differs from the number
of participants or units assigned to

53

54

55

56

57

58

59

60

o ] I i =
Do |EEas s boREREDEE, L | PRSI En e | gk
@%Z)}‘%Hﬂ ?%ﬁﬁ AT (GrHraEE the difference (such as how the
ﬁémgéﬁgﬂg ) o analysis population was
) ° determined).
Limit: 350 characters.
A s T NI BAT ¥ —DFT —H DK A | The type of data for the outcome . .
AA Tk U 2R IR
1 >R 7 DOEIRLTLTES VY, measure. Select one.
Ty RHIE ‘
DORER | —DBBRL TS, Select one. 2R
1 DR
= . The numerical value for the
[ DMOFHEPE L~UL | A3EER . :
N . fidence interval level, if "Other
ZOMmO | ShTwaHE, BEKML~L1o | S0 o =
[RBIKI | M, SERBMEORHITZ oL | Confidence Interval Level is e
LA | LR B I OB A g | 55 SOIoc Brovice § raronee or .
BELT L 72 E 0 choosing this level in the Outcome
a - ° Measure Description.
T U NI LERE (FET2%E) @ | Name of distinct category or row
Wi 7 3V FIIIITDOL L for an outcome measure, if any.
BTV XA MUiE, [N 0% | Category Titles are only for
BT Y L EE [2=y bO%K] O AV ¥ — | mutually exclusive and exhaustive
F3E | XA TEEALTT —Z %K T 5 | categories summarizing data using | FCiR
4 kv PEE CRFERI 72 7 23U OFA 1T | the Measure Type of a "Count of
DHEHASNES, 1744 b Participants" or "Count of Units".
X, HowsrEEOT—ZHTT, Row Titles are for any type of data.
HIFR : 50 35, Limit: 50 characters.
e The number of participants
v =B LS i %
f\ﬁ%%;;;%jgﬁg I % %\ i}; ff i /7’77 analyzed for the outcome measure
VUIBSES ;}1/_70/; g \_? i X 7% s | in the row and for cach arm/group, | -1
F DX - 7 == if different from the overall Number | "
e - o of Participants Analyzed.
IRR - 50 3057 Limit: 50 characters.
ASg The number of units analyzed for
5 e A Tty & # :
CAKIPSE g‘g‘,— i}i S %;E o é\;?;%ﬁ%&;fié the outcome measure in the row and
2=y b @;%RW&’OI/\’CAH?%%W’ - — | for each arm/group, if different 2= M
% o '\f o i}&x - 7 - from the overall Number of Units
° Analyzed.
P s — e e o N The measurement value(s) for each - SE
WRT— | AT IVNATBIOET =L/ 7V . . B DT E
MRSCESN B o Fr outcome measure, including each
d 7 E BT RARHER O REN, category/row and each arm/group. fi
TR T — 212 INAJ 23y SHu72%5 | Explain why outcome measure data
NA 240 A RERWET —Z BRI TE 22 | are not available, if "NA" is sk
" HAEZHHALET, reported for Outcome Data. ALIR
PR 250 3C°F, Limit: 250 characters.
ERBEREOT—5 (]« BINE. An explanation of what is quantified
o mm Hg) |2 & »CERLS T b0 by the data (for example, o
I 7E AL - participants, mm Hg), for each Foak

DL,
HIBE : 40 30

outcome measure.
Limit: 40 characters.
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61

62

1B LOE 2 WiEROHFHE
BRI 2R R T A b
R Y TIEA) . FOLOMR
S, a balrBlovERs
IEHERH RTINS B 5 2 LR E &
Ni-b o0, ARV —FITEE
FIZX > T RIZABR SN 7= FDA
DEFFIIEZ TEHE—RT U M L5

Result(s) of scientifically
appropriate tests of statistical
significance of the primary and
secondary outcome measures, if
any. Such analyses include:
pre-specified in the protocol and/or
statistical analysis plan; made
public by the sponsor or responsible
party; conducted on a primary
outcome measure in response to a

63

64

65

66

67

68

69

70

71

72

Rz LN ESRI
BLEHI T A FE i L7z, request made by FDA. ALk
HEEOMT DS S 4 . Tl | If a statistical analysis is reported
TN—TIR] & THEHT A D% | "Comparison Group Selection” and
A7) BRETT, EbiZ, [P "Type of Statistical Test" are
fiti) . THERE/NT A—4 | £721% [% | required. In addition, one of the
OMOHEEH T & D BEF# & | following data elements are
EHiZ, ROT—XEFRD 1 DH 4 | required with the associated
T, information: "P-Value," "Estimation
Parameter," or "Other Statistical
Analysis."
TR | eym N - Summary description of the analysis | —-.
DT FEAT ST oM OB EEF A performed. ERBN
oo A The arms or comparison groups
=1 AN — -
bt 7L ﬁyi':pt]j iﬂ: = }(L 575 i itk involved in the statistical analysis g
— 7R g 7 (F~CeF x>y LT (check all to indicate an "omnibus" Rk
(A D=2 GERT) .
analysis).
watT A )
NOFEEE | ST OLA TEFBHIILET, — Identifies the type of analysis. SRR
k 1o8 | BIRL T EI N, Select one. =
E7N
RO | FRF— 435 LOFE SN p fio | Procedure used for statistical Rk
SEORE | SR S B A, analysis of outcome data and the BT
calculated p-value.
P fif WA R A R L CEHE S g p fiE Calculated p-value given the P
el g - null-hypothesis
AV R | PENEE SN pEAEFHE | The statistical test used to calculate
k 1O8 | THDIHEHEINDHERIT 2 the p-value, if a P-Value is reported. | B
EIN b —oOFRL TS Select one.
FOMD | "FOM"EEIR LA IL, #EtT | If "Other" is selected, provide name
AV R | A NDLRTZEATILET, of statistical test. Foak
£ PR ;40 32, Limit: 40 characters.
AN 7] P . - .
e s | ) ANDONREWET DI DI S Procedure used to estimate effect of T
s FE, intervention.
WiE <5 : . AR R
{;(JE;Z —OEIRL TSN, Select one. R
ZOMD | ZFOMOHEE ST A —2 DB = The name o_fthe esti,r’nati(.)n _
S35 A | DT R B DAL parameter, .1f Other” Estimation =k
n HIIR - 40 T Pgrameter is selected.
’ ° Limit: 40 characters.
” HEE N T A
AIELH Y N Sy The calculated value for the i
fiEE HEE /ST A =2 DR EHE estimation parameter. 1@5 PEtsE
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N—t T

73 L~yL W= T —UTRINET, Expressed as a percentage. —UTHRX
NEJ,
74 SULRY =S R E XM &R L E T, Select 1-sided or 2-sided. F 5 or ik
EHEXMA Tiifll) TH2HYA. £ | Required if confidence interval is
75 IR TR ThH) THo, bk | "2-sided" or if confidence interval is (=4
PRI AT STV WIGETIMZET | "l-sided" and no Upper Limit is RARISIR
KR entered.
= N Required if confidence interval is
EEXEA TH{l) THIEE. £ | oy g . -
76 L PRSI ) T FIRAA | g 5o o eopicenct mervalis | b
B N i -
FEN TR EIINAETY, entered.
" = T A T Explain why the upper limit data are
ﬁ@éﬁ%%%i%@%z\k [SJE;JB:E;E &I\;j?il I not available, if "NA" is reported as
%‘E — b _limi "y _qi " =R
77 NA 7 FGX 7oL \J’@E T LT ?Iﬁgi\r/alllmlt of "2-sided" confidence | FEIlR
IR - 250 305 Limit: 250 characters.
INT A —
— SN
78 g/‘, ;iﬁz —OBRL TLEE 0, Select one. 2K
1 SR
flEE S
The calculated value for the INT A—=H
79 S E HEE /8T A — X D4y E D FHFAH, dispersion of the estimated Zzﬁj\ﬁﬁ@ﬁ‘
parameter. HiE
Any other relevant estimation
o Jim A ETe, MoBE 9 54 | information, including the direction
) EEHR (B ZX, MY A2 D4rF | of the comparison (for example,
80 5 f e BLOGEAEZRT T — A FE 71T | describe which arm or comparison | FZilR
TN—THFLRTB) . group represents the numerator and
PR 250 3C°F denominator for relative risk).
Limit: 250 characters.
If the statistical analysis cannot be
IR DFEFTHHIRRE £ 72 13 HEE D 51 | submitted using the Statistical Test
2ot DA T a &ML THEHT% | of Hypothesis or Method of
81 P et HTERWEATL, HEHAYEEME | Estimation options, provide a sk
et BT DO RERIIC#E ] 72 #R A D | description and the results of any
B AR i e 7l R A other scientifically appropriate tests
of statistical significance.
R ) The specific period of time over
22 = e FEEGT —ZPINE SN HF, | which adverse event data were ok

IR : 500 SCF,

collected.
Limit: 500 characters.
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83

FER AR BR CUUE SN - A EHLIEHR
B, LTOEEFROER & ILH7R
DHEEFRB IOV ERITEKRRH
EERORIRDERITIE SO TYLE
ENAYE. TOERNEDL I
BBV THEIZHAT 5,

If the adverse event information
collected in the clinical study is
collected based on a different
definition of adverse event and/or
serious adverse event than the
Adverse Events definition below, a
brief description of how the
definitions differ. May also be used
to provide any additional relevant

84

85

86

87

AHEFL | Eo, AEFQRICEIT 2IBIMO | o0 L ot ad A
WEOB | BEER AR S 0IcERTS |1 ﬁ)m;.a on a 103. & \éertsglevek:)n ¢ Frak
B SLmCExEd Wl EHOT A f}? emﬁn,(;n;umg etails abou
— R 2 E) | SFEFRIRED L ST € metho 0f systematllc dail
W S L e B (U 22 assessment (for e{(arfnp e, dai yb
Do B BINE ORI T — I F 712t Euesil}cl)nnalrle) or in orllnta}tlon about
HEHIZH Y 6T i S | howthe nalysis poplaton was
5 . Partcipants at Risk differs from e
IR - 500 305 number of participants assigned to
the arm or comparison group).
Limit: 500 characters.
Standard terminology, controlled
FEYEFRE, #iil SN 7-FEH. F£721 | vocabulary, or classification and
HBEFELAENH 2HE1XE D55 | version from which adverse event
BION—var B, terms are drawn, if any (for
SNOMED CT, MedDRA 10.0) , Y | example, SNOMED CT, MedDRA
T—=TN | =R+ R¥X¥TF7 Y —DFT 74/ | 10.0). Default value for Source
T4V |l TERZAEFESRGE] BELO [EHK | Vocabulary Name to be applied to
rDOY— | BEEEREEERNEOMODAESE | all adverse event terms entered in FLIR
ZRFY | T RICATIENTZT R TOHEE | the "Serious Adverse Event" and
77 V4 | BEHROMFEICHEM S D4ET, & | "Other (Not Including Serious)
FS U T, BEDOAEFRLEMIT | Adverse Event" tables. If necessary,
%L CY—REEEL ZFRET D Z L | Source Vocabulary Name may also
HTEET, be specified for specific Adverse
HIRR @ 20 3CF, Event Terms.
Limit: 20 characters.
HEFRREREZINET H72DI2 L & | The type of approach taken to
nNH77a—FnLA7,  [ERA | collect adverse event information.
HEFRR) £7201% TERBRAEFFS | Default value for the type of
BEERNEOMOAEFES] F£IZ | approach taken to collect adverse
PR AN SHIZF S TOAERRREMIC | event information (Systematic or
Fo WH SN OAHEFRSGRZIIET 5 | Non-Systematic Assessment)tobe |
1o 7z @LZHX LT 7T e —FDHXAT | applied to all adverse event terms Foab
R DT 7V MBE (A7 7 4 w7 | entered in the "Serious Adverse
FIHETAT~T 47 - 7 | Event" or "Other (Not Including
AV N) . MEIZNUT, $FEDFH | Serious) Adverse Event" tables. If
FHEDEMITOWTHEIGIELFS | necessary, Collection Approach
ETDHIENTESD, —DOEIL | may also be specified for specific
TLIESW, Adverse Event Terms. Select one.
sy | R b2 sos | Amsorcompen romsin e
ke | /RIS TR EICE S 2T Y, 1 & .
JL— 7 v o e g = -4, | comparison groups based on the ERBUN
fird gﬁgig gg%ﬁi;%‘ UEEESS pre-specified protocol and/or
- PO statistical analysis plan.
T—A5T | BT — NEIILEE AR T 572 | Label used to identify each arm or
=% | HIEHIND T ~L, comparison group. FLIR
A kv HIFR : >=4 3 X <= 62 L7, Limit: >=4 and <= 62 characters.
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88

89

BT — NFEFR T — T O
e, R, ZNE e —7T
ZMENEIY B THNEZT —2B X

Brief description of each arm or
comparison group. In general, it
must include sufficient detail to
understand how the arm(s) or

90

91

92

93

94

T =07 | OFT — /T I—T DN N D> comparison groups were derived
=T | BT —AERITHE I V—T 3 ED | from the arm(s) to which ROl
Cl] L0 IEI SN A TR 5 DI | participants were assigned in
+oRFEME GO LMERDH D E Participant Flow and the
KR intervention strategy in each
il FR : 999 3T, arm/group.
Limit: 999 characters.
Any untoward or unfavorable
medical occurrence in a participant,
. includi 1 sign (fi
BFIEI B0 L7 Al eI Bty | Moo iy avnorraal sien (for
LA I gt example, abnormal physical exam
%%ﬁjﬁ”ﬁ DI E) : ;r; e or laboratory finding), symptom, or
FERR 5 %Ag‘y ;%jju%‘\o)%%gl\ 73 - *7- disease, temporally associated with | JEJR 72 &
ESF*EIIJ 7 I\EQE@%\%E%W%@EW’: the participant’s participation in the
DB R = su research, whether or not considered
Z /Mo related to the participant’s
participation in the research.
PR . .
29 ) Overall number of participants, in
DFEBE | I HPOFKTHLE LI T — L/ . g .
- o | BB " each arm/group, who died due to SIANE T
g{ﬁéfﬁ FED IR 72 S INE K, any cause,
Overall number of participants, in
SBE R TARTORRIZ L DT OFM (4 | each arm/group, included in the
VEY JRIRIBE T R OBEE 253 57280 | assessment of deaths due to any T T
@k ) ICEEND. KRY/BEDORBNN | cause (that is, the denominator for
" FH calculating frequency of all-cause
mortality).
ﬁkgﬁ
FEHEO | 1 DEIIEBOEBETEFROE b 25
WErT | BERUreNEOR, e
7ok
. = - Overall number of participants
HBELAEFROFHEICE EN LS ;

7 . 7N o P = S
TNat | mEowk (Emifskgomy | afcciedby one ormore Serious | iy gy
= e - IN MY 5

ERINT 72000 /) | &R/, arm/group.
Specify the frequency of occurrence
. . N that an Other (Not Including
117
%g E%igg {gt :; Eiiig 2% Serious) Adverse Event must
THE S E T — Al | Soced witinayamor
foFE | BN THEZ R2TNER 5 R0WEGO c;l)mpa;lsorll\lgrolup,l t(()ibe repgrted m
FQOW | RABELIET 5. Mg Ly | e Oher(Notineluding Serious) - e g
EHCE | EOKUL, AR (5%) LLFTC for the frequency thfeshold must be P %
fiE RITNERYERAL, T—H T4

—/L RIZEE (Bl - >%) =57
WTLEEV, Sty bRES TR
EnET,

less than or equal to the allowed
maximum (5%). Do not include
symbols (for example, > or %) in
the data field, it will be expressed as
a percentage.
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95

96

FiZHESNTZ LR EL 1 oD%
Ot (ERZLOERLS) AESE

Overall number of participants
affected, for each arm/group, by at

97

98

99

100

101

102

BEE R fE - Y R~ O least one Other (Not Including
PLEDfh ? g,, éi 72 ;g ﬂﬂgﬁfﬁgj; 2w %E%T, Serious) Adverse Event(s) reported
@ﬁ;@;i S A ERR L, el Ly |0 the table. Adverse events g
SO . NIV reported in the table are those that
=2 10T — A E IR W X
T iy - NN occurred at a frequency exceeding
e < HHE éfﬂf_ﬁﬁﬁféﬁﬂﬁ (I, the specified Frequency Threshold
- 5%) B HMETHREL-AEESE f le. 59%) within at |
©Th 5 (for example, 5%) within at least
° one arm or comparison group.
Overall number of participants, for
EAARA WMo O oMo (F5%E7cFEK7%) | each arm/group, included in the
g BEHELOTMICETENDEH/HE | assessment of Other (Not Including
’g\i A DEZMER (T72bb, E’%Eﬁ Serious) Adverse Events during the | A EHRHK
e EHLLET\) OBEEEFE T | study (that is, the denominator for
= L1005 E) calculating frequency of Other (Not
Including Serious) Adverse Events).
= = SR Descriptive word or phrase for the
E%%% §%§$%g)§§§m l, adverse event. HIR o0k
R ' ° Limit: 100 characters.
High-level categories used to group
B RE I3l > AT M X > TAH | adverse event terms by body or
ANy | EEGORFEE 7 V—7{T 5729 | organ system. Select one. (Adverse e,
VAT A | ITHEHEND EfL LD T A events that affect multiple systems | =
Ve —IEIRLTIZINN, should be classified as "General
disorders.")
HEHEGL . - - N, Additional relevant information
FHREBIN E%E%i&g;f; 2 BN B about the adverse event. FRBUN
D7 ) ° Limit: 250 characters.
Standard terminology, controlled
FEYEFRE, #iill SN 7-FEHE. F£7213 | vocabulary, or classification and
HEFRRHER & DG 13% D535 | version from which adverse event
V2R BEIO®R—=T 3 (6l : SNOMED terms are drawn, if any (for
R CT. MedDRA 10.0), ZEADE FIZ | example, SNOMED CT, MedDRA vk
)& 9% & Table Default @ Source 10.0). Leave blank to indicate that AbA=
Vocabulary & U THE SN/ fEZ{E | the value specified as the Source
HT 20BN H 0 £, Vocabulary for Table Default
PR 20 3CF should be used.
Limit: 20 characters.
Ly HEFEGIEREZIEET 572012 L & | The type of approach taken to
s NAE77a—Fo0EA T, FOT collect adverse event information.
; e | 7HNm hOFHM % A4 7 & L THES | Select one or leave blank to indicate SRR
1 >R NIMEEEHS 2 2 &Eﬁ/ﬁ?‘%ﬁ that the value specified as the =
7 I, 1 2ZFBIRT D50 2EADEEIC | Assessment Type for Table Default
or == LET, should be used.
WRLS | Db 1 DDA Ny MAE S | Number of participants, in each
TAEM | Wb, KT — 2/ 7 NV—THO arm/group, experiencing at least one | ¥~ %k
HOEH SN DL, event being reported.
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AEHRE HEFROBELFET
BIeHDIIRE) IZOWT, HFHE/EEIS

Number of participants assessed, in
each arm/group, for adverse events
(that is, the denominator for

VA7 D | BOTEHlS =B E 0%, 2 .
103 DBBM | AOFFIC LT, F—T oy —a | o e e et that | AL
HOH ?g g}% ﬁg gj]g ;£ 75?;)) g) j:) ;El\;?fi)b the Vall..le specified as the total at
2 - - risk in the arm/group for the table
° should be used.
. vy Number of occurrences, in each
AR | BESR TV DI HEERROKRHE g SR
104 i \ZB B R AR arrp/group, of the adverse event FEY AN ¢
being reported.
Describe significant limitations of
g - the study. Such limitations may
WHREOERRMHIRE LIRS D, | . .
5 ol R 17 i == | include not reaching the target
A D5 fﬁ\?]ﬁﬁﬂ i p. E *’f o 7] %],%Ek number of participants needed to
BINCE | AR | 5 OICKER HEIC Y 5 -y | Mumber of participants i )
105 | THER | HIREE | 2370, FEHAICEEMEOEORER | TR B b or Foik
5 & RHAH RN B Y | fFHECE A | oY .
= echnical probl;am(s1 'w1th bl
| h_ i measurements leading to unreliable
fIRR - 250 30755 or uninterpretable data.
Limit: 250 characters.
TNTD | B8 2K —DRERT | Ind hether the principal
Pl O %7 =+ s A~ TEERA Indicate whether the principa .
106 R HOHMMEIPERLET, —DiF | investigator is an employee of the 2N
¥ WL TLZEWn sponsor. Select one
=P R PORSOL: :
Indicate whether there exists any
agreement (other than an agreement
AR —=FIZITE @ﬁﬁ/\ LA 5 | solely to comply with applicable
PO HIETHIRT 5 FHAR (PD provisions of law protecting the
5:11 f;; F';? “Cﬂ 4)( ﬁﬁ%ﬁ?{g %Zgg “(,g 2 172,; pri\}/lacylof palrticiga;lts participﬁting
TT AN — Hi besy in the clinical study) between the
D3l I A GE 72 SRIEIZ D i &3 522 | sponsor or its agent and the
107 PI BRI | #&FBR<) AEMPFET D5 E 9 M | principal investigator (PI) that (=AY
- S &R TRR AR OFE R A2t D /AN E | restricts in any manner the ability of | X &R
%‘{EO) T3R8 7 +—F A Ciimd 5 PI | the PI to discuss the results of the
Y DOHEN, FRFVFHE T H ORI | clinical study at a scientific meeting
WFE DR R 2 B/ F 72135170972 | or any other public or private forum
Uy —FVZHEET AHES),  1ZVY | or to publish in a scientific or
VDWW EEIRLET, academic journal the results of the
clinical study, after the Primary
Completion Date. Select Yes/No.
Additional information about the
i FEBH AR I BRI BE 5 2 1B N1 . results disclosure restriction. If there
e 235003 5 254613, I bilBR | are varying agreements, choose the
108 PIBHRH | DLW (B 213, FRPROEE | type below that represents the most | o R
R A7 | IR ORK) 2#FXFTLUTFOFEE% | restrictive of the agreements (for =
BIRLET, —D@ERLTES example, the agreement with the
W, greatest embargo time period).
Select one.
The person who is designated the
aiE | g A it ~.. | point of contact. This may be a .
Z’?Hi IS @{%% ?Li:ﬁ(’ ﬁ?@)\%@% ml specific person's name (for example, | H&SED A
109 IFAKD Bl s Px—r s A AL 5L . e T e
%A bV | % (f5 : Director of Clinical Trials) Dr. Jane Smith) or a position title WO
) ' ° | (for example, Director of Clinical
BEas Trials).
ISy . TN Full name of the designated
110 iy, | ESNEBEAOPEMBOTER | 4 jiidual's organizational i)

£l

=

o

affiliation.
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BESNIlx DA T 4 ZADEFHE
o KEBLONFEHNDOT +—~
> b 123-456-7890 2 LT <72 &

Office phone number of the
designated individual. Use the
format 123-456-7890 within the

111 EAEES | | VL OKES L O F AL DA United States and Canada. If outside | #7575
i3 T ~ 1" the Umted States and Canada,
P provide the full phone number,
e including the country code.
. oo . . Electronic mail address of the A—NLT R
12 A e DEF A =T KL, designated individual. 223
PEIE S A
113 T 1D | DT EER Select one B
EIR
Provide the name of one or more
FERTSED A S5 1 HSELL EOFK | drugs, biological products or
Wy, AWERIRAIE 72135 /34 A D | devices to which the certification
ARTaRAE L E T, FEO—MA %2 | applies. For drugs use generic
114 ITAD4 ALET, NAOMOFEIHO G HLZ | name; for other types of 4,
i} AR 2 A BT A 4R HE L TV ES, 4 | interventions provide a brief
Al (3T 1%, 7w bk =2/LIZgk T | descriptive name. The name(s)
BT A% (BEA) L —39 X | entered should match Intervention
EThD, Name(s) provided in the protocol
section.
BIEFER D Z A 7H THIEIFRE] £ | Provide at least one FDA
7% THHER OFER ) THh 534G | application number (for example,

115 1®§$% &, p7a< &b 150D FDA Hi# 5 | NDA, BLA, or PMA number), if 1?A$%
AT 5 (7= & 21X, NDA. BLA, 7zl available, when Delay Results Type | %
= PMA %) ZHE L E7 (FIaE72%; | is "Certify Initial Approval" or
./(jZ) ) . "Certify New Use."

) VRIEGEI 2 A8 IR % 4 Estlmate of the date on whlch.the
Rk jZ\ R b o o clinical study results information =
116 4R H %bh%ﬁﬁﬁﬁkﬁmﬁﬁamﬁ will be submitted, if the Delay B A
e Results Type is "Extension".
Description of the reason(s) why
ERIRAFZE OFfE FAF HITIEIE O 72 & | clinical study results information
DO+53 72 B ZTE4{b$ % DIZ+45 | cannot be provided according to the
7R A WIBRIZIS U TR k32 2 | deadline, with sufficient detail to
ENTERVEMB (BT OFB | justify good cause for the extension
17 =5 ] FUROFHM A FIREIZ T D, FFE S 4L | and to allow for the evaluation of S0k

TWRWERROZZDD TR DR
TV hr—var] ETF—Z OO
JEIX, JEAROIESZREH & XA &
NN Z EIZERELTLLIEE N,
HIBE : 999 XX,

the request. Note that "pending
publication" and delays in data
analysis for unspecified causes are
not considered good cause for an
extension.

Limit: 999 characters.
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“#3 EU-CTR
EudraCT Number: 2015-001216-35 Sponsor Protocol Number: Start Date*: 2015-04-74
CONCERTAATTA0E6
Sponsor Name: Johnson & Johnson Taiwan Ltd

Full Title: From Immediate-release MPH to OROS MPH: The Impact Upon Family of Children and Adolescents
With ADHD

Medical condition: Attention Deficit Hyperactivity Disorder

Disease: Version SOC Term Classification Term Level
Code
18.0 100000004873 10003735 Attention deficit-hyperactivity LLT
disorder
Population Age: Children, Adolescents, Under 18 Gender: Male, Female

Trial protocol: Outside EU/EEA

EU- CTR @ Trial results (%, LA TFOIHHBFHEH I TV 5,

Summary

EudraCT number

Trial protocol

Global completion date 17 Apr 2012

Paediatric regulatory details

Is the trial part of an agreed EMA paediatric No
investigation plan?

Is the trial in scope of article 45 of Regulation |No
(EC) No 1901/20067?

Is the trial in scope of article 46 of Regulation |MNo
(EC) No 1901/2006?

Results information

Results version number v1(current)
This version publication date 29 Jan 2016
First version publication date 29 Jan 2016

Other versions

Summary report(s) Synopsis
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EU- CTR ®OXEH D

AL

# | HA T2 ER (HAGE) T—2EFR () 7 — 2R
B BRIz o -
o RS é & P ) uiﬁ%& A7 number, which identifies the 7'a bk avikeE
1 | EudraCT &% | EudraCT 235479 57 12 oL & tocol and trial throughout it - (EudraCT %&47)
SRR % 2 2 e protocol and trial throughout its % (Eudra T
AR —D o - = Unique Identifier number for the N .
, 7' k=L OEAR DORERIE 5, . AR P — DS
2| 7ma hanFE = ity Protocol eg Trial acronym and Year =
B B - SR OFATFE & 4F (MAG 98) . (MAG 98). e
" S A 2 BE . The date upon which -,
3 | PHia FRPRRUBR B IA S L7 B the clinical trial commenced Pz H
An individual, company, institution,
A, Sk, BEBE. F 72138/ £ | or organization
4| AR —4 | BEOBMK, FH. B that takes responsibility for the 4 il
[ETTEEFREOET FFARRER, | initiation, management,
and/or financing of a clinical trial.
W7 kAt O OMOT ;l)“r};etgi:t(lj as specified in the study
ECIRE SN
507044 MV = /.C*.E'KE é.ﬂfb ) 6 57 Ak /E - and other documents submitted Foak
Clinical Trial Application ®—& & as part of the Clinical Trial
=}
LTS ET, Aplication,
Medical condition(s) investigated
6 | EHIRRE A SN =R EE Description of intended indication Foab
for the product under development.
AR P B disease P B
8 | A HF i Ffi Population age L
9 | MR PR Gender/ SEX PR
10 ?f%ﬁ7 k= BT e hanv Trial protcol v kan
11 | 3Bk fi L Traial results SN
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Ehl 4 WHO 1T L ABRABEFE
1. FERABICET 2 5E T 7 — 2017 4 12 A)

Registry Q1: is the ethics approval Q2: what is the appropriate time that is allowed between
required/mandatory before | the time that the approval is provided and the trial is
registration? registered?

EUCTR Yes

as soon the authorisation is recorded in the system (competent
authority authorisation and ethics committee opinion) is the
clinical trial registered in the EU Clinical Trial Register.

As soon the approval of ethics committee is submitted by the

CTRI - India Yes registrants.

regulation requires that the ethical approval be in force at the
time of registering the clinical trial (submission of the clinical
trial application)

RPEC - Peru Yes

It is okay if the ethics approval is provided before the trial

CRIS - Rep of Korea Yes being registered

immediately after getting ethical approval the trial becomes
eligible to receive registration approval

IRCT - Iran Yes

SLCTR - Sri Lanka Yes No time restrictions

Rebec - Brazil Yes No time restrictions - No trials before 2010 accepted

DRKS - Germany Yes time depends on the registration process

ANZCTR - Australia & NZ No No time restrictions

RPCEC - Cuba No No time restrictions

TCTR - Thailand No No time restrictions

ISRCTN - UK No No time restrictions

CHICTR - China No No time restrictions

Clinicaltrials.gov - USA No No time restrictions

NTR - Netherlands No No time restrictions

PACTR - South Africa No No time restrictions

JPRN - Japan

No time restrictions

34




2. Data Field tracking (Z B892 % [E DR

Fully
Partially | sending
sending | new
Partially | Fully Partially | Fully new data Current
developed | developed | collecting | collecting | data items progress to
new data | new data | new data | new data | itemsto | to full
Registry name items items items items ICTRP ICTRP | compliance Notes
Australian New
Zealand Plan to launch new
Clinical Trials module in late
Registry November 2017, start
(ANZCTR) Yes No No No No No 0.166666667 | collecting at that time
Brazilian
Clinical Trials Funding for new
Registry platform anticipated
(ReBec) Yes No Yes No No No 0.333333333 | February 2018
Chinese
Clinical Trial
Registry
(ChiCTR) Yes Yes Yes Yes Yes Yes
Clinical
Research
Information
Service (CRiS), Plan to send partial
Rep of Korea Yes Yes Yes Yes Yes Yes data in December 2017
Clinical Trials Partial data to ICTRP
Registry - India planned in November
(CTRI) Yes No Yes No No No 0.333333333 | 2017 data package
Cuban Public
Registry of Anticipate field
Clinical development by end of
Trials(RPCEC) | No No No No No No 2017
EU Clinical
Trials Register Plan of deployment still
(EU-CTR) No No Yes Yes No No 0.333333333 | under discussion
German
Clinical Trials
Register
(DRKS) Yes No Yes No No No 0.333333333
New software just
launched, captures data
Iranian sharing plan, ethics
Registry of committee, working on
Clinical Trials XML update to send to
(IRCT) Yes Yes Yes Yes Yes Yes ICTRP
Data fields exist and are
mapped to relevant
fields for ICTRP, but
data of XML
development is not
ISRCTN.org Yes Yes Yes Yes Yes Yes finalized
Anticipate it will take
until FY2019 for all
members to obtain
necessary budget
allocations, and
Japan Primary therefore anticipate it
Registries will fully roll out by end
Network of FY2019, which is
(JPRN) No No No No No No March 2020.
The
Netherlands
National Trial
Register (NTR) | No No No No No No
New platform in
Pan African development,
Clinical Trial anticipated test version
Registry by November 2017, full
(PACTR) Yes No No No No No 0.166666667 | launch 2018
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Ethics review and
actual enrolment fields
will be finished by 1
December. Summary

Sri Lanka results, IPD sharing
Clinical Trials plan and date of
Registry completion will be
(SLCTR) Yes No Yes No No No 0.333333333 | finished by 31 January
Currently updating

software to include
latest DTD fields,
anticipate will be done

Thai Clinical
Trials Register

(TCTR) in 6 months (April
Yes No No No No No 0.166666667 | 2018).
New forms approved
Peruvian with R.D. N®
Clinical Trials 587-2017-OGITT-OPE /
. INS — Date: 10/4/2017
Registry

and will be implemented

Yes Yes Yes Yes No No 0.666666667 | electronically.

3. Google Analytics report

360 TO REFORT

l g fwws who. intirials esrch

www . who.int/trialsearch

ICTRP Search Portal - last 30 days 16 Feb 2018-22 Feb 2018

All Users
THLO0S Sessions

Hits Sessions
31,112 . 7767 -
% ot Total 100.00% [31,112) — % of Totak 100.00% (7.767) el
Hits and Sessions by Country Hits by Landing Pags
Country Hitz Secsions Landing Page Hitz
Inedia 7008 203 Arialsearch/Default. sspx 13,455
United Kingdom 4,705 641 MrialsearchitddvSearch.aspx 6,353
United States 3311 677 frialsearchidefault.aspx 1.210
Genmany 3,048 328 fristeearch/ListBy. aspu?TypeListin 321
g=1
Switzerland 2202 2,079
Aristsearch/ListBy aspu?TypelLizstin 218
Auistralia 1395 19 g=0
Hong Kong 1266 45 Mriatsearch/Trial2. aspx?TriallD=NCT 160
OZ404574
Framoe az 111
frialsearch/TrialZ.aspx?Trialll=NTR 157
China aoy 124 3531 )
Spain 456 a7 Aristsearch/Trial2 aspe? TriallD=NCT 145
OF346122
fristeearch/MoAocess sgprlaspoers 139
anpath=/triglsearch/trial. asps
Ariglsearch/utn.aspx 111
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RS 2018 A5 3 A ICBfE S u7- web 23

International Clinical Trials
M Registry Platform

ICTRP Registries WebEx Conference, 19 March 2018
Participants

*+ Registry administrators: Lisa Askie (ANZCTR), Claire Veryard (ISRCTN), Elizabeth
Pienaar (PACTR), Raffaclla Chersoni (EUCTR), Susanne Jena (DRKS), Luiza Da Silva
(ReBec)

¢ |CTRP Secretariat: Ghassan Karam

Agenda

1. Updates from ICTRP (new data elements collection & display, new registries, technical
improvements in data collection process, new maintenance contract, new full data export)

2. Updates from regisiries (new data elements collection & display)

3. The WHO Database of Regulatory Information Tracking of Clinical Trials Registration &
Ethics Committees (REGTRAC)

4. AODB

Updates from ICTRP

New data elements collection & display: A file has been shared by email to track the progress on this
issue, we expect most of the registry to be able to finish sending results data by the end of 2018.

A new pariner registry has been approved in China and the announcement is to be made in the
coming weeks, China has now 2 partner regisiries.

Technical improvements in the data collection process are to be done soon, and users of the ICTRP
database will be able to search by results availability also. The results fields have been also added to
the XML export functions.

A new maintenance confract is being signed with an external confracter to continue helping with the
maintenance of the ICTRP database and search portal, and introduce new functicnalities to the
ICTRP search portal.

A new full data export file is being produced once a month a published on the WHO ftp server, the file
format is csv and it contains all the ICTRP records.

Updates from Registries

PACTR: Currently there are 1383 records in the database, of these 102 have been registered in
2018. The redevelopment of the PACTR database is now at the stage or User Acceplability Testing
and we have completed the first round of testing. This included checking the accuracy of data
transfer from the existing database to the new system. All issues encountered have been reported to
the developers who are now investigating and resolving issues. When completed there will be
another round of testing. The new database includes all the new fields. Owners [ registrants of
existing frials will be asked to update the results section once the system is live. ICTRP will be
nofified when the new system is to go live.

ANZCTR: Business as usual. The new results data fields are expecied to be added in the coming
menths.
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International Clinical Trials
oo Registry Platform

ISRCTH: Claire has been introduced as the new ISRCTM manager and focal point with ICTRP.
ISRCTH has besn receiving some requests to search for trials with results.

DRKS: DRKS has moved to a new location and is now managed by DIMDI (German Institute of
Medical Docurnentation and Informiation)

EUCTR: Have some limitations due to the move of EMA outside the UK. EUCTR estimates needing
15 working days to implement the IT changes to add the new data elements.

Updates on REGTRAC

Following the survey done in 2014 with the pimary registries of the ICTRP Network, a core amount of
information related to the status of legislation on ethics committees and clinical trials registration was
gathered on about 30 countries. The ICTRP team in HQ with the help of its regional focal points is
starting to develop a database (REGTRAC) containing the information collected sorted by country,
with a plan to add and update the information to cover all the countries and to make this database a
worldwide resource for regulators, legislators, health researchers and the general public. The
database will b2 hosted on the ICTRP server and accessible through the ICTRP website and search
portal.

REGTRAC will be a new resource for legislators and a tool for measuring the impact of the ICTRP
project on clinical research transparency. It will show what are the countries that have policies and
regulations on ethics committees and clinical trials registration. This will allow the WHO's ICTRP team
to identify the existing supports and barmiers, on a govermnment level, for the registration of clinical
trials, and in tum, research transparency. it could petentially also be a good tool for measuring good
govemnancs in countries. More information will e sent by email at a later stage to introduce the

project.

Updates from other registries

IRCT: The Beta version of new IRCT software was lunched on 22nd of November 2017 and since
then they were busy with completing the transfer from the old system to the new one. The migration
has gone according to plan and thers has besn no major unresolved issue. They expect to fix the
possible remaining bugs during the coming months and complete the job. Some of the characteristics
and areas of improvement compared with their previous software are as follows:

Better and more modern process of applying for membership

Extensive validation rules on all forms of data entry

Flexille help files system

Additional section on data sharing plan

Unified handling of all contacts and capability of re-use of old contacts

An innovative referee system capable of incorporating bilingual referee messages
Unified process of referee feedbacks on initial registration and updates
Integrated track change system for handling updates

Backward compatibility with old software and tables

Lse of Solar search engine for better and more accurate search

Advanced ssarch function capable of showing and refining previcus quernies

International Clinical Trials
oo Registry Platform

ChiCTR: They hawve completed the update of the datasets of registration form according to WHO
ICTRF's new requirement on ethics issues. The Manager of ICTRP has checked the xml data
including these new ethics issues; ICTRP has formally approved the application of Acupunciure-
Maoxibustion Clinical Trial Registry (AMCTR) to be the parner registry of ChiCTR. Up to now, there
are two pariner regisiries of ChiCTR. They cpened ResMan free for public use to manage clinical
rials from Dec. 1, 2017. ResMan has two platforms: one is an electronic data capture system (EDC
system), another one is a results sharing platform. Both management of the trials and storage the
resulis and IPDs are free. They are orginazing a systematic articles aiming to promete the change of
clinical trials in China. Up to now, all 12 manuscripts are completed and will be publizhed on the
Journal of Evidence-Based Medicine. They wrote four manuscripts talking about trial registration,
clinical trial transparency, |PD sharing, problems presenting in Chinese clinical trials. They would
happy to share these with all colleagues as soon as they are published.
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EE 6 FERWMIITERGOH LWEGEIEH - A ICTRP Data format version 1.1

Register (O
Main ID @
Date of registration ®
Primary sponsor @
Public title ®
Scientific title ®
Main
Date of first enrolment @
Target sample size
Recruitment status ©)
URL
Study type @
Study design @
Countries of recruitment ®
Public
Name
Address ®
Telephone
E-mail @
Affilication
Contacts
Scientific
Name
Address @
Telephone @
E-mail @
Affilication ®
Inclusion criteria @
Exclusion criteria @
Key inclution & exclusion criteria Age minimum @
Age maximum @
Gender
Health condition(s) or Problem(s) studied
Intervention(s)
Primary Outcome(s) @
Secondary OQutcome(s) @
Secondary ID(s) ©3
Source(s) of Monetary Support @D
Secondary Sponsor(s) €h)

a) EF D LI,
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%k 7 ICTRP Data format version 1.3 (—EBE#Y)

No | Item/Label XML element name(s) for data transfer Type/format
. . 1a) reg_name Text
1 P;;rga}ﬂ;;ﬁéﬁl:ﬁg’fymg Number (Primary registry identifier) ex
1b) trial_id (Trial identifier) Text
2| i Frimas Registry date of registration Text as dd/mm/yyyy
3a) issuing_authority Text
3 Secondary Identifying Numbers (Issuing authority)
3b) secondary_id (Secondary ID) Text
4 S?ll;gfr(ts) of Monetary or Material source._name Text
Primary Sponsor primary_sponsor Text
6 Secondary Sponsor(s) sponsor_name Text
7a) type Text
7b) firstname Text
7c) middlename Text
7d) lastname Text
7e) address Text
7 Contact for Public Queries 7 city Text
7g) countryl Text
7h) zip Text
7i) telephone Text
7j) email Text
7k) affiliation Text
8a) type Text
8b) firstname Text
8c) middlename Text
8d) lastname Text
8e) address Text
8 Contact for Scientific Queries 8f) city Text
8g) countryl Text
8h) zip Text
81) telephone Text
8j) email Text
8k) affiliation Text
0 Public Title 9a) public_title Text
9b) acronym Text
10 | Setentific Title 10a) scientific_title Text
10b) scientific_acronym Text
11 Countries of Recruitment country2 Text
12a) he_freetext (Health condition free text) Text
12 Heal‘ph Condition(s) or Problem(s) -
Studied 12b) he_code (Health condition code) Text
12¢) he_keyword Text
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13a) i_freetext Text
13 Intervention(s) 13b) i_code Text
13c) i_keyword Text
14a) inclusion_criteria Text
14b) gender (Inclusion sex) text
14 Iéfﬂeriinclusion and  Exclusion 14c) agemin (Inclusion minimum age) text
14d) agemax (Inclusion maximum age) text
14e) exclusion_criteria Text
15a) study_type Text
15 Study Type 15b) study_design Text
15¢) phase Text
163)(&3‘;};@8_ ?)Iflfi(g:; e()I%tenrollment) text
16 Date of First Enrollment
16b) date_enrolment (date of enrolment) Text as dd/mm/yyyy
17a) target_size Text
17 Sample Size
17b) results_actual_enrolment Text
18 | Recruitment Status recruitment_status Text
19 | Primary Outcome(s) 19a) primary_outcome Text
20 Key Secondary Outcomes 20a) secondary_outcome Text
21a) status Text
21b) approval_date Date
o1 Ethics Review 21c) contact_name Text
21d) contact_address Text
21e) contact_phone Text
21f) contact_email Text
22 Completion date results_date_completed Date
23a) results_date_posted Date
23b) results_date_first_publication Date
23c) results_url_link Text
23d) results_baseline_char Text
93 | Summary Results 23e) results_participant_flow Text
23f) results_adverse_events Text
23g) results_outcome_measures Text
23h) results_url_protocol Text
231) results_summary Text
94 IPD sharing statement 24a) results_IPD_plan Text
24b) results_IPD_description Text
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EEk 8
e PR ARBRTE R D /ABRICBI 5 WHO =B (2015.4.14)

WHO Statement on Public Disclosure of Clinical Trial Results (14 April 2015)
http://www.who.int/ictrp/results/reporting/en/

& Background

2004 FFEO TREEEEMFICICE T 2 EARKE 2% (Ministerial Summit on Health Research)iZ
VT, 2005 D HFRLEEKS S (World Health Assembly: WHA) Tk & 7= g (WHA58.22)
FEDTIE, 2T ORFKRBROWAM 25 E (unambiguous registration) 23K» bz, ZHIZ LY
WHO 1FEEEERREBRSGR 77 v b7+ — 22 b LFD 2 & Elrolz, FhU, ERARRERRK L
VA RY « v hU—7 (who.int/ictrp/network) (2T HiL (notify) TV 2 REREH A Y £ &
DOHELDOTHD, T OEEKRAEREEICET 2 WHO OFED BAE (position) {22\ T
who.int/ictrp CRIETX %, 2Tl [2TONARBREZ BT 5 2 L%, BEn0, mELy, B8
MR TETH D) "L s D, FEREFPHEOZ N, BB ZDO L )R LY A NI
ARBRIE M B ER L T < 2 L ARBAE R 2 %3 (publish) 72 ETOLRME LTS Y, LavL,
Z OFRERAE HIC L o TEIRAFEFE (selective publication) 7372 SN TWND D TILR N E W D I
BREESTETND, RNTHREBERD [HER] (negative)2bDTH D & A LNTZHH
BEHSCERE L TOREOTDIZ, BRESNT 77 F &b alfert, 721380 E AR SR
% (made public) AIREME, 2ME< 722 2 L BBRE STV D, BRRE L ¥ 2 F U ~ORER D& 1F
H (notification) BNIAE YV >oH V| ek INTZHRERD 9 BEFEEN KM (not reported) DE|E
(proportion) NEDFEEH L DN END Z L%, R T TE KO 2 2Rl CRMET 5 Z &0
AIRECTH D, BEOMATIZ LD . KEE2 T v % MUK Ch > Th ., HBRK T% OHAFR.,
FERDPRMEDIRETH L b OPHEYEAAET 5 2 LRI TV D,

ANV U RES ORPIQR013) TEITIE, [AMERGR LT DT X CTOMIEIL, ROWEHRE %
BEAET AN KBS T 7 B AARE/R T — X N— R IR SR HIER B2 | THFZEE 130T
HOMRE RN LAERTHEEEZAL...] (B35 . £ [HENRERL LOR@WICEL
PR b B ER RS R & FRRIC YT £ 2130 FIETAFR SR TR R 5280 (5 36 )
EINTWD, MEICERESINIERBEOHBMERELE O, T XTOBKRROMBRELRET H M
HAER (ethical imperative) 2385, £D H z, TXTOK T LTZERRER O —F D 20 &5
FEXHTZ Lk, RS, FIHAMERNAOEETED IO OGBS DAL LT,
B Clx7evy (suboptimal) Bl b 72 13 ARG A EOEKER 2 SN0 T 5 /RN H D,

(1) BERRBRL VA MY YA MY 5 WHO O RIEDOERER

Reiteration of WHO position on clinical trial registry sites

TRCOEFRRER 2138 200 GIROMEMDT) oz BEMNICAE Sz WHO
DR ET D, NRPFIAARE R, 7 7 & A MR O MR AT RE /R ERAFER L 2 X b U (clinical
trial registry) ICBEEINDHRETH D, LA b U ~OBGIT YL %R Thiew D5 (subjects)
MWD EFHIN NEZ T HRIAT RN D RETH D,

) BRRRBRLV VA MY BEFRNEDEH Updating clinical trial registry entries

TARTOREY A MM, ERSNIRMEHANE L E FRORBRK T H (B : EOPERHE D
LFEET Y M LHEHOT = PEZEICHEONTEH) DEENDLLOBEEEH SNLXETH D,
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BRI (terminate) & 72 5 723 AT RER O T & Z OWES F CICHAAN b BEKE 5T
RBRORMNEFHTINDLRETH D,

3) FERRBRDOBMAERFE  Reporting timeframes for clinical trials

RS FII L, P IR TR L7 > THRE SN D RETH D, L FD 2 20FHR
(modalities)iZ L7223 » THET 5,

D BRREER PO ERFERIT, BT L E 2 —FEHEE~DOIEH D720 BB TN 5 12 5 HLINIC
&%Té_&oﬁ~7/7&ﬂx T%&wﬁ%ﬁﬁm#&wﬁb ﬁ~fy7atx®$%%
BATARTEZZE, bLAIE, B ELRBK TS 24 » AUNIZHELPHE CTE 5L 51
5L,

2) Fio, WK TD 12 » AUNIZ, EREERRBRL A MY OFROBEICEERT U M LY
L, ELPHETELEIICTEHZ L, MROT —F_X—2AEREPFHTE VWL YA N

DA, V¥ 27 U —F%E (Regulatory Sponsor), & 4&teHt# (Funder) F 7= E(EAF
ﬁfﬁ(Prlnmpal Investigator) ST/ 2 AN IEE T 5, 77 B AMET, AROFH LK OE#
MRERNFREZ2 T = 7 A MTHERT D 2 &,

WL OPDOEFHES TIE, BRI R 2 A —7 07 78X L LTRAT2 2L 2RO TV D,
:./”E*E’Jfotff*%ﬁ?u”jf:?iﬁ%ﬁ@/\lafﬁ%ﬂi%ﬁ"é W72 78t 2 R LTV D MEE b H 5, Bk 12 5 A
24 H A LVHDIF, WEMHLE LTHATE 2EORRREL VI 2L THY, HERITITIN &
D LB THMET D2 ERMSIIFISND, 1ZEALDELEITIE, Zh XD bEWHIK TERE
TELHLEEADND,

4) BEORRKRRBRE R DML Reporting of past clinical trials results

WEIEN S VI ARHEORERZ . AROMMBFRE . 7 7 & A BB O W3- v] e R AR SR
VYA RNVICABRTA2RERH D, 728, MEIZER S NTERBEORRKIT, BT L 2 —fF &M
FRICABRT D Z EMEE LU,

(5) FRRFABRKE RIBEFFORBRID IZEZH 56D

Inclusion of Trial ID in clinical trial publication

AERID XTIV A R UGB a2 — REFIX. &2 TORERm L Tie#HTorZ L35, £z,
AR OBHEGH L E VYA RN YA FOFRLERERGIZY 7 TEDH L5, PubMed & DOl ETEMRR
TR 2B EN D, OIS LT & TH D, PubMed D X ) 2 ETERR T —
A _R—20%, R ID & AT WL D ICH KRB OO E 2 Z O T Z NS
5

T—B 2T VT DOA=NT T4 7ICETH/— L
Note on Data Sharing Initiatives

WM2er — 2 G725 2 L DR E 1IRT —Z~DT 7 AR SR 2 HEET 2 2 & OF|

mUE, WHO WEEZLE LTV AEANFHETH D, AFHIT1RT—40AEzAENET S
@T@&wﬁ WHO X, 7—# GO DITRE RGO A =T 7 4 TITFEMAIARD Y |
WY T G A IR FE T — &@ﬁﬁ%i%ﬁ@“éo WHO %, 3EFT 284k E o, ERET —#
OMfEEFRKILT 27280, T— X LA EFHEL T AR R 2k T 5,
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(]
1) www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-

registration.html

2) BRARABRIT. ANZEZRI AIZHIM X I2E D YT 5 LR 23X TOMSE (any experimental
study which prospectively allocates humans to a medical intervention) & EFE I TV 5,
IANDLZEMERCEIMEE T 512137 > ¥ 2%+ (random assignment) 73 = OfifE %
HOLEZ LN TNDHA, WHO BNEHKT 2 WEZET HEKRERICIL, 7 ¥ 28T %2 L
WIRBR b B END, B IHRBRNZOHITH 5, & TAHRER CIXLZ2MEOREN AT 2 6t
NoHDHI2D, T XM EZhT 55 T, FILMH, BIIAEARBRICEH SN TWD o, 7
HE LT Lo 1 FERBRIC B [E— DBRR (disclosure) A W =X L Z#EHTHZ ENEHDT
HE (critical) TH D, EFHMLCEEEZ (health products) OF IV FHFER F 72 13K % bR
1L (T F 2D FE LD P)Fin & 727 A1 > (prospective design) T 5 %A XA R ER
LT %, BERABR X AR E S iz (specified) WFZE B A E 72138 M B B &2 FFo, £ 2 T,
PREEEE I A (health intervention) % #F9% H B OFFE R LIZIEBIEM 95 (routine use) %
Bl BKABROERICAD LITEBZ LR,

3) FEARABRM S OEFRE ADFEMICE N T, BEROABICE LA ZIT ARSI TV 5 HLHE

(standards) (Z o\ CiX, www.consort-statement.org &S D = &,

4) ZZTWw9H THEZEART 7 b L] (key outcomes) (21X, D7 EBUTDOLOEEDDLZ &L
EFRINTWD, T7hbb, 2INEF O (participant flow) . N—RZ T A UM, 33 L H
W7 7 N LFHIEE, AEFR (R TOERERAFEHFS (serious adverse events) & T
FETHL T o/ EE e (important) AHEFGEEL) ThbH, MREZIERTHED
7 #—~ v &, httpsi/clinicaltrials.gov/ct2/about-site/results (ZH235 R I TV 5, [EH
T N L L. T— X OfEfrkE R (analyses conducted on data) TH Y, 1 RT —HF &
ZOFEERRTHIETIFRVRICEE TS Z &,

[(FRE]
1) WHAS58.34 Ministerial Summit on Health Research

[http://www.wpro.who.int/health_research/policy_documents/ministerial_summit_on_health_researc
h_may2005.pdf accessed on 1 March ]

2) ICTRP @ | v 7 ~<—D“Trial Registration” T ”Why is trial registration important? % 2 U > 7
T5HEXIICH D, /DA =2 —0 Publication” D iz #]Z & % “International Standards for
Clinical Trial Registries” @ subtitle (Z &IV TN S, 2012 4 11 AI/ERRA SN2 48 HD
B TH D,

3) T TITHAREMSOHARFEREZ H -,
4) JFECIZIE WG ARCT K T H57DHEBIC TN 7 LTz,
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EE9
FERABR D> b OFERABIZEET 5 L [FFH (2017.5.18)

Joint statement on public disclosure of results from clinical trials. 18 May 2017
http://www.who.int/ictrp/results/jointstatement/en/

ZE4KEIY X & Signatories *E P

1. European Commission for Horizon 2020 Societal Challenge Health Demographic Change and
Wellbeing (joined on 27 October 2017) Brussels, Belgium
http://ec.europa.cu/programmes/horizon2020/en/h2020-section/health-demographic-change-and-wellbe
ing

2. EDCTP (joined on 5 July 2017)
The Hague, the Netherlands
www.edctp.org/

3. Indian Council of Medical Research
New Delhi, India
www.icmr.nic.in/

4. Inserm
Paris, France
https://www.inserm.fr/en/home

5. Research Council of Norway
Lysaker, Norway
https://www.forskningsradet.no/en/Home page/1177315753906

6. UK Department for International Development (DFID) (joined on 31 May 2017)
London, UK
https://www.gov.uk/government/organisations/department-for-international-development

7. UK Medical Research Council
Swindon and London, UK
https://www.mrc.ac.uk/

8. National Institute for Health Research (NIHR) (joined on 8 August 2017)
London, UK
https://www.nihr.ac.uk/

9. ZonMw (joined on 10 July 2017)
Haag, Netherland
https://www.zonmw.nl/en/

10.Aeras (joined on 13 June 2017)
Rockville,USA
www.aeras.org/

11.CEPI
Oslo, Norway
http://cepi.net/

12.Drugs for Neglected Diseases Initiative (DNDi)

Geneva,Switzerland
https://www.dndi.org/
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13.Epicentre
Paris, France
www.epicentre.msf.org/en

14.FIND (joined on 26 May 2017)
Geneva, Switzerland
https://www.finddx.org/

15.Global Alliance for TB Drug Development (TB Alliance) (joined on 13 June 2017)
New York, USA
https://www.tballiance.org/

16.Institut Pasteur Médecins Sans Fronti¢res
Paris, France
https://www.msf. fr/msf/organisation/satellites-msf (in French only)

17.Medicines for Malaria Venture (MMYV) (joined on 24 May 2017)
Geneva, Switzerland
https://www.mmv.org/

18. PATH
Seattle, USA
https://www.path.org/

19.Bill and Melinda Gates Foundation Discovery Center
Seattle, USA
https://www.gatesfoundation.org/Discovery-Center

20.Wellcome Trust
London, UK
https://wellcome.ac.uk

FF3C Introduction

BATO~LVY U XEFQ013)TIE, TAMZXNRET 5T XTONRIT, RVOKERE % 5557
DANC—ANCT 7 B AFRER T — X R— R TRER I NRTIUX R B 220 o TR IS OfE
R —NCAERTLD2EBEZAL...) (GBE355%) . £ [HENRMERB LOR®mICEL RV
RHHEMLER L FRRICTITE I FETAE SN RTIE R b0 (365 & &sn
TWb, 95 LB EMICIZ, 58T LIZBKRBRO Z< -7 — 20 bifmaEs iy 2 &
W20 FIRANARE R A v X =R g VERO O ORTLBIRSCE STHE I T 2 BIRA D AR
L TWED | il & X0 2 72 0EU ESUIAREE EORKER 2SN TWe D 35BN S 5,
AERFHAOBLEEIT, £ TOBRKRBRELBBORMIBEEL., HREREICA L T—R&RICH
RT DI EPRFEHHSGHEOICEECTHD I LE2HERTS, b, A IV/BEREHA
AT BT EIX, HRICBITHERREEE, BEIESNHES (funds) OFAMEL IFEELRD, K
RBEDNAA T AP THILICXY, AxDREDTLODD LY ROVEBREICSRE DS
DTHBH,
OIONAKFFHOZAKE T, TNEnnEeRM, LFEaRMt, MEEIIXET 2
PRFRBR DO RTB G & R OBIRICEET 5 8t (policy) 28B4 12 » ALUNIZIKE L., bz
REEE O P TIATIC T Z L 28T 5, BERWOE=F—325 2 &, F7-RBRETH OR R
ERMEE=F —FTH AT AR E TR T 5 2 L ICENENRFET 5, bilbiuins ol
- HFREE=HY T L TN DT ERPER E S 2 BT 5 2 LICRET S, £ L
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T, ZWEZ ZNEETHY , T=F UV THENOHONDIHR - REART L2 LIZENE
NRRET %,

RBRERATHOR/ONDFIR L MNER R B
Benefits and costs of requiring public disclosure of results

FE R AE R OB RICET 2 H# 2 FITICBR LEDRNEZE=4—7T 52 1 bE0 N5l
DORE ST, RRERO LV ZRRERICT 7 BATEDZ L LT 5, BRI E LITIZ
2R 5,

o FIRDOMEIZTIIT DBHED /A 7 ZTBH S 41, LT OB TE Y %< iz
DWTIRENFREE 72 D,

o M- BR7e DKFE (licensure / marketing authorization) (U A7 « X% 7 ¢ v Fali & & Te)
0 MHIEFMLOMEH (BRRSTZET) (BT HAREABK EORS, £L T

o EHMFAEDOAIIIEEEES (public procurement bodies) & 2 [E 4k (multi-lateral
agencies)IZ 1T 2 M EOWRE

0 FEj#/2FN (optimal implementation) & #2fit (delivery)

0 [ERICHEEIT X D8 4 DIBFRIEDER

o WFIEE DB XV NFEN b D LD FEARDEIKEERIZIB W TRIZE ATV D
B2 O - OB ENE TSNS, D WITIREORER) BFEATE 2 & BNEAEDORER
FHEICH D AN BTV ZRWO THEERIZ/R > TLE D LWV oI BIEDIRIARET 2 Z &1
£%) .

o IBIEDBARN LV NFENLbD LD,

o [EH OB 7o B B 2 i 7= 3 & JLITER RIS ORIk 2 RS INE S D
BHZEDDZ ENHFTE D,

o UG DORIFERIEAN L, HRRERT — % O X 0 522724571 (cross sectional) 73 #HTIZ 35 < §
DTHD, &L0bIF, BEMRFERITKED 252 < OEERKMERZ 4L RICEHlio x5 &3
HTEWTED,

6 5REE L LT, EM, FMEE, —OAx PRI ETIY L OBRIKRRBRERICT 7
BRATLHZENTEDLLIITRD,

®ENT, BIRREBRA~DOSNNZ KO 5 BFH D E ORI Z BIRT NENREL LD & HFF,
BB T CITi T LERBOMRIZT 7 8ATHZENTE D,

AR OB R LR T 2T TIRRN O b EHANNE L 2D, R/ REILIBR DTDD
BHITZE DY LW 2 BT 2 720 OEH IR F T/ S WERZ TL 2V, £ LT, MR EH
HETLHZLITMMRFELCOLODRAIRRLERT LB D, EIREL 7. AREE, BIFRBLEN D 22
TRER I, fmERRYHLE(ethical imperatives)IZEH A3 5 Z & OLEVERRE, OB X VXD 0NH5
HDTH D,

FERBE IOV T OB T HOIEERER

Proposed common elements of agencies’ policies on results reporting

TFZERE R OB 2 EEERICFRAN L=t - HRICTE O 5 <& Hl(principles) & L CTEL R D
HERO T B,
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(1) ERIRAABRE S Registration of clinical trials "2

Be R aER DA BRAAT B0 (BIROME D) 2034 . EEICAS S WHO ok

(http://www.who.int/ictrp/en/) |23 G T 5. AN OFIHFIHEZ: (publicly available) 7 7 & A Mk} D
IR AT RERG R BRI S% (registry, LY A R U) O A RMIBER LA TSRV, LY AR
AO)yﬂ‘kﬁ&iﬂzfl%ﬁ%ﬁ%ﬁ‘(%%ﬂ@’%‘%ﬁ)%%ﬂ@/ﬁfg75?%”‘Z)ﬁ'ﬁﬁ?_ (T% fﬁb\%é\ﬁif% Z)f:ﬁj‘ﬁ«%)ﬁ)
(2) RENDVEND D, BEARIT, BAESHANERLE 2B T H (B  REEIRE )
SFET T M LAEHOT =R REBIEONTZH) DEaFENd L oMEEFTHZ L, RN T
1 & 7o 72l a 1T, RBROKTHELOEORETIZT Y MY — Lo B EE & TR BRI 2 T
T5HZ L,

LA B URREOEEME & BT L M UERZFIHT 2 ETOREER L2V HED, K
> T, VYA MINEOEDOHERIZTSERLZL Y 2L 2@ 5,

Q) BRARBROMERH Reporting time frames for clinical trials

v, EERRBREFROEL (summary results) 2% E7- 2BRE THS X A AU —IZBR
T 52 EICERO—HAEHT-, A2 DO FH (modalities)? & 5, FRAKHABRL A F U OF5E
DH~R A F(post) T 5 Z & & EFHEREIZHE (publish) 75 Z & Th b, BHIAHOEBEMEETH
HELHEBETH (REEBRE NG EET U N LAHBOT — 2 PEBICELIEH) b 12
A HURNIZERT 2L 585 %2429,

EFHESICHEMR T 056, FEEH L WVITRRAITO EMA BRI ZRETE 5D TIEAR
WZ & D AR FE I TCIEBA R IR 2 BHEEIZIS X 5 72 clinicaltrials.gov X° EU-CTR %6 D L 3 &
N OFAHIZERZELS SO TH D, EFHE~OBEIIETZ OMOFHABEHDOT=D, RERDK
Trb24 5 AUNZRALE LTETT 22 RSN 5, BB ROBENZ BT 572015
(ZEERR 2R SRR EFEA~DT 7 B A b METH D,

ZDl, RRFEROELR (RHEEZES TR EEZBE RN OEB INICEEL E I+, pdf D
X ORBILEHRKNTT v 70— N5 pdf 7 7 A VA RX—=V T ERETDH) LT AR
VICEERT DB, BERINCET AEMO—E L LT, MHEEIEEORRDEROERNRL D HE<
RORWE ) BHEREEZT LI EEZHET IO TH S,

WDOTT T M HgET HRE, KRG T 2 Iy M AU N ELICHROB/RGH G & 5 X
Thd, ZNHDOEMZETT DI ET 28 @IIMKAROTEZOLODOFTIE=a X MIA
BOREBEHEATH D,

(3) FRIRABRE RAFKFFORBR ID  Trial ID in clinical trial publication

AREROD ID ST LA b YRl 2 — FEIIE T 22 TORKR LIS L, P4 PubMed
T OMOEFERET — F X—=R BT LRI HRBROBHEGR L E VU N A N OFERNE
GV I TEDLLIFDLRNETHD, THIREKMLE VAN GLEREORETADLED 9 2
CTARARBERTH D,

4) BEDOBKRRBROEGK L ML Registration and reporting of past trials
WEDOHBROMREHMET D Z LITESRADMELZEHTLZ L THD, LoT, WBEOHKE
EHETAZLIZEVMBLOEREY L TWAZ LiE. ERONEITEZED BT, IROEGEEI R
FHICEE L CIEBEOX R LD, FlxIX, & 2 E{EAFSEF (principal investigator: PI)2S #7172 70 & 4%
Bz HEE D 0F, HEEE MEE O HIRINIC Ikl L 725k & R oM IRILE U TRIERBRIZ OV
TOMAZL L2 TORBRO —ERE RO LN AIREMEDRH D
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5) HxDBREZETFT—% « =TV Iz onTH ) — k
A note on sharing of individual patients’ data

AERNBERSND & il 2 OEFIREBRSINE L~V D7 —# (individual patients’ data: IPD) % It
BT DEBEPREINIZZ LTS, IPD ZILFT L LORRE—RT —Z~DT 7 B AZILRI
IR HEET D 2 L ORI, Db PAEEE LS AR CTh 5, ARILFFIIT IPD O
EHEEZARNET 2D TIERY, Ll bhvbhid, IPD OGO DI MBI =TT
4 THEFEMICE DD THY , MU ERDOND & XTRFHET — X OHFEZZET LD TH
%o DIVOIUTIERFT DAk L s, EFHET — 2 DMfEZ R Kb T 25720, 7 — 2 HF % AhHE
&I DR SR Ak D, Flo. T — FUUE LRI A HIE 2 B B - TERORSIELA D
HESE K OB IR R > 1S B L7z IPD O IZ B3 2 [EERA 72 Bid & S 2 9289 D158 &4 SR 7
HHDTHD,

©6) A—FT 7 EBEARY I —IZOWTOD ./ — K A note on open access policies

ONONELF I =TT 78 AR O —2ET 2O TH Y | ERIKEERG R OMEEESHGR
SUTFTREZR IRV FITAN ST V EAZFRICT RETH D EERXDH, =77 7B 2DEMIT,
VETHNE, BIRKRBRO PREROFUICED THEIRETH D,

(7) AEFRFHDORa—TI1ZB895 /7 — b A note on the scope of this statement

Z OFEFINIERARREBRIC EIR A2 B TIEW DR, ZOMIC b AR AN AR, BIEHE, &£
FERFSE, FEBREVIAHE - TP ORITERKRER 72 & OMFZEIZ W T HEAME, RO, #5RHE DN
AT ATHEERHFETH 5,

bivbid, T OHEOMIEERREFERICKE R LA M) ZWDITHELT 20550, b

WFFE D Fs BIVERE PR D2 2 AF 2 R EEZE 2 B3 %

[7E]

1) EEREER &1, BBRICSINT 28 £ 7213 E LA LI E 12— 2LL LM AICHYS T, R
BT 57U NI A~DEBEEZFMT AR THDH L WHO IZEL W ERSNTWD, ERARRBRITN
AIFGEE BIEEN D, AL T, DUTICBRE S D O TRV, KA, Ml Z oo 4w 8],
SVBFFEEL, BURRR TR, RS, TERE, 7T T u R R0EE, TS TRENREGEENRD, Z
DEFRIIEIE VN LE 4 HE TORBRBEEND,

2) ZZTWH [FEEROFR) ] (summary results) & 1L, RIKBULTZELEDEERIND, T2DD,
1) "= T A HE 2) BN ORI, 3)FEHE - BIRKT U b LFHIEEE, 4) 2 TOEER
(serious) 72 HEFEG: (adverse events) &, THIL TWE2IZ THIL TW > 72 EE 7 (important)
AEFR, 200AFEFRERTH D, THROBER ) HRAUILULTIZFIREN TN D,
https://clinicaltrials.gov/ct2/about-site/results
FEROER) LIXGONTT —ZOERTHY, —RT—FE2ZOEFHLMT HZ & TIER
WIZEICHET D Z &, ARFEFWICET 2 TREROER)) (L2015 Fic shrz TR OBIRIC
B9 2% WHO FHICE £ D THERT U ML) LRETHD,

3) #Hf% (agencies) IE. F5EFH (sponsor) MBAFEH Th D T L A LRAE LY RHH TICH 5 AGERT O ERK
B (pre-licensure trial) D5, R KV | Hil ZIXE AWM (phase-in period) %5 8 5 72 ENBR T
TRIZ MM (flexibility) ZFF7H HHEF| & 372 238k (primary study) & T H 725 5K 24-36 » A 4t
R 55T DHEM &2 IRFFT D,

[BRIE]

1) FXOBLEEY 2 ME, 4FRE. 2017518 DR LV B OBLEENITOEL AEOLTH 5,
7RG 0IZ W, T, sRENZEOBAIR D, FrfEalT4 & [E4 . URL Zff~X Tz 7z,

JE IRV AT K TAHDERICT RN T E LT,
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