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77 Risk Indicator |3 2.3 THIZFL# 7~ 5,
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® 10ERE
& 10~2ME
& 21~30F
iy 31~5048
® T

7 T U — R A6 TETE, 13EBRICEET % Risk Indicator D IA H HU K E <3
22| oRE

#F6 T — MM AT ORZE

A-7 F5E L7- Risk Indicator IZBTA2NFITEOCEICEHEH L TWET | N | A%
VAN

Z DOt CFE 29 94
U FIRE (BKETe) 2 6
IRER IS hEEHmE (B E Te) 0 0

* v NINVE=ZY 7 A P L RE U RS 31 AT D EI S

#7T TUor—FERMAT TOMOCEZEM

<)
>
*

A-7 %7€ L7z Risk Indicator (2RI 2HNFIZEDOCEICFHH L TWET | N
M2 OO STEFEM

e =% U > 751 Central Monitoring Plan

[ERN
[N
w
o1

F=H ) T EEE

[ERN
o

Integrated Data Review Plan

KRI library

e =% 7 FRIE, KON A7 FHMEiFIEE, Risk Indicator LAk

Integrated Quality and Risk Management Plan (IQRMP)

Key Risk Indicator Management Plan

KRI

Risk Assessment and Categorization Tool (RACT) & Y KRI JEF#E

RBM Plan

RPlRr|lRr|Rr|lRr|R,r|R,[MD|N|
Wlwlw w|lw| w|lw|o|o

RACT
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Risk Indicator {TE=

Y 22U L E o—EEE

U A7 FgiE

Rt

e
Wl w|w|w

* R TR =S Y 7 T LA LT RS 31 4RI S

2.2.7 HEFER (Zofh)

%[J AN

[=]

=

F—Z DAL RBM Y — L E LTHEALTWS Y 7 by = 7 EE2RE LI EE, &
8 |27k L7z, TIBCO Spotfire (AR Spotfire &3 2) L RIZ L7oBESHEN KB L <, 42%
(19/45 #1) Th o1, 1=, FOMdRDO Y 7 h 7 =7 & LTI SAS, Xcellerate & DFEIZ

NH-T,

#8 T Ul — bk D-1 OFEE

D-1 F—Z ORI RBM Y — /L LTHEHELTWS Y 7 b
TeTENHYE LI OHZ TSN,

G

Spotfire

[EEN
©

SN
N

SAS VA

Tableau

FoMflRO Y 7 v =T

Brlo i L Cuzeuy (Excel DA Y 7 kO 2 )

Cluepoints

Medidata CSA

Oracle CDA

JMP Clinical

B CTER L2y 7 b =T

PPN IN N W W WwWw|w

NN AP NN NN

* T — MZEE N T RN T B 3 45 Ao A LA

QTL OFXERBUZ DWW THAE LR %, K8 ITn Lz, NEvy EEE LRSS T
27% (12/45 1) ThH o7, 201947 A 5 HFEHDO HERIZB T A ME~RT A > M

BHIEARHIE 2 2O T] ICQTL DFEEEHMNHDH DD, FDORTE

[EPMERNEEH OO L

LT, K7 — b &3 L7-H Tl QTL @ BARR 72 5% E TP DA D %YM 7
PlZoWTHHND a2 oo AREREBAETOR Y A ENTIZRWE SRS T27-0

EHER LT, 7ok, QTL O BB FENIE, MIRSROZ L,
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(03 12(267%)

[N A (] 53 3 (73.3%)

8 7 >/ — %M D-2 TQuality Tolerance Limits (QTLs) #F%E L CWET 22?2 ) DAl

£, T — FxfID-3, DADFERELT, B b IE=H ) T BB FEhiT
D ETHEMANRSBIZLTNDYA MG, RIS D M - Wo TV 5 870 EOFEIE, BIR
ZHOZ L,
2.3 Risk Indicator (B84 27 > 77— FRAEAER O E LD (FEM)

231 HENE

22418 #1755 [B.Risk Indicator] (25T, Risk Indicator = & (ZLL TN Z3fids L
72

*9 74— %M B : [Risk Indicator DFREIZHOWT | OFHEIER

Risk Indicator Y& B 4

1ARBRAE R OEENE
2 W o2 ek
2434 Risk Indicator TEEA4 5 U 2 &
3R EE
4% O BARAIZREH T S W
UUTFMHOEBIRLTRFEW

1. 4% - %k - B
2. BRITRET D EIE
B 5k 3.1& 2K

AT 5 A %K 2EBINULIZGA
Y TNV OTEE(ETTE) OF/E

Z O BARRIZEEH T S0

P HRLTRFEW
1LEABRBH AN & 4111

BRISES Ml
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2. Hif (A F A LR 0 19 ]
eI () JHH
AEEB ORISR (1 &2, 2L37L)

3E@RLI2GE, RANEIEZ A TSV

UUTFMHOBIRLTRFEW

1. FEFH AR & FR TR
2. TRk E LI E

i ESHEA)

U R 7 G o B E 312/

4, REL TV

et
Fi

ZOMBH D5, RAERICERT S

RBRBET CTOERE (A[/A7])

LEDOBEBRTHIEM

2. BRI
( PEFL L

B BFBROH L/
AR 2 & Ol O A %

4.5 OME - DBT/A— 7 LIRS

SHREL : (0 )iaR A b

BAEBIEL  ()BILLE

7.7 O/« BARRICFEHE T S W

AHAEZRELTHHATLEN?

AEHERELTHEDTLERN?

= IV

BT r— B (Excel AJJ 7 4+ — A TOT o r— FMaZKEE 720, 2T AT
TANARBEEDTF = v 7R TERWVIRILTH-72) OEFICLY, GohizmE %o
FREANELTCLESHS b H D0, LUIBEOE CIIEREmHE-CHIRIIE S IcF o £ £4
FHZHAWT,

2.3.2 FAAAER (Risk Indicator IH H 44)

(A2 BEHTIIE L FINE=2 Y 72 E i L TOET A2 | ORI TS (31
2y MRERFEMT 2 ET) ] SEE L REREEE 314E, Fo RS WA 728
Risk Indicator FAE~DEIZE R o7 L& 56, 3402 {4:/32 110 Risk Indicator 5% &1 # )3
Bohi,

Risk Indicator T H 4 D7 > 7 — FRR#UHFE IS B R TH o 7o 7cd, LD 72Dz
TransCelerate RBM Risk Indicator Library # = —7 ¢ > 7§ & UCHIA L, K H lCategory |,
HiIE H TSub-Category), /INEHE [Risk Indicator] % = —7 ¢ > 7' ff# & L T4 Risk Indicator
Ba—T5 4 v 7 Uiz, NEBOa—T ¢ > 7 k) - 7= Risk Indicator 1%, [Category |
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[Sub-Category| &k it b D% 24T, [Risk Indicator) |& [Other(7 > % — bt

sE)] & LT,

LIFIZ, 2—=7 4 7%ICKIEA - PIEA - /NEE OK LV TER LR E R T, R

T, KA - PHEE NHE O LV CRE R R LI RETRT,

KIEH L~UL - &R OERH L v, [Dataquality] [lssue Management] [Safety | Subject

Recruitment and Discontinuation | |22 Tl 7 EILL E D273 Risk Indicator %

RIE LT,

FIDADNT AVITEENS Risk Indicator THHEE, Wb 50 LA ETH 72,

[Risk Indicator TE H4,  KIEH ToOEFEH]

Category 44
Data Quality 146
Safety 81
Issue Management 76
Subject Recruitment and Discontinuation 51
CRA/On-site Workload 19
Essential Documents 15
Investigational Product 8
Staffing, Facilities and Supplies 6
[Risk Indicator BHH 4 H I H TO4EE]
Category Sub-Category (G
Data Quality CRF Completion 59
Discrepancy Management 46
Data Trends 37
Patient Compliance 3
Principal Investigator Oversight 1
Safety Adverse Events 51
Serious Adverse Events 14
Study Drug Discontinuation 9
Lab Data 7
Issue Management Protocol Compliance 56
Site Compliance 20
Subject Recruitment and Discontinuation Subject Discontinuation 23
Enrollment 14
Screen Failures 14
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Category Sub-Category 1454

CRA/On-site Workload CRF Review 10
CRA Compliance 9

Essential Documents CRA Compliance 8
Site Compliance 6
Study Compliance 1

Investigational Product Patient Compliance 8

Staffing, Facilities and Supplies Site/Staff Turnover 5
Principal Investigator Oversight 1

[Risk Indicator B H 44 /NEH TOHE]

(RRASLTIE b — 2V 10 HELL A28k, /NE B O2EFHR RITBIIRS L)

Category Sub-Category Risk Indicator (G

Data Quality CRF Completion Timeliness of data entry 39

Safety Adverse Events AE rate 31

Data Quality Discrepancy Management Query rate 23

Subject Recruitment and Subject Discontinuation Subject discontinuation rate | 22

Discontinuation

Data Quality Data Trends Query response time (all 21

DP)
Issue Management Protocol Compliance Volume of protocol 20
deviations

Issue Management Protocol Compliance Deviation Outliers 19

Safety Serious Adverse Events SAE rate 14

Subject Recruitment and Screen Failures Screen fail rate 14

Discontinuation

Data Quality Discrepancy Management Query aging (all DP) 11

Subject Recruitment and Enrollment Enrollment rate 10

Discontinuation

UTXY, RIEH - FIHA

<N D% LoV TEE R LR E R T

[Risk Indicator TH H 4  KIHH TORIZAEHER]
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Category ¥ %
Data Quality 32 100
Issue Management 32 100
Safety 30 94
Subject Recruitment and Discontinuation 23 72
CRA/On-site Workload 11 34
Investigational Product 8 25
Essential Documents 7 22
Staffing, Facilities and Supplies 5 16
[Risk Indicator THE 44 H1IH H CO[aZ (e 5L R ]
Category Sub-Category B %
Data Quality CRF Completion 31 97
Discrepancy Management 27 84
Data Trends 21 66
Patient Compliance 3 9
Principal Investigator Oversight 1 3
Issue Management Protocol Compliance 32 100
Site Compliance 12 38
Safety Adverse Events 29 91
Serious Adverse Events 12 38
Study Drug Discontinuation 8 25
Lab Data 6 19
Subject Recruitment and Subject Discontinuation 17 53
Discontinuation Screen Failures 13 41
Enrollment 8 25
CRA/On-site Workload CRA Compliance 7 22
CRF Review 7 22
Investigational Product Patient Compliance 8 25
Essential Documents CRA Compliance 5 16
Site Compliance 3 9
Study Compliance 1 3
Staffing, Facilities and Supplies Site/Staff Turnover 4 13
Principal Investigator Oversight 1 3
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[Risk Indicator 1 H 44

/N T D[R] B A SRR

(FRRMASCTIE b =2 10 fEUL B2 Bk, /NEH O2ELFHE RIS,

Category Sub-Category Risk Indicator ﬂ;f %
Data Quality CRF Completion Timeliness of data entry 31 97
Safety Adverse Events AE rate 25 78
Data Quality Discrepancy Query rate 20 63
Management
Data Quality Data Trends Query response time 19 59
(all DP)
Subject Recruitment Subject Discontinuation | Subject discontinuation 17 53
and Discontinuation rate
Issue Management Protocol Compliance Deviation Outliers 16 50
Issue Management Protocol Compliance Volume of protocol 16 50
deviations
Subject Recruitment Screen Failures Screen fail rate 13 41
and Discontinuation
Safety Serious Adverse Events | SAE rate 12 38
Data Quality Discrepancy Query aging (all DP) 10 31
Management
2.3.3 FAAERER (45% Risk Indicator TREAT2 U 2 2)
R 507 thoBIEHD 5B, TLEBRGE R OGN 25 259 #F (51. %) , [248RE D% 4

M A 125 - (25%)

[3BUHIEA:) 2 22 14 (4%)

(4. 70 (ZDONE%Z L) |

2981 (19%) Th o7 (IR—EIR, HERROWTNOREZ Y- b)), 7o, 4.2
O (ZDMONEZFEH) ] %4 Risk Indicator IZ CRE#i L, TDH b [1LRBRGEEOEHE
PEy T2l &2 etk T3HIE:) WIS T E 2558130 CGRIRL T 5|
B —rbbole, WTNHRERIT 3 (1%) Th-olo, HEFHROFEMIL, BIRS
oz L,

2.3.4 FEMR GEHAE
B 402 fRomIZE O 5 B, T1 8- il - B 2 174 1 (43%) , T2, RIRICHT 5
BIE] 21041 (26%) , 3.1 2W07) 2771 (19%) , AR 47 1 (12%) TH -
7
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[2. BRI HEE] 2R LIZBA OV TN ORI (E AT TS D F L, K
BIRGH DT ) NE2ETHY, ) X280RThH-oT-, EiEROZEMZL, BIES
oz L,

2.3.5 FHARE R (FEAT S H1H)

G402 R0l 5 b, T1 WRERBIRA S 2HIR ) A3 272 14 (68%) , 2. Ail[EIFEAmE
LRI 23 844 (21%) , 3. Eir () W) 23 131 (3%) , 4. BER DM
2211 (5%) , AR 121F (3%) ThHoTz,

M3, BT () MM T4 EEOFEHIM] 28R L7560 BEmSE GE) 1, T8y

125 130y 160 DOEIZNHST=, —H, KA BTz, EFHHEROFEMIZ, HIRSHRO
zk,

2.3.6 AR (MEORE, RBRATTOLEE (F/A))

3402 fFOEIEHD 5 b, MIEOBREIE, (1. FEHRARILE JICRE ) 28 45 1F (11%)
(2. FEMERRBRZ FCFRE] 23 187 18 (47%) , [3.1 L 207 2350 (12%) , (4. #%7E
LTV 78 814 (20%) , ARIFIRZS 39 7F (10%) TH o7, BIRNEICEDLY, €
O B RFEE GBI OMRINA b &) 1236 b -7,

ABRATCOLEL, A7) 23272 fF (68%) , [ARAT) 2360 fF (15%) , A 70 14
(17%) Tholz, HLFHEROFEMIL, BIHRSROZ L,

2.3.7 HARER GRBRZ & ol o 1)

FHA02 fEDEEH D S B, TLEORBRTHEM] 13207 F (51%) Th-o7o, 2B, =
DD BHAAT LT AR ) DRRICRZENSH D 3F— b o7on, T2 LI
WMEIZEHEOTWD, £z, 11 EoRBRTHEM] 726 6. JEFIH  TREET, 17.20D
) \CRBR T LITRETE Vol a A IR LR — b S Do T,

2. BRI 25 16 JEFIEY IO TN EIZEAES7-01 103 1 (26%) THh -
7oo SrBE& 103 & LT, LAFIC T2, BB 225 16, SEGIE DEZRIZ R LTz,

M2 BR AR - ( )M L) 13X, BB TH -7z, BIENFIL (6 24) 52)
53] TH-7T-,

3. BBROM]) 1%, NEA_IF] 2211 (56, TLEORBRTHEMN] [2bEZEL T
DOMN5HE), DEA_NF 2882 ¢F, TEm_AE) 2393 ¢k, T#EMA_ IV 28391 Th-
77

[4RBROMEE ) 1%, T1.DBTJ 282214, 3. RRH) 2840 Th - 72,

Biads) 1%, 120 251144, T4) 231244, 110) 725 144, 130) 2316 TH -7z,

(6JEMIH 1, [21) A3 12 f, 1305 28 10 £ (=@M _IN FHOEIE R 20 -T2 D),
[40) 7310 {4, [100) 23 18, 300) 234 Th o7z,
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ERHRER O, MBSO L,

238 AR (KEHZHRELTHRITLEN?)
R 402 HEDEZESE D 5 B, NEW 2323418 (58%) , Tz 23194 (5%) , KizEiR
81491 (B87%) Th -olz, HEEHEROFEMIL, BRSO Z &,

2.4 Risk Indicator {287 2 SCHRFAER RO E &

241 FRATTIEOWE

T o — MHENK LR OT 7 e —F T, CERIC THE STV % Risk Indicator 7
Tz,

PubMed %% L, %— 7 — K lrisk indicator] lfraud detection | [central statistical monitoring |

lrisk based monitoring | lrisk based approach| |2 CHisE 417 455 WD A X — K L= (fg
SRIEH) - 2019 4R 6 H)

1RV E 2—TTlE, koD Abstract # L B = — L, & £ T\ 5 ¥ — U — Klrisk indicator |

lfraud detection] [central statistical monitoring] [risk based monitoring]) [risk based approach |
DikAl, TRisk Indicator] [fraud| [Risk Indicator, fraud O 7| (23449 % LB T idz
OFER| 4T HH0=2k L Ea—xt%) ZVANT v L, LIRVE 2—X 1 #HIiZxt
LCHAI2 A A2F 0 B CTTHEI U2, R E LT, 63 A 2R L E o —xf4 &l S 47z,

2L E 2 —Tl%, HRELAE L E =—L, RiskIndicator « fraud (ZBH9- 5N AE % U A
7y 7 LT, 1RV E 2—E kR, 1SR L CRAI2 4250 4 TTHEM L, #RE
L C, Risk Indicator OFHA %1% 15 ), fraud OFFAXRIL 16 HITHK STz,

15 D, BARINTIET 7 — FlENEICHEL, L TOHEBDOE v 77T v 7 a ik,
2B TAREAZBREL THEDITLEN? ] IZOWTIE, TN HHABRNRVERTH Y,
vy Ty ThNE LT,

Risk Indicator H H 4

5% Risk Indicator CRHlid2 U 27

NP

EEPSES i

REORRE, KORMBUEH CTOEE (F/AH])

ik = & oo H oo A Ji:

242 FEHEF (Risk Indicator I8 H 4)

2.4.1 @ 15 #H 5 Risk Indicator MO~ 7 7 v 7 & AT, BARAY72 Risk Indicator
& U TEFERAHE 2 720> 72 3CHRS° TransCelerate RBM Risk Indicator Library #8 o SCikiZ
KRINE Llc, AT, 88N D, 714D Risk Indicator 238> 7 7 v 7 STz,

T — MEERE OO, 232 LI[EEEIC TransCelerate RBM Risk Indicator
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Library 2 2—7 ¢ > 7&EEL L TR L, £ Risk Indicator 2 =2—7 ¢ > 7 L7z,

LIRS, a—F 4 U 7%RICKEA - A - /NEHOK L~V THEF LR Z T,
T, KHEH - FEHE - /NEHOK LV TR 2B LR &2~ T,

KIEH L~V FIHE LV THEDOZ NS OIX, 7 v — MRS R & FE L L 7 m
o,

72% 143% Risk Indicator TRl 2 Y 27 ) b TRABRZ L O@EMAOFE] OFFAEICD
WTIE, KRN b DY Yy 7T v T aRAB T b OO, FAiefElwiTd e, KR TomsE
IEEDRNZ L LT,

[Risk Indicator THH 4 (SCiit)  KIEH TOHEG]

Category 4
Data Quality 29
Issue Management 16
Safety 9
Subject Recruitment and Discontinuation 9
CRA/On-site Workload 6
Staffing, Facilities and Supplies 2

[Risk Indicator THH 4 (k)  HIEE ToO4EEH]

Category Sub-Category (G
Data Quality Discrepancy Management 12
Data Trends 9
CRF Completion 6
Adverse Events 1
Protocol Compliance 1
Issue Management Site Compliance 10
Protocol Compliance 6
Safety Adverse Events 4
Serious Adverse Events 3
Study Drug Discontinuation 2
Subject Recruitment And Subject Discontinuation 4
Discontinuation Enrollment 3
Screen Failures 2
CRA/On-site Workload CRA Compliance 6
Staffing, Facilities and Supplies Site/Staff Turnover 2
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[Risk Indicator T8 H 44 (k)

/NEHE TOHEE]

(FRRMASCTIE b =20 3L B R, /NEE O2ERHRITHIRS]K, )

Category Sub-Category Risk Indicator (G
Data Quality Discrepancy Management Query rate 5
CRA/On-site Workload CRA Compliance Monitoring visit/activities | 4
delays

Data Quality Discrepancy Management Query count (critical DP) 4

Safety Adverse Events AE rate 4

Data Quality CRF Completion Timeliness of data entry 3

Issue Management Site Compliance Number  of informed | 3

consent issues

Issue Management Site Compliance Site Issue Outlier 3

Safety Serious Adverse Events SAE rate 3

Subject Recruitment and Enrollment Enrollment rate 3

Discontinuation
Subject Recruitment and | Subject Discontinuation Subject discontinuation rate | 3
Discontinuation
UIF&Y, REH - FIHE - /NEHOK L~V TR Z 85 LR E2 R,

[Risk Indicator THEH 4 (SC#k)  KRIEH TOSCHRELERT]

Category SRS | %

Data Quality 7 88

Issue Management 5 63

Safety 5 63

Subject Recruitment and Discontinuation 4 50

CRA/On-site Workload 1 13

Staffing, Facilities and Supplies 1 13
[Risk Indicator THH 4 (SCHK)  F1IHH T O SCHREEERT]

Category Sub-Category Sk | %

Data Quality Data Trends 5 63

Discrepancy Management 4 50

CRF Completion 3 38

Adverse Events 1 13
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Category Sub-Category Sk | %
Protocol Compliance 1 13
Issue Management Site Compliance 4 50
Protocol Compliance 3 38
Safety Adverse Events 3 38
Serious Adverse Events 2 25
Study Drug Discontinuation 2 25
Subject Recruitment
and Discontinuation Enroliment 3 3
Subject Discontinuation 3 38
Screen Failures 2 25
CRA/On-site )
Workload CRA Compliance 1 13
Staffing, Facilities and |
Supplies Site/Staff Turnover 1 13
[Risk Indicator THH 4 (SCik)  /INEH TOSCHREEERT]
(RRASLTIE b — 2V 3L b & ik, /NEE O RITHITRSR,)
Category Sub-Category Risk Indicator SRS %
Data Quality Discrepancy Query rate 4 50
Management
Data Quality CRF Completion Timeliness of data entry 3 38
Issue Management Site Compliance Number of informed 3 38
consent issues
Safety Adverse Events AE rate 3 38
Subject Recruitment Enrollment Enrollment rate 3 38
and Discontinuation
Subject Recruitment Subject Discontinuation | Subject discontinuation 3 38
and Discontinuation rate

2.4.3 SCHRFFA TR b AV TE

BUEICOWTIE, BRSNS H -2 b O 23 1F3 8, F-MEZob 0Tk
WM R 72 T8RS HivT= & D)8 35 {1:/5 #Hid - 7=, Risk Indicator T8 H 4 - TransCelerate
RBM Risk Indicator Library T =1 —7 ¢ > 71§k - BMEIGHR - 5 FHSCHk4 oM 2 O ia —
B LTHRICE & DT, BEIZINZN,
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3 Fraud Detection (Z B89~ % i
3.1 Fraud Detection (2B % 7 > % — MRS RO =
DB 27— NI, 2 HICERK L2 b IALE=2 D U JICBET AL

# TEM LT, WRERERESEE LT v — MOBET AMENT, 22 HA SR, AE
T, 77— MO A8, KOCIZHOWTHET S,
3.2 Fraud Detection (2B 2 7 > 7 — MEAERO F & GEAN

3.2.1 FAENE

22438 # 1 ™55 [C.Fraud Detection (Z-OW T (ZOWT, FD HH Z LI FTHAEZ
A LT,

#10 74— Fi%fH C : TFraud Detection (DWW T OFHZEIEH

FD HH

Fraud Detection @ BL{& 472 Fik

UTFMHOEBIRLTRFEW
1. FEEHZRARIL 2 JLICERE
2. Ehuthn e IR

Fraud 2%t 95 7 v b4 71 312/
4, FEL TN

ZOMBH D5, RAERICERT S

SR T T DL (AR )

0

LEDOBEBRTHIEM

2. BRI E

3FEROM 1/ /v

BT EDBEHOAE 4.3 R OME - DBT/A— 7 LIRS

fapet (- hiEkA b

6AEBIEL  ()BILLE

7.7 DAt

AHEHZRELTHHATLZN?

AHEHAZRELTHAATLEN?
aALk

3.2.2 FAAEH (Fraud Detection [Z-DuT)

(A2 B TIXCM ZEE L TWETH 2 ) OIS TFEMF (1 7y MREBRFEM %
aie) ) LRE LRI 31405 B, [A-8 Risk Indicator & fJfC, Fraud Detection
ZITHOHBZREL TWET 2?2 ) O NIV EEIZERHSTZDOIF64THY, HIZ

['C.Fraud Detection {22\ T | I[ZEIEDRH-7T=DF 4tz e EE o7,
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A2 HHTIICMAZEM L TWE | A8 RiskIndicator & Jf T, Fraud Detection 17 | N | {%%"
T2 FEHAEZRELTOETN?

FEhat (S vy NRBRERTE | DO CUTEERZ) 25 56
wir) [E4A 6 13
R« NERRH A4 dEE JEF=3) 11 24
KNG NERBR INAVA°4ES [ EES) 3 7

* 7oA MR TN T RIS A 3 A5 4T A E A

B({E) N

@ EEh OOy FEBEEERESDS) - 30

@ =t OtrOy FEBEEERESD) - LWE, RZETE
@ F2E - ASEHET - LLE, XZEDE
D FENE - IEFEN - L E, XEEmE

X 97 v — hikH A-8[Risk Indicator & T, Fraud Detection 24T 9 3B Z % E L THNETH? |
Da%&

[C.Fraud Detection (Z2WTC ) IZREIZENRH 7= 44055, FDIHEH % 10 LA it L7z
DR 1L, 2~ FREH LD L4, LA L7720 2+ Th o7z, il Lo attn
RO, HH - BANTFEOEZ, 10 HH M EEHE Lz 1833 EL TS FD O
HE - BEOTEOBIREIZEE L kb, HAE - BAROTIEICE U CITEFR R 23
ERRLE LRI & & L, WHEHUBEOFRHARIRIZOW T HRMRT, RIERRHEStE D72
WeDEFHIATHT, M b EZ®ET 5,

3.2.3 FAASRE R (Fraud Detection TH H, Fraud Detection @ EL&RF) %)

FD HH - BAANFEOMAE O L L THEEREAR#H L b0 L LTE, BET—2 0
BHMT DA B0, JEBIN TRV IR SN B RMEOR 2 EF iz,

10 HALLEREH L7z 1 42OV TIE, BEDOFEHERSH T AV WNVT =2 D53l L%
JEEREIZ A 2T L, REBREEORA T & OERIZ LY b LWisk it LT\ 5,

%72, RisklIndicator & L TRt Sz b0DHIT Y, AE A SRS0M A AL o B F )
E, BIXHIZEIS>TEFD L LTHRVWHDHEEN T,
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3.2.4 FAERER (RE (Fraud) 595 7 > M4 71H)

AIEBIZHEZFREH LZDiZ 24icE EE o7,

LARE y A TEEZRE L T LT, Kl &R BED T —Z % — L D HIRIT

P ZAT 5 & DT Ly L AT B EISHE R AR FE R 5 A T w/bﬁ7m%ﬁﬁ
Tk, BBRPCOLEEEFTEL TV,

3.2.5 AR GBrEOMEH oA )

AEBIZWTNOORIZE T L7Z0F 3tETho7e, 5 H 2 thik, £ TOHEAIZSWV
T MLEDHRBRTHEM 218K, 1oL 7.20M : | 12T ITRRBREICHE & E
Kaniz, REMTIE BBREICHRET) LR, TEBICHEEL UGRE L-RABRIT2
VW BORHEHNH T,

326 FAAME ARHHEZRELTAHZTLIEN?)

AHEBIZEZE 2R L7200l FDHEBZ 2R Efi# L7z 245 TH - 722, REBAICD
WT NIV DOEEThoTc, A ThHoTRILE LT, ITOBEDa A FGE#HE
7=

- Action 234 E72 Issue (Fraud TiX7e\v) 23RSz
B DRE T B AR IR o Te r— AR o T2
ARSI FE RS Tz

3.3 Fraud Detection (239~ % SCHRFRH AR RO £ & D

331 MAEAR

SRR T IEIC OV TIE, 241 THOREO®@Y, PubMed ZFJHL, F—U—F lrisk
indicator| [fraud detection] [central statistical monitoring] [risk based monitoring| [risk based
approach| (2 TSR 417z 455 #inH A X — kL, Fraud OFAEXIRIL 2 RO L E = —%#%
T 16 HITK BT,

RIFEERIZ, FDICBILTH, 77— MR E OGS 217 2 AT, FDIEH, ©F
D, &0V o7 Fraud 2T 572012, EoVolr—2%, EOX 57 FETHRT
X IV DD ] ITHOWTIRRD B ORI AR T3, € 9 WD o Te O SCRIT £ 722 < 7eie

>77,

3.3.2 FAEAE R (Fraud Detection T8 H )

% < O3CHKE TR L72\ Fraud) TFraud 2R3 57201k Ee 57 —4 | X447
— A5 Fraud ZEHT57-00FE] LW BAEOWFRNCER LTRESL TR
v, ZHHORICEEIES 503, INE LI DL, T OREA I LT 201+
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SIRERIIE DN oz, T D=8, RBHA TG 16 k26, A ARG il S
ILTWS EH L7 1L s, Rl 3 SOWEDOIEREZLLTFICEYIL, &L Lt
AL TEBLOT, FLFFbE02RENT,

[ H L 7=\ Fraud]

- Falsification of eligibility criteria GEIRFRINEAEICEID ST — X DS A)
« Underreporting of adverse events (7 EHL OV )

- Fictional patients (Z&z2 )

- Fabrication of patient diaries (i) 72 838 H L OERK)

- Propagation of serial data (f&FFAYIZEGS 27— Z RIOHEE)

&L LSOk
Strategies for dealing with fraud in clinical trials.(Int J Clin Oncol. 2016 Feb;21(1):22-7)

[Fraud # a4 A 7-Dlckt% &+ 55 —#]

- Distribution of measurements at a time ([R]F=FIZHIE L 72D 7347)

- Distribution of repeated measurements (% ¥ & LHIE L 725D 5347)

- Variability in measurement error (Al ERRZED X 6D X)

- Carryover effect (¢ v U —A4—/3—%h5)

« High or low enrollment rate (174 AFLZR D =1K)

- Balanced randomization across treatment arms (FEfi] D /37 AO B T= T > & 2Ab)

+ Reporting of adverse event rates (75 F 5 O # & 3R)

- Target versus actual subject visit timing (5RO TELE Y v FEFEE Ty FOFER)

- Visit date check for holidays and weekends (fK H + HEDO EY v )

- Rate of missing data (KAEEDOEIE)

- Digit preference (BUF841 : BFE T 2 BUESS T —H1 DEE)

- Input date of electronic patient diaries (&5 -5 H 35 AJ7 H f})

- Unnatural measurement (4~ F AR 72 EAE « FERECC ML DA H AR HERS,  KSHR = R A
3T DIF IR, BEITAROEIR, ,ﬁ ZEVRE p k)

%3 L L7 STk
"Statistical monitoring of data quality and consistency in the Stomach Cancer Adjuvant Multi-
institutional Trial Group Trial(Gastric Cancer (2016) 19:24-30)"

- Assessing the reliability of self-reported weight for the management of heart failure:
application of fraud detection methods to a randomised trial of telemonitoring.(BMC Med
Inform Decis Mak. 2017 Apr 18;17(1):43)

- Data fraud in clinical trials.(Clin Investig (Lond). 2015;5(2):161-173.)

- A computationally simple central monitoring procedure, effectively applied to empirical trial
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data with known fraud.(J Clin Epidemiol. 2017 Jul;87:59-69)

- Statistical challenges for central monitoring in clinical trials: a review.(Int J Clin Oncol. 2016
Feb;21(1):28-37.)

- Data-driven risk identification in phase 111 clinical trials using central statistical monitoring.(Int
J Clin Oncol. 2016 Feb;21(1):38-45)

- Detecting Data Quality Issues in Clinical Trials: Current Practices and
Recommendations.(Ther Innov Regul Sci. 2016 Jan;50(1):15-21)

- Statistical Monitoring in Clinical Trials: Best Practices for Detecting Data Anomalies
Suggestive of Fabrication or Misconduct.(Ther Innov Regul Sci. 2016 Mar;50(2):144-154)

[5%F5>5 Fraud Z 4892 720 O3 Fi5]

ik ST L

Statistical challenges for + Descriptive statistics (frequency, mean, median, standard
central monitoring in clinical deviation, skewness, kurtosis)

trials: a review. (It J Clin (RIS, T3, holefl, PEYE(ZE, L, RIE)

Oncol. 2016 Feb;21(1):28-37.) | - Histogram (t X k7 Z )

- Cross-tabulation (7 = 2%3t)

- bar chart (#7277 7)

« Inliers and outliers (f > A7, TV ~T7A47)
- stem and leaf plot (F2E[])

- box and whisker plot (5 ONF )

- scatter-plot (A [)

- Time trend plot (Fffl]l kL > K71 > 1)

« Parallel coordinate plot (CFATEEAZ > 12 k)
- mosaic plot (£% 4 7 71> k)

- Volcano plot (kili7"m > )

A Comparative Evaluation of - k-NN Global Anomaly Detection (k-NN 27" = — /3L B fR

Unsupervised Anomaly )

Detection Algorithms for - Local Outlier Factor (LOF : J&FT 25 1)

Multivariate Data. (PLoS One. | - Connectivity-Based Outlier Factor

2016 Apr 19; 11(4): (COF : #&fetE~— A DA 1)

e0152173.) + Influenced Outlierness (INFLO : 52%28% 52 1F 7= AL A Ufif)

+ Local Outlier Probability (LoOP : J&fT 5 i i =R)
- Local Correlation Integral (LOCI : JRFTAHBIFESY)
+ Approximate Local Correlation Integral

(aLOCI : U= FTAH BARE 57 )
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« Cluster-Based Local Outlier Factor

(CBLOF/ UCBLOF : 7 5 A X —~— Z D Ja) it B 504

+ Local Density Cluster-based Outlier Factor

(LDCOF : BT E 7 5 A X —~_— 2 DA UER 1)

« Clustering-based Multivariate Gaussian Outlier Score

(CMGOS : 7 F AKX ) L TIZHASL L& v 2R Bl

Aa7T)
« Histogram-based Outlier Score

(HBOS : B A 7' T L_— Z DA FHUH)

+ Robust Principal Component Analysis

(rPCA : @ /32 MRS S5HT)

+ One-Class Support Vector Machine

(0c-SVM : U v 7 T AP R— hR_RT H—< )

A computationally simple
central monitoring procedure,
effectively applied to
empirical trial data with
known fraud.(J Clin
Epidemiol. 2017 Jul;87:59-69)

- common language effect size (3B S FED R YA X)
- ratio of interquartile range (VU 43AL&EPH D Fr=R)
- estimated absolute difference in Kendall’s t correlations

(77 v R—v @ t FHEE O HEEHE % 22)

- proportion of missing data entries

(XKELTWDT—2DEIE,)

« observed cumulative proportion of recruited subjects
(G GE O B 2 8152)

- difference in proportions of visit taking place during the
weekend

GERIZATDI DFEMOE G DE)

« dissimilarity index (FEE{LE FR%0)

Detecting data fabrication in
clinical trials from cluster
analysis perspective.( Pharm
Stat. 2011 May-
Jun;10(3):257-64)

- angular clustering (27 Z A%V )

- neighborhood clustering GIf527 7 A% U v 7)

- repeated measurements clustering
(#OIRLPESZ T AZY o 20)

34




4 K AT LOFRIT, KO CRO #+EDHL Y #H 2

AETIE, BV M INVE=Z Y ITRFD 1T 12O DY AT ADOFEI, KOENDHD Y
AT N5 72 CRO 4D LY LA DV TR 5,

728, REEHRIZHTZV 2019 4 12 A ~2020 4= 4 H ORI T, — %A AN B A CRO 1
KW IINTZiZ2 &, M CROT £, KRUMENM N2 W e_ H—D 3 4hIZA v A B a—%
TV, R A FEM Lz, £72 FRRlornTKEIZE 7TV 7SN bRz 72&, T
Db ETHEH LTV, BEHONBFIZONWTIA VA Ea—HFEATOLOTHY, K51 b
HaBEHLTWNDZ LICEELTUILYY,

4.1 K AT LOFRIT

KR, B N ITNAVE=HZ VYV TROFD 2T 120DV AT Lk, REL O
LU, —OBEIZVFR— MEREEES U X 7 BB oY — L A L T D
R ZR S AT L), ZOBIZLAR— MRRER EAERT2 2 &1 TE 5 Tk X
T L] ThD,

ZHBIRHEIPHIR Y AT b, ROVRHAL S 2T BZHOWTEL FIZEEM &8T5,

4.1.1 &R AT A

I TIIREBER Y AT A E L THEDI TS 3 DDV AT AZHOWTHITT 5,

Clinical Development Analytics (CDA) : Oracle fl

Oracle t£:D CDA IZFEIZ, HED Y —ANb T —=F A LLR— M v v af— REfE
AR I DRERERS, BUE LTCBMEA B A TZBRDT 7 — MY X T ICTMS ~DF v
—2a R EEATZVAT A THD, F7- CDA LT Oracle 110 Siebel (CTMS v A
7 A), InForm (EDC A7 A) LT 52 LT, U AT OFFERHM, Issue OF BB
BMEBRZR E2ATO 2N TE, JRHEIRV AT LE LTHHAT 2 Z R TE 5,

ORACLE  Health Sciences Chnical Development Analytics
ity e

8 Do o Pt 3 i ¥ | Tm——— et | B i i - )

cH

Pt o

X 10. & v ¥ 2R — KO
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LB Adverse Event

(012) Chennai Clinic 5
(013) Mumbai Hospital i1
(014) Hospital of Delhi 9
(015) Bangalore General 2
(016) Sydney Central Hospital 16
(022) 4Li%3E 452 )k 29

%)
o

Adverse Ever
L
N o

c & @

X 11 EDC L HHEE L Y A7 OFHi 1 T > 7= LR — s DfF

Centralized Statistical Analytics (CSA) : Medidata £t

Medidata £ CSA I3kk 4 72t FIEZ W CT =2 2475 VAT L Th 5, BIRT
—Z OREEMRH, FEDH LT —Z O, RIERHZR EE21TV, VAZHREZIT) 2 &
N TE %, F72 CSA L Medidata £ Rave, Rave CTMS, Rave RACT v A7 A LE#ET 5
ZLEWBTE, FVATLOT=F MO TEANRL 2500 ) A7FHEZITH 2 LT
&5,

1D Site * Status | Oiransis Dgssaney

4N orade

> sa901 001 [ 100
DO 2 A
S5076 oo o
002 8
s5121 ool [ ]
0103 8
365237 o (-]
£5399 00 0104 -

SuNTEBtENS L E. |}

3

G aoa oo |HEY
s

X 12, £FEZ > v =R — RO
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Statistics

Multiple Statistical Methods [Nl B e Ll I T SRRSO
+ outlier tests outlier tests

CSA automatically performs : ) - o
a variety of different kinds of
analyses to find outlier
values, outlier patients &
outlier sites

v
> —ee W W W

h’!-‘.

13. HRFFIEE AW T2 Bt R o —14

CluePoints : CluePoints ff:

CluePoints £1:c> CluePoints {% RBM <> Data Quality Oversight Z Ffii -5 72D X7 AT
oo, oL LTIE, RACT Z##ki LY 27 ORFER Y 27 OFH, KRI DX v 2R
— K, 7 —%5#r%47\ > Data Quality OFFii, L7 7 770 EDHJ1IZ X 5 Patient Profile,
Issue <° Action Z & B, QTL D% E & §lli7Z2 & DfEE# A L T\ 5, F7= CluePoints DRFK
ELTEINLDOMREEZ —2D T Ty b7+ —ATHERHLTEY, A7 ANTETEM
ARETH D,

. Rewove scores -
steaihascore 0 T 4 Relve sooms Gode: V2ECT

3
[ | Label; 6CAE Vist.to-Entry Cycla Trme roal -
Comptan... X Etcacy X

14. KRl # 3 2 7R — RO
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2 FAich Davies =

Mark as reviewed
GP101-026-025 026 DK 58 Maie ASIAN NOT HISPANIC OR LA D
Subject Overvisw (D Medical History Ehysical Exam Lver Enzyme (D viais (O AE/GM (D Dispositian
_—— W Coserved W Expeciec
Subliot Overvisw Qo @ Tme Vet  StariDate/Time of Adverse Event (AESTDTC)
@ Reporting Rate by Patient ~
.o
Ao o
' ]
o e v

15. Patient Profile d i
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R UIZE VAT LAOREOHIEEEZ —EIZE LD D,

F 11, FBJLFPH S AT L ORHE L HRE

Hhe CDA(Oracle £f) CSA(Medidata £1 ) CluePoints(CluePoints £ )

Rave Rave, InForm, TrialMaster
InForm X )
EDC & msiffs fho> EDC 7 —% & 7] (7272 L4+ | (& TO EDCICKHLFIEETH D7
% Dfth EDC % A] )
W —% & LCHYAT) O, 77 ANERITRD2RD)
AR SR
SFT— % & LT CTMS, IxXRs,

Rave CTMS .

Z OfEHEAIREZR S AT & | Siebel ePRO, Lab, ECG DT —# DU
Rave RACT

D IAF DN FIHE
FXE H K BOH R #12H 10 HF2HE
BEEERBROKE BEGRBR G O A S ] Nl il
U 27 O EREA O HE Siebel TH Rave RACT THJ CluePoints OH&RE T H]
U Ry g
) Issue & 720721 A7 D3
o 7B Siebel TH[ AH] CluePoints O}he THI

B B

HEBE DA H H H

- FEHER MR I AT (3%, 7 | AEHEMRIRENIH AW (K, 7 | E¥REIIH N (%, 77

DA
bR 77, HBXZRE) 77, HBXRE) 7, B L)
figk L~ LT OFRR A 7T o
WERE L~ TOFETR ARw] AJ aJ
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Hhe CDA(Oracle £f) cSA(Medidata £1:) CluePoints(CluePoints £ )
(CDA (ZIFREREIT B2,
KRR A fE , \ - # #
CluePoints & DEHEIZ I 0 FEiE 7T
HE)
+ Proportion of outliers
+ Means — mixed model used with
random effect for accounting patient
+ Winsorized Mean plus outlier
- . and center-specific variations
Mtz L b7 —%4 tests
- + Distribution for non-repeated
Hridne « Robust GLM plus outlier tests
measures modeled with a beta-
o B + Chi-Square tests
WEtFEOR (—HER) | - binomial model
+ Rank-based ANOVA
+ Proportion of missing data taking
+ Cluster Analysis
into account the natural variability
+ Poisson / Weibull / Cox Model
between centers with random effects
+ Mid-P test for Binomial Prop
+ Proportion of Saturdays and
Sundays tested with a beta-binomial
model
KRI 7477V DOFE =l =l A
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Fraud detection

Hhe CDA(Oracle £f) cSA(Medidata £1:) CluePoints(CluePoints £ )
+ Rate of Serious AESs per patient visit
+ Rate of protocol deviations per
+ Screen Failure Rate
patient visit
+ Actual Enrollment % of Plan
+ Rate of patient visits conducted
+ Number of deviations/ subject
outside of allowable schedule
KRI 747 Z U O (—H | - Number of Issues (Follow up
R - Average cycle time from patient
HoHe) items)
visit to eCRF entry
+ Number of Queries / Received
+ Proportion of screen-failed patients
CRFs
to total screened patients
+ Number of eCRFs Not Verified
(% o fth. protocol specific KRl 7 A
77U bH)
FEhE DA HE i =l l
- BFEOILD

Fraud detection o5

- Wb O T ERGR
F TS EEOF =y (KH)
RNV S

FREOHRET —Z I L o T,
EMPTII w7 —2, BEMBY
BT —H WIS 7 E ORI AR
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4.1.2 "L AT A

Z 2T CROBALBFIAH L T D ALY AT A DY —)b « AT W4 %2F 5, FIAH
L T 5 DX =EIZ Business Intelligence > — /W23 .0 Th 5,

- Excel (Microsoft)

- JMP Clinical (SAS Institute)

- SASVA (SAS Institute)

- Spotfire (TIBCO Software)

- Tableau (Tableau Software)

B AT A CER SNz LR — RRIEEOFIE, 4.2 THIZ TR,

4.2 CRO %A HLY HH A
CRO &AL LT\ % RBM DRV MAENT D, £7-, FIFHL TV D L& A
T AR AT N E W TZED B OWN T H BRI T D,

A7V Lt

A 7 1 Lttid TransCelerate BioPharma Inc. (TCBI) FiE%EHLO RBA 7' 11t A % Elifi L
TW5, 7 AEFEICEAME LT 7o —FOEREICL Y, HEAICY 27 ORI IE
FHRARIEIR A A > T D, RACT 13 TCBI @ RACT Z WK 7L LTEDY, it
|Z Mitigation Plan, Risk Control Plan Z£#4%%E L T\ 5, B h I LE=4 U 7%, KRl
DAAT —EEHNT, K, DM, STAT, Y AT AN ETTF—Z L a—%1TH, A=
BRG] D 5% BIFERE S DBt L, 2B~ A — R & BRES U 2 7 1TSS &4
FEAETLTND,

FATPRBO—F L LT, X ¥ —TbhD CRScube DT X7 LAZFIH LTV 2D,
CRScube ffu#ElZ, EDC v A7 A cubeCDMS % Huls & L CHERER 2 7R — h 7§~ 2 52 4Ht
BYVATLERHSTEY, ATV AETEZERLY AT LD 55, cubeRBM, KLY
cubeCTMS ZFIH LT\ 5, 723 cube D AT LAZFIH UI-EEN LA L 25708, AR
P —OBEZIZITHK D E U XS T D728, Spotfire DfFTHEDH TS,

EFRRET T B LUy Py ER
X
AE/SAEF —HEE m Electronic Data Capture
S OMRAS 25 [cubeRBM || =E0uukRIsRIES
,,,,, cubeMobile - km—
e R i

L MVR [ | et DvASE AT A

16. CRScube HLLHED KA A —
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AN %5

U7 &Ltk CluePoints #:0 CSM v A7 A%FIH L, BfLY AT LD CTMS, KW
IWRS L L, 7 —#5Hra Fhi LT\ 5, 53HriE CluePoints D 27 LN D 434> — v
ZRIA L, MEEH 1% CluePoints DS A7 A TEM L T\ 5,
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A —bE—x 24t

A —E—Z 2D NI NVE=H Y T T, T WRUEIT — % oW & R KIRICTE
AL, VAZ=x3xT A b (URAZFHE - &8, KRIERKS), DataTrending (7 — & fiH[ 4y
W), a2 b~ AN (EBEHE, A a—~<RXT AN, VA MNETY
A NE=H VT OV R—=K (FR— FEROIER) 2FEEL TWD, B hILE=HY
VIR T, EEKOVEMET —# & VW ORI 408 2 505 U, SREREeEk A /ERk LT
%, 72, A —t—mx Z2%klE Remarque RBM System, 2 O* CluePoints 0> CSM ¥ A7 L%
FALTEBY, AETIX Remarque RBM System TOH Y fLA%#/9%, Remarque RBM
System TliX, KRl DY A7 2aT7#EH L, AEAa7 ZHMNT 5 Z & TEEMMmA AT
B Th D, ok, EEAMAEE L HEEI OZR (R8I EE OFAE, JEGIRLA Ao
FEfmME, %) 1%, CRAFAEICEVFHMET A2 & T, VAZ RAa7EHNAMRETH 5,

......

17. Remaeque RBM System TIERLAIREZR 7T 703K, MREEDFEE
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A — v —x= 2tiF etk —/ & LT, Tableau, Spotfire, SAS VA, CSA ZF|HL TW\5,
LLF, Tableau, 0 Spotfire & FHV 7= a[#RALGI & #5045,

Pada vy | Vore Bala |

1]
L[ m— i ri—

- [
| L™ I
—n
Thiskia: vy Tl - ' il a. [y b D Ty
L .

18. CRF D AJJETo HEL (Tableau)
Piume of Sy e B et ] — e H me
L —— gl —ed ]
. -
[ b
) : ) b By
Fisld Eams
RE—
[rrnen, el
i
Jury Deces .
; — — l__ I ‘_h-: s 42 AT FINETE. o e o “‘N.- 2 ':"
" .1'1:“_ o R Eﬂ

19. ARMEEs7 =Y (Spotfire)
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TA Y — LA T HE

T A=~V RAT T 4D RBM DA L LT, 2015450 RBM #5EEL T, <D
RERD Lessons Learned (2 X 0 FIEAMEL L TR Y, FIEE, fEHEE, Template, 25 EHK
NEEENTNWDEZ ENETFTOND, £/2, RBMa ¥ Lxr MR HY, YU a—
3 VIREMO RBM h— B R ZFAE L T D, fiFiidE s LT, SRR R TR )
SNTEY, RFA L ANR—OEBEDERAREL 2> TS, £/, CRA [MITET TidA
<, EHBERICKTT 5 RBM it BIE R bl STl 0, EREEO Y vt A0 L HIT
STWD, EREEO T vt AfEEELAERT 5 2 & T, CRA XU CRC ORFERIEIZ KA
FTITHERRANC = T — D FAE LITS WIRHIDEERTRE CTh 5, BfE, =4 Y —~ VA7 T 4T
I ZIREPH 72 RBM & A7 A L LT Acuity DY AT AMEEZ T TH D,

TA =LA T AT R LY — v & LC, IMP Clinical, O Spotfire %% LT
%, JMPClinical 1% SDTMlike 7— % Z BT 2 Z &L A TH 505, HELR— K (60
) MAEFELTNDHD, KRIRER, f1 B THRENARETHD,

Findings Time Trends

8 ] IR 1]

4§ | = Findings Time Trends Report Results

§ | - DataFifter 4 LB Treatment Time Trends

Fom ] (St Favarites Frameize —— "
;'“ |-I:||-I- T 4 = Dbserved Values for Potassium

Mean(K) vs. Visit Number

[X] 20. FEARMAOHEREIX (JMP Clinical)
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[X] 21. CRF O AJJETDH% (Spotfire)

vIv stk

VR ITHIIRFED VAT MIFIH L TR BT, FEH R A T A A T2 IR,
VAT LEWERTH Y, A OFAT - %m/z%A%ﬂmkamw%wtx%%&bf
W5, Iy 740 RBM TiE, FRRO X O RV A ZIT-> TV D,

1. ek 2AEHTY 27 2R GRUBRFERRTD U 2 7 OFETE %K (RACT/KRI), CRA
HE, MHRWEEY, B b I =F ) o ZICK 5RO ) A7 R

2. CRA T#tmfcift (V AZIGCizE=4% Y 7, bl SDV/SDR)

3. BA U FEME AT MRBEMIN 2R (B FIVE=F D Ik —EYA 7L
TOER)

RACT/KRI Z#4EfE L, kit 7 7 v v a7 v 7L, [A—7 a4 7 hORFRTRERCH
UL, BV N INANE=F D T T T URF L, B NI va v T 4 FRIERMET B L,
RS FIRETH D, RBMBRIZEWTIE, RHEZREZTZREEZ LB L TWD, F7—4
OAFEIZI W TIE, Spotfire 2 L CSM LAR— F ZERR L T 5
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CAC 7 u 7 1k

CAC 7 n 7 #hi%, Spotfire 2 HWCRIGUEXISZATV, B I AE=F D 72 E L
T3,

—EHOAE 7 e —& LTI FOTFIATHEmE L T\ 5,

1. AHAENEORKG (ML 5 KRI O&E, 727 L — hOERE)

2. THANEORE (ED XS 7T —2NNE), ARG

3. T— XD (RAW 7 —#, SAS 7e E &= W=7 — X IT)

4. Spotfire D[ (7 —X OV AL - ##s, 7T 7 DIERL)
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5. &M

Spotfire ZfE 35 Z & C, FFET — XX LT GRIAX T ) 752 L3HA]
HETdH 5, F7= Spotifire 1X RBM BELHORGL TId72 <, AN Y T 71ER Y AT LA TH D
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26. Data Entry Time (Drill down) : #8& = & o A B $chein
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I Number of Open Query by Form

4

50.0%

50.0%

) II M

27. Open Query Rate : fiigt = & OA—7"> 7 = U HOHMEE

IQVIA #E
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