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o :*% Z (Protocol): 7 f2:+E p %

o UM gk A2B(Workflow): 2Bk 2 X B B f2igske 7 5N
YA E Ao e W 4 1 TE AT

o ;T 1z FF4% % (Schedule of Assessments): €& & 4R 7 A & O F
«},

o i %3R~ £ (CaseReport Form): 3 &7 + & ¥ chiwm3f > # 4
3 /%

o #g & (Codebook): #% i % B & FL 27 % I8 PN G
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" Docetaxel(#] & % ) &
* Epirubicin(GZ < % %) |
VS

R Sty ¥

IHC results Regimens

Tau™ topo II" ERCC1* | E-HDFL

Tau* topo II" ERCC - EP

Tau™ topo II- ERCC1* | N-HDFL

Tau* topo II" ERCC1- | NP

Tau- topo II* ERCC1*- | TE

Tau~ topo II- ERCC1* | T-HDFL

Tau~ topo IIFERCC1- | TP
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Tiebk 2R oo AT 8] (WOrkﬂOW)

Screening Phase
(Screening forms)

Patient visit centers
Screening by study nurse & P.I.

A 4

Inform Project Trial Center
1. Registration
2. Collection of tissue sample,
sent to specimen bank

If 1. Sample qualified for tumor
marker study, and
2. Eligibility criteria O.K.

Study Phase
(On study forms)

Randomization assigned according to tumor
marker study result by Project central lab

\ 4

Inform original center (study nurse & P.1.)

)

Start treatment with assigned regimen arm

Treatment response A

!

Treatment response B

!

A 4

Enter study, next page

If clinical SD, PR, CR; If clinical PD;
Complete 4 cycle Stop treatment before
treatment 4 P\JI{"'DQ

!

!

Post Study Follow up Phase

(Off study forms)

Treatmentlresponse A Treatment$esponse A
After tumor resection, Salvage Neoadjuvant
+ Adjuvant C/T, CIT,
+ XRT, follow by tumor
+ HRT. resection,
B or follow by + Adjuvant
After biopsy, cr,

keep on Neoadjuvant * XRT,
C/T with same or other * HRT. or
F')t:]c()atr?cc:)OIération(tumor Direct tumor resection,
resectign) follow by + Adjuvant
then + Adjuvant C/T C.
! ;nR_T juvan , + XRT,
- ! + HRT.
+ HRT.

or...

Tumor (yresection or
(biopsy

)

Off protocol treatment

C 32k

Off protocol treatment

A ﬁ ?ﬁ*FégéE‘E

Follow up every 3 months

* C/T: Chemotherapy
XRT: Radiotherapy
HRT: Hormonal therapy

2RO 2
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Schedule of Assessments (SOA)

MEAFR Y A H > WA F | Day

¥ 4f Bl #4p Ir eeCRF

EEE AT ER Y chi ¥

S

Baseline£: = i cyclezs 3§ &
B RETE A4
FREFTHRFEE- B
codebook - e g & % 3
4 Visit IDﬁz 7 %k 2| %7SC%
=X '}i{% 3> ePR =

—gz

¥ &8 Screening Cycle 1 Cycle 2 Cycle 3 Cycle 4 Final p‘?;gt?:;:]i
Week 4 -1 1 4 7 10 11
-28 -7 1 8 | 8 1 8 | 8
Foth ) & X
AR E X X X X X X X X X
R E X X X X X X
HM 6 X X X X X
B AR X X X X
fR AR E X X X X X X
A RRIE X X X X X X
FA) BT FiE 5 315 X X X X
mITmE X
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J';;éw # 3 (Form)#1 %

%ﬁﬁﬁﬁ

Screening No.

I-Code : | [ ][ I [ 1]

I EEEN
Initial = [ ][ ][]

Lab data

Date of blood sampling : |_|[_J/{_1[_1r20[ ][ | (within 7 days to the 1* dosing date}
Menopause?
DYes, the last menses cycle in DDIDDDD{mmerﬂ
DNG, urine or serum B-HCG : DPusitive DNegative on DDIDD!EDDD
Item Result Unit ltem Result Unit Item Result Unit
WeC /uL GOT /L MNa mmal/L
PLT K/uL GPT UL K mmol/L
Hb g/dL ALP UL Ca mmal/L
ANC fuL LDH UL AC Sugar mg/dL
Alb g/dL BUN mg/dL TG mg/dL
Globulin g/dL Cre mg/dL
T-Bil uiL UA mg/dL
Investigator : Date :

Qs csis
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# (Codebook)

VA - — £ {) -4 ’n A= F’g
ERIRERIT AL TG ~ I BB B
AR LA T B NS Y 8o [
A H # B BRLME #RBmA BAER
Visit ID Visit ID Drop down list 0=Baseline, 1=Cycle 1,
2=Cycle 2, 3=Cycle 3,
Basic Information 4=Cycle 4
Date of blood sampling blood sampling date | Date
Menopause menopause Radio 0=No
1= Yes
Pregnancy Test | The last menses cycle in last menses date Date
Urine or serum B-HCG test pregnancy_test result | Radio 0= Negative
1= Positive
WBC WBC Decimal 4000-10000 /uLL
PLT PLT Decimal 150-400 K/uL
Hematology
Hb Hb Decimal 12-16 g/dL
ANC ANC Decimal >1500 /uL
Alb Alb Decimal 3.5-5.7 g/dL
Globulin Globulin Decimal 1.8-4.0 g/dL
Biochemistry
TG TG Decimal <150 mg/dL
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U ) T4 LJ:F' Yo 3
\/,L y / a\d s I J: é' \ ﬁ- » / E/
% L 'j: l
R ﬁ m FI‘ 7P 3£ A % m / 3 E
2 X = 0l 1z -\
A B C D E F G H I ] K L M <A THEF AR>S
1 Advanced Stand-Alc
2 A. DEMOGRAPHIC INFORMATION
i Patient L Patient F Subject I Visit Dat¢ Test/Bati Order FillVersioh Birth_Da Gender ICF_Sign¢Marital_S Educatio DEMO_I:II_D_ ° IV Fl’ee TeXt :'\ffj’
5 CHY CTIONT  2020/10/1 TEST:A. Ivl | 0308/199Male  04/22/202Singal 15 Type 1 DM N oo & — IR m'F.“( S - N BE
6 CIMS CTI2020-2020/10/0 TEST:A. 1vl 8/30/1993F 10/15/202N0O 0 NONE o P imiE 2ol FCIW Gk s N
7 KYY CTIO0S 2020/10/0TEST:A. 1vl 05/03/199Female  10/15/199 Single 16 f 52 R 7}" =1 7 A T
8 YMU CTION3  2020/10/1 TEST:A. 1vl 05/23/199Female  10/15/202 Single 16
9 %% CTI002-2 2020/10/1 TEST:A. 1vl 01/02/199F 10/01/202 4% 16
10 P& CTION4 2020/10/0 TEST:A. 1vl 1/14/196 58, 0R/10/200 L8 1 none
A B C D E F € H I ] K L M 3 = gl 14 0
1 |Advanced Stand-Alc <ERFRFI>
2 B. DEMOGRAPHIC INFORMATION (¢CRF)
3 |Patient L Patient F Subject I Visit Dat¢ Test/Bati Order Fill Version| fBDemog fBDemog fBDemog fBDemogra| fBDemog fBDEMO_MH o " . J_
4 e NEFEH - HiE-FHEF
5 |Angela N CTION6-6 2020/11/0 TEST:B. | 1vl 02/10/194F 10/15/202 2 20 3 = R
6 CHY CTION7 2020/10/1 TEST:B. 1vl 03/08/199M 04/22/202 1 15 ¢ F “% 7 m? ’f a = ,——] “
7 CIMS CTI202042020/10/0 TESTB.. 1v1 08/30/199F 10/15/202 1 0 5 o N FiAd ﬁcodebook TRE %18
8 KYY CTIONS  2020/10/0TEST:B. 1vl 05/03/199F 10/15/202 1 16
9 YMU CTION3  2020/10/1 TEST:B. | 1vl 05/23/199F 10/15/202 1 16 7ﬁ1— 5\ B & 7ﬁi— £ % T8
10 CTI002-2 2020/10/1 TEST:B. | 1vl 01/02/199F 10/01/202 1 16
CTION4  2020/10/0TEST:B. 1vl 10/14/202M 10/08/202 2 1 1

11 B
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11. Physical Examination

€1

(Basic Information | Physical Examination)
Basic Information (top) @ € i & 147

' &
Center Number | Site 01 v
Subject Initial » SRR S TERGETE A~ B
Subject ID
C}'L’:'E 1 2 3 4
Physical Examination (top) | < & =1 =45k
Date | )
Result Specify Abnormalities
HEENT Normal () Abnormal *
Cardiovascular Mormal o Abnormal *
Respiratory Normal ) Abnormal *
Gastrointestinal Normal ) Abnormal *
Meurological NMormal «  Abnormal ©
Skeletal-Muscular Normal () Abnormal *
COther test
(") Normal () Abnormal |
() MNormal ) Abnormal | |

5D H i

7RI

3OH PR
R TR ARR

Gy csis »



Gy csis =



L3R LT A
2. % XA M ?ﬁﬁ%ﬁﬁ
P Al - B LHLER
3. 3L P mPRK T
4. 3 8 w5 2%t

AR e
6. ;w;p;z i

2.1 i% — FTH AL

skl x2 =\ ’
AR 2.2 %~ Excel#h+ = 373 42 P

Qacsis »



CSISip|:& 5 sLien
https://cloud.cims.tw/csisSetup/

1. & » CSIS 5 %L

2. 12 » TaINAC treatment:* &

.33 X4 HE L F

Qs csis &



CSISKE &5

https://cloud.cims.tw/csisSetup

cu C S| S EFRAAZARS va2 1-nomt2s73

BEEE (Username) | |

EE (Password) | |

EEIFEE S (Select Language) | EEE 7 (Traditional Chinese) V|

| 2425 (Login) |

SECE=E 7 (Forgot password?)

™

raCAPTCHA

SRR

é%PanMed faCIMS

BEAEEMSE
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https://cloud.cims.tw/csisSetup

CSIS*%:*+ % 2 & 3w

FHREER 290248 EEHEL «=ORFEFH LE= 5] = EEEEH = FAnEE
Ga C S| S EFFRRRES o2 1momass
FEsE D Autharized U 8 20,2024 5:18 T TST
s | Authoned foers | | ssz= || z=vmse | wsas | Ex@Ee | 338 |
—
AT
| $EFIE > TaiNAC_treatment > SENE |
BR: g BETonscEEE N\ DHSEnHisE X RESEndisE L SEcT=nsSER oSS0 8 g ecsEcis [ Es@ssssuizses
ETESE |
Fe=s =1 | O 111
EANELSEEceliE =
E ==z=% 3 o ne o
e % ¥ B B3 5 7
FEn= == f
HWETE :
sERLED BE  me BB EEET SRER EESE ARSE  ENERE Coann . E4SER | =9E
f::z:::; &y L8] EI -8 [ [& = @ - 00. Protocol Version and Informed Consent - v.3
memaEn e ] & & [ [& 5 b - 01 Height_Weight_ECQG
ETE=EEE e .f_-.hj & & E" @L %‘ @ = 02-1. Medical History
s===is= fEoY N = & [ & e fad == 02-2. Current Solid Tumor History - v.3
SR nE fEel 3 = & &y (& R (=) - 03. Laboratory Examination - Baseline - v.2
EEcmaEnE oY [N = & [ Y & [ - 06. Eligibility - v.3
EICDISCEE 2 [N & & [ (A& I =) = 07. Randomization
e [N & & &) (& [~ =) - 08. Vital Signs
=, N & & [ (&, = () - 09. Laboratory Examination - Hematology - v.2
o) Y =] & [ [& = @ - 10. IF Administration - Day1 and Day &
o) &3 =] & E" @l %‘ @ o 11. Physical Examination - v.2
ot 8] & & [ (& = @ - 12. Laboratory Examination - Biochemistry
B "‘}\‘L Z:':\' E =, N | & [ (& 1 @ = 13. Adverse Event
AU = N | & [ (& == (=) - 14. Tumer Imaging Evaluation - v.2
Ij" Rb 54 IJ e .f_-.hj & & E" @L %‘ @ o= 15 Tumor Tissue Biopsy
& 8| S & [ (& = @ - 16. Follow-up - v.2
= 3 * & [ (& &= (=) - 17. Operation and Radiotherapy
ot 8] & & [ (& = @ - 18. Study Completion or Early Terminafion
[=e] Q X & E' @, %" @ = 19. Prior and Ci nitant Medication
S ;
’:I ’

=S EF!
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FREERE

STETE

¥FETE

SEERET TR
FEEnET

TEERED 10 M
HEERED

EEZERE

EEEfISH

SEEEEE .'=> Assessment
SR i of Schedule
ZETICDISCEE

FIFS g iR JB

®F¥ T h 5

S ELE
Y
%~ /% 4 §EXCELH,
% x4 B EXCELH, P 2 4
LRES R Y N
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EHODME

ELEHRE XML 2

;]

ELEEE =EZE

[&, = fa = 07. Randomization
EE£3E: (7. Randomization
CEEMER: Yes BEFABRENE: Yes BMEI—HEE: No
b EREEIER
=801
E&E#E: Basic Information
TERR: SIMPLE BELE: =8 ZREm =%
Bl Mk  EEETEF EREEEE et
;‘? X Center Number RANDOM_center_ne center_no
99 > Subject Initial RANDOM_initial Text
{f X Subject ID RANDOM_SUBJID  Text
RNFNEE | SESEEE || ABuSs || ansse || nEssEsEEs |
=812
EEiE#E: Stratification criteria
BEAR: SIMPLE BEZE =3 2HEm =S
Rl M EEETEF EREEEE EiER
;‘? X Primary tumor staging clinical_T_Random clinical_T
g b4 ER Status ER_Random ER
ENFNEE | BEUEEE || ipeEs || snese | | #EEsEEEE
=813
EEI2#E: Randomization
pRieinl [l EEEEES il
&L M  EEETET EHEEEE EiER
;‘? X Date of randomization random_date Date
& x Randomized group random_group random_group
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1 2 ERERBTH
2. F HAg e T R

Z\E?IE’_

B | Bz Z=er smsE =2RSE  EoEse | CoODMER puocme  zeos
= & [P ] [, = - 07. Randomization
BE @i BB ERSE SR AESY ANRE  BUREE | e EUSES =924
o) L8| (= & ] & (& = L 00. Protocol Version and Informed Consent - v3
2 [N 5 & [ [& B = 01_ Height_Weight_ECOG
JooY [N & & [ A A B - 02-1. Medical History
[ N =] & & & (& = L - 02-2. Current Solid Tumor History - v.3
& %] | & [ B [& = G - 03. Laboratory Examination - Baseline - v.2
&) & 1Y [ & [& B - 06. Eligibility - v.2
o o 8 & [ (& 1 o= 07. Randomization
o) &) 5 & [ i [ [ oo - 08 Vital Signs
e} ] s3] & [ B [& = - 09. Laboratory Examination - Hematology - v.2
(e} N | & [ = (& = - 10. IP Administration - Day1 and Day 8
= Ll =] & [ [& B - 11. Physical Examination - v.2
5oy 8| = & [ B (& = L - 12. Laboratory Examination - Biochemistry
& %] | & [ B (& = - 13. Adverse Event
=1 C%| =] & [ B (& = - 14. Tumar Imaging Evaluation - v.2
N =] & [ (& &= L - 15 Tumor Tissue Biopsy
ﬁh\ > & [ B [& P G - 16. Follow-up - v.2

= N > & [ ] [& B - 17. Operation and Radiotherapy
=1 C%| =] & [ B (& = - 18. Study Completion or Early Termination
(o) L8| ~ & & & (& = L L 19 Prior and Concomitant Medication
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2 Laboratory Examination - Hematology # ¥ 2 &1 >
FTH TR 2

09. Laboratory Examination - Hematology

(Basic Information | Blood Sampling Date | Hematology)
Basic Information (top) |

Center Number | Site 01 v’
Subject Initial | I
Subject ID | r
Cycle D1 0203047
Blood Sampling Date (top) |

Date of sampling | [* (mm/dd/yyyy)
~ Hematology (top) |

WEBC ful

PLT KL

Hb g/dL

ANC ful
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BRI R E NSRS a2 1-notfint2573

EHRIER 295528 BH
BEH

T

#1=1% Demo | Authorized Users | —3 21, 2024 9:40 =% TST r pom— I prom——— r o r — r pe— |
/A
| SHETIE > TaiNAC_treatment > FEERIET |
=4 | © Z#| TEEAED
£ il FHEHEE EREAER HEEM
;‘? > abnormality Text (0, 1) Mo Unit
g *® adj_treatment Text(0, 1,2 3, 4,5 6,7, 80, 10 11,12, 13) No Unit
;'? > arm_B_regimen Text(1,2,3, 4,56 7) Mo Unit
¥ by center_no Text (1,2, 3) No Unit
g * clinical_M Text (0, 1, 2, 3) No Unit
;'? > clinical_response Text (1,2, 3, 4) Mo Unit
;‘? > clinical_stage Text (1, 2) Mo Unit
g * clinical_T Text (2, 3, 4) Mo Unit
g? > cycle Text (1,2, 3, 4) Mo Unit
& x Date Date No Unit
7 b e Decimal Decimal Mo Unit
g > distant_recurrence_location Text(1,2, 3, 4, 5) Mo Unit
BLcoisCERE Q10 Q11H, Q124 G15H, Q2H, Q30 G3H, QdeH, Qdb
7 K dosefreq QS5H, Q6H, Q72H, Q7H, Q8H, Q9H, QAM, QD, QH, QID, aiw, Mo Yt
QPFM, QWK TID, TITRATE, TIW, X1)
X s
Text (amp, AMPULE, APPLICATION, BOTTLE, CAPSULE,
DROP, FINGERTIP UNIT, g, grain, gtt, IMPLANT, INHALATION,
g * doze_unit IU, LOZENGE, mEq, mg, mL, oz, PACK, PATCH, PUFF, RING, N Unit
SPRAY, SYRINGE, TABLET, Thsp, tsp, TUBE, U, ug,
UNKMNOWM, VIAL, OTHER)
F ®  ECOG Text (0, 1, 2) No Unit
g * ECOG_baseling Text (0, 1) No Unit
g x Embeddedimage Embeddedimage No Unit
F * ER Text (0, 1) No Unit
;‘? > EX_regimen Text(1,2,3,4,5 6,7) Mo Unit
g x FormCalculation FormCalculation No Unit
;'? > FU_method Text (1,2, 3) Mo Unit

PR TR
Text (< 3 ~ HER)
Memo (% = #3%)
WholeNumber (% #)
Decimal (7 -] #cgkihdkc )

FormCalculation
(% %38 e PIEY)

Date (p #7)

Time (FF fF)

DateTime (p #p £ pF [F)
TrueFalse (%2~ 3i.)
Embeddedimage(®] %)

\a CSIS



M FIEE (top)
Text

Memo

B{EET (top)
Integer
Decimal
Calculation

HEAAtEL (top)
Date
Time
DateTime

#E751E (top)

TrueFalse

& A (top)

Embeddedimage

| (mm/dd/yyyy)

(hh:mm)

[(mm/dd/yyyy hh:mm)
B8 sele’ — BN BRI R R A AR EEER -
moR L50) FE MRS BN B
=8 L EEHELENTHRAR

- : — Hr(E 47

{1 - FELBRHHOER - B
ERE e EIE BT EsRR BiER
EAR = ESd - M EEEERORAAR
Bt s TR - EkmR =

Text (&~ F ~ HER3Y)
Memo (# = ¥ 3%)
WholeNumber (% #z)
Decimal (} - #c 2k i)

FormCalculation
(% %38 che P3F 5)

Date (p #7)

Time (F* &)

DateTime (p #F &2 p5 )
TrueFalse (%2~ 3i.)
Embeddedimage(] +)
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FORLRE N EAE - EH TText; & "'Memo
TFERERC (2 RER)

* Memo © ¥ #y » 372 3R BB

FiHER BE* ‘Text | (e.g. Lesion Size)
EREAESE | Text v/
B
® o gEE OEss=2n
HFHETAE * [Memo | (e.g. Lesion Size)
ERETESE | Memo v|
R
©@ gzigAE O LESsAER
XF1BH (top)
Text
Memo

G csis
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ZiEF 5 * | WholeNumber | (e.g. Lesion Size)
FRHETESE | WholeNumber v |

i

® gE g O LiEssH2E

ga1E = (top)

Integer |

Decimal |

= ﬁg;\]

T4 0 T Whole Number ; ~ T Decimal |
FTHE - (2 FEB)
Whole Number @ % #c > 2 ¥ 115

Decimal : #iciE » 7 14

ES
=L

=

:)1":‘
X or

LA HEF e Tk

4]
L S

#e
B ]

|

Gy csis =



k4R * [FormCalculation

(e.g. Lesion Size)

LR FormCalculation v
&t No Unit v
O EE AEEE W EBEEREER
T || B3| BUM
SUE1ET (top)
Number 1 (Integer) |'|U'C' |
110.5 |

Number 2 (Decimal)

Calculation=Number 1+Number 2 | 110.5

s csis
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Hp B2 F

FRHaECRiE * Date

FEREHESE | Date

v]

A B

.“"\.__._

@ mgeigaE OsssTsEsR

| (e.g. Lesion Size)

HHAEREAER (top)
Date | | (mm/ddlyyyy)
Time ‘ |(hh:mm)
S iz | (mm/dd/yyyy hh:mm)
o _ v|2024 ~| ©
- = = A A H
1 2 3 4
5 6 7 o] 9 10 11
12| 13| 14 15| 16| 17 18
19| 20| 21| 22| 23| 24| 25
26 27| 28 29
ERERE 00:00
B
%)

67 B

Y2 50

e TRt fasE: TDate, ~ "Time

"DateTime |

FHLE (2 (3 )

7\ codebook F i &
p et (mm/ddlyyyy )
P #3% (hh:mm)
PP+ PR RSN

R AEES TR

ik PRARP &
Date :
Time :

DateTime :

ES
=L

i

s csis 2



¥
A
&

ZRHET A * | TrueFalse | (e.g. Lesion Size)
EREFAESE | TrueFalse v |

AR

© FEAgEE O UEESSR

TR ¢ T TrueFalse |
?:7}43 (7 JREB)

—E)}', 7_/\/Jq i’?ﬂ”\’)@)’m%\g

%I (top) * FIEPB R A A (True)» FHER G 51
TrueFalse U c AJEPBEIH o A& D E(False) TAEREZF Z0

s csis w



EFetg a8 * Embeddedimage
ErE=EH Embeddedimage v

(e.g. Lesion Size)

ErtEfr No Unit
® TE AEAME O DUEE A ER
=1 i
R ES OB
B~ (top)
-0 ooge’ B
=%
HoR L0 R
= L EEHEMENERMN -
Embeddedimage HHE BT
-] - EEBERNER - BRI
EHA L B E R RS EEER
AR SR B - IMSTRAIRIR S
B=th L= HliR - SEmR :

° %}{
w4
=+

BT LK P #teCREIER o &2 e
P

#7# T Embeddedimage ; #4423t

W TERLEBY 5 F BB

2HE X F e T A EH T Embeddedimage |
i & 4p THl
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#H T

HEEESEE |arm_B_regimen

| (2.g. Lesion Size)

ZResEs | Tex v
SRE(
DEEAREE @LEESTER

& BTXT
1 [1.TE |
2 ||2. E-HDFL |
3 |3.EP |
4 |[4. N-HDFL |
|5 |[5. NP |
6 ||6. T-HDFL |

REEE: |? ||? TP |
| | |
| | |
| | |
| | |
| | |
SHEAE @ TasgE O =g5g
s

[ EES(E]

fx

s TR

LA

°%%ﬁﬁﬁﬁiéﬁrﬁﬂJ
s FTORE (3 FED)

'f;ﬁ':)‘ rlE'J
°£§,% I_§§§%-¢

PR TE RS

F o ERYF

EH TR

v Edb-if ¥ 2t RE I AL
3

VTREE
FiEHE (top)
B
THASE

i * § E IR

() No O Yes

1

v]

Gy csis
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%ﬁfﬂ
ATH RO 5

Gy a2 2 1 Vital Signs# H ehE L4 5

08. Vital Signs
(Basic Information | ECOG | Body Surface Area | Vital Signs)

Basic Information (top)
Center Number | Site 01 v|

&

Subject Initial

Subject ID
C}'L’ﬂ& 1 2 3 4"

ECOG (top)
Performance Status of Ecog 00102

Body Surface Area (top)

Height | | cm
Weight | | kg
Body Surface Area | | m*

Vital Signs (top)

Body Temperature | | C
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08. Vital Signs
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08. Vital Signs
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