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* Epirubicin((Z Y i %)
VS

B A1 1 i

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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Stage I1/111 breast cancer with size > 3 cm
(HER-2/neu negative)

Randomization: 1:1, stratified by ER status (ER+ vs ER-), | |HC results Regimens

and clinical primary tumor stage (T2 vs T3/T4). Tau* topo II* ERCC1* | E-HDFL

Arm A: Docetaxel / Epirubicin -

- - - : Tau* topo II" ERCC ~
Arm B: Tailored Regimen (regimens decided by, topo I,
tau, and ERCC1 expression status) Tau* topo II- ERCC1* | N-HDFL

Neoadjuvant chemotherapy with assigned Tau* topo I ERCC1~ | NP

regimens for 4 cycles Tau- topo II* ERCC1*- | TE

 Evaluation of tumor response by physical Tau- topo II- ERCC1* | T-HDFL

examination after every course of treatment

« After 4 cycles of chemotherapy, image study to fautopo [IPERCCL™ | TP

evaluate clinical response

Tumor resection or biopsy
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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

marker study, and
2. Eligibility criteria O.K.

If 1. Sample qualified for tumor

a \/

s - ﬂ—»v

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 f‘yr‘ln:

!

!

é‘ E’é? /HL%.L

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,
or follow by + Adjuvant
After biopsy, CrT,
keep on Neoadjuvant £ XRT,
1 HRT.

C/T with same or other
protocol,

then operation(tumor
resection),

then + Adjuvant C/T,

+ XRT,

+ HRT.

or
Direct tumor resection,
follow by + Adjuvant
CIT,
+ XRT,
1+ HRT.

or...

Tumor (yresection or
(biopsy

)

Off protocol treatment

Off protocol treatment

Follow up every 3 months

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

We thank Prof. g 2 ® for allowing us to use his workflow as an example for education purpose.
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wAHFP Screening Cycle 1 Cycle 2 Cycle 3 Cycle 4 Final | progreson
Week -4 -1 1 4 7 10 11
Day -28 -1 1 8 1 8 1 8 1 8
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Electronic Data Capturing, EDC
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The 215t Century CUI€S (signed on December 13, 2016)

An innovation game-changer, a once-in-a-generation, transformational
opportunity to change the way we treat disease.

» Modernizing clinical trials

— Personalized medicine allows researchers to design more
targeted clinical trials that can produce results faster and
cheaper. HR 6 will allow greater use of patient generated
registries that speed the recruitment of participants. It will
also allow researchers to screen patients in advance to
determine if their genetic predisposition makes them better
candidates for targeted therapies. The legislation also clears
the way to use new and creative adaptive trial designs and
deploy the most modern statistical and data tools, while
significantly reducing existing, duplicative or unnecessary
paperwork requirements.
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A Randomized Phase Il Study of Docetaxel/ Epirubicin versus Tailored Regimens as Neoadjuvant Chemotherapy for Stage I/l Breast
Cancer with Tumor Size More Than 3 cm (Treatment)
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Week -4 -1 1 4 7 10 11
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TR Ao

REERS | pEeEaRs

Numeric (top) |

(Basic Information | Required | Text | Categorical | Numerie | Date | Caleulation)

EEEES  DEEEnEs

Integer

Decimal

|
|
Basic Infermation ':EE:' | : e Integer (1-100) | | % ( ﬁ.ﬂi{ﬁt N
Center Number | Site 01 V|% IR R Decimal (2.5.7.8) | L. ’J‘ ﬁi .
SR WU
Subject Initial I % %h ~ & Number 1 l lﬁ 4y 5'3
|-Code Iﬂfﬂ % - Mumber 2 | | % "~
o -— B oA 3 %
4 EE-ETgﬁNMEExiﬂ Mumber 1 + Mumber 2 (Number 1+Number 2) (Total) %
Required (top) | L
/-
Reguired field | I % % i;_l_ 128 e L T
Date (top)
Cptional field | | % '
mm/dd
Date | | ( Iyyyy) B 0
EEEES nnEEnRs Time | |(hh:mm)
Text (top) R Date and Trme | (mmddryyyy hhvmm) g P R
¥ ¥ T
Fere-text | l % EERE®ATEEEIKS
EEEES A NTEEaRS Calculation (top) |
Categorical (top) |
Weight kg N\ 2L F
drop-down list | V|% el élg % 2 ;,\‘ 3 =N
3B Height % cm
radio button ONo O Yes % BMI %
maeg | | ssssn | (=8| [ mH |
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S

[ zuz=2 | =z=@zsse | wsaEw

HEFIE > TaiNAC_stept > SHIEHMES,

MESHEHE: WU
EEER: 002

GUID:

HFZRERiE23E: Screening
MEARER:

EFEEE: 20240103 EE=

gxmeET(q (4 (7 (%
sEgEET b B L @
gnusEn (D) O @

LREHETEHNES

g

EEGL

=eeene | lERRE:

BE kR

BRI EE

(+
+
.'.

EE I BE HHRREN ZEEH =EZE

00. Protocol Version and Informed Consent
01. Demographics

02-1. Medical History

02-2. Current Solid Tumor History

03. Laboratory Examination - Baseline
04. Tumor Tissue Biopsy - Baseling

05. Tumor Imaging Evaluation - Easeling
06. Eligibility

06. Eligibility

(Basic Information | Inclusion Criteria | Exclusion Criteria | Eligibility)
RERES TTEENES
Basic Information (top)

E—]

Subject Initial Wu

Center Number
I-Code 002 »”

EEREFANE B g
Inclusion Criteria (top)

)]

1) Histologically cenfirmed invasive breast carcinoma with documented Her2/nau negative, including score 0. 1+, or 2+ by IHC

¥ |

2) Clinical stage should be T2-4, NO-3. and MO; and tumor size =3 cm measured by estimated by CT scan or MRI.

L |
=4
[}

3) No prior therapy for breast cancer.

3 |

4) Performance status of ECOG 0 or 1

¥ |

5) Female with age older than 20 years of age.

¥,

6) ANC 21500/mm3, T-Bil £2.0 times the upper limit of normal (ULM), AST or ALT £2.5 times the ULM, platelets =100,000/mm3, serum creatinine £1.5 x ULM and fasting serum
triglyceride = 70 maidL

¥ |

7) Disease free of prior malignancy for 25 years.

¥ |

8) Women of childbearing potential (WOCBP) have negative serum or urnine pregnancy test within 7 days before the first dose of chemotherapy.

%

9) Ability to understand and sign a written informed consent document

k|

=ERSEAL =
Exclusion Criteria (top)

1) Evidence of breast cancer metastatic other than axillary lymph nodes or infammatory breast cancer o bilateral breast cancer. (@ NO OYes

2) Inadequate biopsy specimen for IHC study. @No OYes

3) Known allergy to any of the study drugs or agents containing Cremophor. @No O Yes

4) Serious intercurrent infections or medical ilinesses. @No (O Yes

5) Psychiatric disorders or other conditions regarding the subject incapable of complying with the requirements of the protocol. @ibloiC )ves

Evidence of baseline sensory or moter neuropathy. No (OYes

7) Other concurrent anti-tumor, chemotherapy, hormonal therapy, immunotherapy regimens or radiation therapy. @®MNo OYes

8) Women who are currently pregnant or breast feeding. @®No O Yes

9) WOCBP whao are unwilling or unable to use an acceptable method to avoid pregnancy. @ No () Yes

ZEEEFAnEEEaRS
Eligibility (top)

|= the patient eligible for enrollment?

(O No () Yes %

s csis =

@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes

@ Yes
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Body Temperature: 35.0-38.0°C Errors e i talg =
Heart Rate 60-100 =X //4::\ _[E_%_ Test: 03, Vital Signs rr
Respira‘tory Rate 12_20 ;’K‘ /,4,\ {E’E‘I_ « Body Temperature (BT) has to be greater than or equal to 35.7

« Heart Bate(HR) has to be less than or equal to 100
» Respiratory Rate(RR) haz to be less than or equal to 20

08. Vital Signs
(Basic Information | ECOG | Vital Signs) 08. Vital Signs

(Basic Information | ECOG | Vital Signs)
e R snip-----------
Vital Signs (top)

Vital Signs (top)

Body Weight [165 L

BSA e m Body Waight 165 kg

Body Temperature '@. degree BESA 266 m2

Heart Rate 110 '@ times/min Body Temperature 34 degree

Respiratory Rate |3'EI | '@ times/min Heart Rate 110 times/min
Respiratory Rate 30 times/min
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WBC: 4000-10000 /uL
PLT: 150-400 K/uL

Hb: 12-16 g/dL (female)
ANC: >1500/uL

Alb: 3.5-5.7 g/dL

Globulin: 1.8-4.0 g/dI
t-bil: 0.3-1 U/L

GOT: 8-31 U/L

GPT: 0-41 U/L

ALP: 34-104 U/L

LDH: 140-271 U/L
BUN: 7-20 mg/dL

Cre: < 1.3 mg/dL (female)
UA: 2.3-6.6 mg/dL

Na: 136-145 mmol/L

K: 3.5-5.1 mmol/L

Ca: 2.15-2.58 mmol/L
AC Sugar: 70-100 mg/dL
TG: <150 mg/dL
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Inclusion Criteria (top)

1) Histologically confirmed invasive breast carcinoma with documented
Her2/neu negative, including score 0, 1+, or 2+ by IHC.

2) Clinical stage should be T2-4, NO-3, and M0O; and tumor size =3 cm
measured by estimated by CT scan or MREL

3) No prior therapy for breast cancer.

4) Performance status of ECOG Q0 or 1.

5) Female with age older than 20 years of age.

6) ANC =1500/mm3, T-Bil =2 .0 times the upper limit of normal (ULM}, AST
or ALT =2 5 times the ULM, platelets =100,000/mm3, serum creatinine
=1.5 x ULM and fasting serum tniglycende = 70 mg/dL.

T) Disease free of prior malignancy for Z5 years.

8) Women of childbearing potential (WOCBP) have negative serum or urine
pregnancy test within 7 days before the first dose of chemotherapy.

9) Ability to understand and sign a written informed consent document.

Eligibility (top)

|s the patient eligible for enrollment?

@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
@ Yes
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Exclusion Criteria (top)

1) Evidence of breast cancer metastatic other than axillary lymph nodes or
inflammatory breast cancer or bilateral breast cancer.

2) Inadequate biopsy specimen for IHC study.

3) Known allergy to any of the study drugs or agents containing
Cremophor.

4) Serious intercurrent infections or medical ilinesses.

5) Psychiatric disorders or other conditions regarding the subject incapable
of complying with the requirements of the protocol.

6) Evidence of baseline sensory or motor neuropathy.

T) Other concurrent anti-tumor, chemotherapy, hormonal therapy,
immunotherapy regimens or radiation therapy.

8) Women who are currently pregnant or breast feeding.

9) WOCBP who are unwilling or unable to use an acceptable method to
avoid pregnancy.

J

1

(O No

@ Yes '\_B

@ No () Yes
"
@ No () Yes
@ No () Yes
@ No () Yes
=
@ No () Yes
"
@ No () Yes
@ No () Yes
@ No () Yes
”
@ No () Yes
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06. Eligibility
(Basic Information | Inclusion Criteria | Exclusion Criteria | Eligibility)
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Basic Information (top)

| Site 01 al

Center Mumber

Subject Initial Wi %
I-Code 001 %
EERES Nﬁ;rga—i: ----------- Snlp """"""
Eligibility (top)
Is the patient eligible for enrolimentz ) NO @ Yes %
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07. Randomization

(Basic Information | Stratification criteria | Randomization)
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Basic Information (top) ESSHE : WU [EErmA | [EE2E5 ]
Center Number | Site 01 v| % E=EE: 001
Subject Initial WU » GUID:
I-Code 001 % [fEEssi821%: Recruited
Wtgeah R ERAR:
e $EEH: 04010285 [ENEH
Stratification criteria (top)
Clinical T ®20304
ER Status O-@+
e L e T e 8 zezes msmangs
Randomization (top) Randomization (top)
Date of randomization [01/02/2024 | (mm/dd/yyyy) % Date of randomization [01/02/2024 | (mm/dd/yyyy) %
Randomized group I | '@ Randomized group [Arm A Docetaxel / Epirubicir '@

IHC result (in Arm E subject only) - Topo-Il O-0O+ |

IHC result (in Arm B subject only) - Tau score

IHC result (in Arm B subject only) : ERCCA1 score

O0O1 0203 '@
0010203 %

IHC result (in Arm B subject only) - Topo-Il

IHC result {in Arm B subject only) : Tau score

010203 B3
00010203 A

IHC result (in Arm B subject only) :

Regimen & Schedule {in Arm B subject onky) |
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rm B subject only) |
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IHC results

Regimens

Tau* topo II* ERCC1*

E-HDFL

1Ay %A feidss 2B
blomarker status: Tau+ Topoll,
and ERCC1* > %—xf ERE !
ﬁ*ﬁ?ﬁpﬁ EFF%FF] T 2R A%

Tau* topo II" ERCC -

EP

Tau* topo II- ERCC1*

Tau* topo II- ERCC1-

Tau-topo II* ERCC1*-

Tau- topo II- ERCC1*

Tau- topo II- ERCC1-
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132 Laboratory Examination - Biochemistry

[ 14. Tumor Imaging Evaluation
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| Protocol  TaiNAC step3 01 o0 = I~ 55 )
2 |Battery [
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3 Form 13-1. Laboratory Examination - Hematology ?\" E },7*' %5— % lIE‘
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5 Subject [D Visit Date L BHEMAT center no |LBHEMAT initia)LBHEMAT icoddLBHEMAT cycldLBHEMAT date|WEC |PLT |Hb |ANC |
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TaiNAC_step3_01 13-1. Laboratory Examination - Hematology
13-1. Laboratory Examination - Hematology . . -
(Basic Information | Blood Sampling Date | Hematology)
I EEIER ) . Basic Information (to
- = ;], ,F( =\ %E 5@ 7\; (top) ,
SsimEss 0 —/F F‘ | 345 Gt ( Center Number | Site 01 |
@ [ 22 = sk Subject Initial wu
PSS S KR % [T=PS ]
HEss: "‘!:'lf = F‘ J I-Code 001
Barns:1 || gEEASs | OzsrasszsSssssmRgrEns SUERE O =sSsespszs SLELE Cycle 1020304
e Blood Sampling Date _{t_op]. |
Date of sampling 1/3/2024 (mm/dd/yyyy)
EEHE: 0
Hematology (top)
. . 4500
SESTHEARR ! WEC 450 ik
. i PLT 151 kul
The Patient Data was imported successfully b 13 gL
Mumber of new fillouts added: 1 ANC 2300 L
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Q. 07. Randomization

(L 08 vital Signs

Q. 09. Laboratory Examination - Hematology
Q. 10-2. IP Administration - Day10 and 11
Q. 10. IP Administration - Day1 and Day &
Q. 11. Physical Examinaticn

Q. 12. Laboratory Examination - Biochemistry
Q. 13. Adverse Event

Q. 14. Tumor Imaging Evaluation

Q. 15. Tumor Tissue Biopsy

Q. 16. Follow-up

Q. 17. Operation and Radiotherapy

Q. 15. Study Complefion or Early Termination
Q. 19. Prior and Concomitant Medication
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14. Tumor Imaging Evaluation
- S5m —F 1, 2024
BE ER/EE MR RE/ S GEERER ESEn TEsR MimEs  J—
a z % % ® () 14 Tumor Imaging Evaluatien & Basic Information (top).
Center Number
= S5, —F2, 01 Subject Iniial
BE EBRiEE ME 5/ HF BEEREN SERs sEed MRS e 001
Cycle
FIERNEE®RE B AN R W
== Tumor Assessment (top)
Date of tumor assessment
Ef: Q.E o EERESE

ExnE REEE
Q_ 07. Randomization
{4 08 vital Signs
Q_ 09. Laboratory Examination - Hematology
Q_ 10-2. IP Administration - Day 10 and 11
Q_ 10. IP Administration - Day1 and Day 8
Q_ 11. Physical Examination
g_ 12. Laboratory Examination - Biochemistry
13_Adverse Event
14 Tumar Imaging Evaluation

16. Follow-up

15. Study Completion or Early Termination

G+
Q_ 17. Operaticn and Radictherapy
+
+

19. Prior and Concomitant Medication

Method of image
Target Lesion
Lesion 1

Lesion 2

Lesion 3
Lesion 4
Lesion 5
Size of target Lesion 5
DA R R
Clinical Response (top)

Clinical Response

(Basic Information | Tumor Assessment | Clinical Response)

[steot V] Ig

WU ”
"
O1020304 E

(O CT scan O MRI O Breast echo %
Site Size
() Primary tumor ) Axillary lymph node % |:| %
() Primary tumor ) Axillary lymph node % l:l %
() Primary tumar O Axillary lymph node % |:| %
() Primary tumar O Axillary lymph node % %
"—=

() Primary tumor O Axillary lymph node

25881853

I

Sum of the longest diameter

OPDOSDOPROCR %
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Year of Birth 1991 M @ Z L jo E’TW}?&B (A = e IR,
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| = = 3
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