Screening Phase (Screening and Basic Form)

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

v
Inform NTUH Trial Center
1. Registration
2. Collection of tissue sample,
sent to NTUH

l

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

* Record on CRF page 1,2,3,4.

Enter study, next page




Study Phase (On Study Form)

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

A

y

Inform original cente

r (study nurse & P.1.)

* Record on

CRF page 5.

l

Start treatment with assigned regimen arm

* Record on CRF page 6,7.

Treatment response A l Treatment response B

A 4

If clinical SD, PR, CR;
Complete 4 cycle treatment

* Record on CRF page 8.

l

Tumor (1)resection or (2)biopsy

* Record on CRF page 9.

l

Off protocol treatment

* Record on CRF page 10 upper panel.

A 4

If clinical PD;
Stop treatment before 4 cycle

* Record on CRF page 8.

l

Off protocol treatment

* Record on CRF page 10 upper panel.



Post Study Follow up Phase (Off Study Form)

Treatment reiponse A

Treatment|response A
A 4

(1) After tumor resection,
+ Adjuvant C/T,
+ XRT,
+ HRT.
or
(2) After biopsy,
keep on Neoadjuvant C/T with
same or other protocol,
then operation(tumor resection),
then £ Adjuvant C/T,
+ XRT,
+ HRT.

(1) Salvage Neoadjuvant C/T,
follow by tumor resection,
follow by * Adjuvant C/T,

+ XRT,
+ HRT.
or

(2) Direct tumor resection,
follow by * Adjuvant C/T,

+ XRT,
+ HRT.
or
(3) XRT,
follow by * Adjuvant C/T,
+ HRT.

* Record on CRF page 10 lower panel.

l

* Record on CRF page 10 lower panel.

l

Follow up every 3 months

* Record on CRF page 11.

* C/T: Chemotherapy
XRT: Radiotherapy

HRT: Hormonal therapy




