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1. ezTrial

1.1 System Login & Logout

1.1.1 Login
- Open your web browser and input the ezTrial URL:
https://cims.biomed.org.tw/ezTrial
- On the ezTrial login page (shown below), enter your account
and password
Click the [Log in] button

ezTrial -

Account:

Password:

1.1.2 Logout

- Click the [LOGOUT] button in the top right-hand corner of the
screen.
- The system will then return to the login page.


https://cims.biomed.org.tw/ezTrial

T T BT ws LARN for HEN-HCC after (T Aar 23, 2010 12:03:06 u 1
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2. ezTrial Functions

2.1 User Setting

2.1.1 Info Setting
This function allows you to edit your account information. To save edited
data, simply click the [Save] button.



ezTrial>-

User Setting Patient Data Analysis Trial Report
Tria

Info Setting

Mame |duc10r |
Title | |
Fhone Mumber | |
Cell Mumber | |
|
|
|

Ermail Address |

Password |ll.l.ll

Confirm Password |-"""

v

Copryright (o) 2008 Sinica-A124. Al

2.1.2 Switch Trial

After logging into the system, if you do not have a current trial, the
system will redirect you to the switch trial page. You can then select a
current trial on this page, and click the [Save] button to store the setting.
The next time you log in, the system will display the Today’s Visit page
of the trial setting stored previously.



ezTrial>-

User Setting Patient Management Data Analysis Trial Report

Current Trialk r HBV-HCC after RFA

If you wish to switch from the current trial setting to another one, just
click on the menu [Switch Trial] under [User Setting]. Then, repeat the
switch trial setting steps.

ezTrial>-

User Setting Patient Management Data Analysis Trial Report

switch Trial ) Al

Current Trial: ETV vs LAM for HBV-HCC after RFA

Select Trial: | ETV vs LAM for HBV-HCC after RFA v |

v




2.1.3 Transfer Patient

This function can only be used by doctors to copy patient information
from one trial to another trial.

First, select the trial of the patients whose information you want to share
with another trial.

ezTrialv-

User Setting Patient Data Analysis Trial Report
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Second, select the trial that you want to share the information with.
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User Setting Patient Data Analysis Trial Report

Transfer Patient

From trjzak for HBV-HCC after RFA v
Tao trigl: | liver clinical

| Mselectan | Patent | N
A0001 g, EiE
i, AL
i, et
T R
A0001 &, +=
3, Kt
B, T
. 5
ER=
=
EqE=
%
#, B
#, R
. Em
E.
A0153 = AR
B, R
A00421 g8, &Ll
Z. %7
A7 #, 2k
=, KM

OO0O0O0O0O0O0OO0O0O0OOoOoOoOooooOoOoon

i

Third, select the patients whose information you want to share.



ezTrialv-

User Setting Patient Data Analysis Trial Report

Transfer Patient
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Finally, click the [Transfer] button. The system will then copy the
information to the trial you select.



ezTrial>-

User Setting Patient Data Analysis Trial Report

Transfer Patient

From trial: | ETV vs LAM for HBV-HCC after RFA + |
To trial: | liver clinical »
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After the information has been transferred, the patient's name will be
removed from the list.

2.2 Patient Management

Hold the cursor over [Patient Management] to open the Patient
Management menu.
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Use the menu to add a new patient to the trial and complete the
appropriate record in the system with the schedule of the trial.

eZIrial>-

User Settlrlg Patient Management Data AnalinS Trial Repor‘t
Patient Record
‘ Patient
®Last Mame OFirst Mam ent 1D | |Q || Screening v | Q|
I R N
Screening #oEA RS00E9R

2.2.1 Patient Maintenance

Patient Maintenance is divided into two parts —
Patient Info and Withdraw Patient.

In Patient info, you can add a new patient to the trial or edit the data of
patients already in the trial if you have permission. You can also assign
a patient to the next phase or withdraw a patient from the trial.

In Withdraw Patient, you can check the data of patients who have
been withdrawn from the trial.

Patient Info:

When you click the [Patient Info] button, the system will display a list of
all patients in your trial, but not patients who have been withdrawn.

11



ezTrial-

User Setting Patient Management Data Analysis Trial Report

|
Patent List
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If you do not have permission to access Pll (Personally Identifiable
Information), the system will not allow you to obtain patient information.
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ezTrial -

User Setting Patient Management Data Analysis Trial Report

|
Patient List

&
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Click the [ADD] button to add a new patient to the trial you have
selected.

ezTrial-

User Setting Patient Management Data Analysis Trial Report

|
Patent List

lLast Mame OFirst Mame OMRN OPatient 1D | |Q | |Sm v | Q
I T T
k4 b A RSN0E95
# 2o o ADOD1
E 4 iT, AT
4 I BE
r 4 AQO01 = AQ001
4 =
E 4 I &8

13



When you click [Add Patient], you will be asked to enter the patient’s
I.D. number on the following page to avoid duplication.

ezTrial>-

User Setting Patient Management Data Analysis Trial Report

Add Patient Check

D Mo | |

=)

After entering the 1.D. number, click [Continue]. If the I.D. number you
have entered is already in the system, ezTrial will not allow you to
create a new patient entry. The system will only allow you to edit the
patient’s data if you have permission.
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ezTrialv-

User Setting Patient Management Data Analysis Trial Report (&I BT s LAM for HEW-HCC
Trial (S
EditPatient
A"
Patient 1D
10 M. F17346922
MR WF001096

Last Mame B
First MName EF

Gender MALE v |
Birthday {e.q. 1950/1/1)
Fhone

Address 100 ||é?:|t.T-E V||¢'EE vl

Dactor doctord ¥
Murse Murse v

Diagnosis |

e

When you have finished entering the patient information, click [Save].
The system will update the patient list for your trial, and assign the
patient to the first phase of the trial.

If you have PII permission, you can also edit patient information by
clicking the [Edit] button. When you finish editing and click the [Save]
button, the system will display the information for you to confirm the
entry.
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ezTrial -

User Setting Patient Management Data Analysis Trial Report

|
Patient List

®

®Last Mame OFirst Name OMRN OPatient 1D | |Q | |SCIEEDJ-11.% w | Q

N T RN
B &EE
B ET WYFO010596

When you want to assign a patient to the next phase, you should click
on the [Assign to Next Phase] button in the same row as the patient’s
name.

T U ET s LAN for HEN-HCC after (IGTe T Ao 23, 2010 1:35:49 Murse
Trial [ Time R

4 o, . Fagers) / Total 3 Page(s)
Assign to Next Withdraw
Phase Patlent

Screening
Screening @ ‘!‘

The patient will be assigned to the phase indicated by the system.
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Trial Report

N1 p:1y BT s LAK for HEN-HCC after
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Treatment
Treatment
Treatment
Treatment
Treatment

Treatrment

If any required fields are left blank, the system will display an error

massage.
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Trial Report T Tl BT vs LANM for HEN-HCC after
Trial [F
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To withdraw a patient from the trial, click the [Withdraw] button.



T U ET s LAN for HEN-HCC after (IGTe T Ao 23, 2010 1:35:49 Murse
Trial [ Time R

4 o, . Fagers) / Total 3 Page(s)
Assign to Next Withdraw
Phase Patient

Screening

Screening

E

You must select Withdrawn Status and complete the Withdrawn
Comment section.

After clicking the [Save] button, the system will update the information

eZTrial>-

User Setting Patient Management Data Analysis Trial Report Current [SIEERRRG]
Trial [
Withdraw Patient
Marme = OEE
Phase Arm2
Withdrawn Status FAIL e

The patient is dead

Withdrawn Cornment

©

Withdraw Patient:

By selecting [Withdraw Patient] under [Patient Maintenance], the
system will display a list of all withdrawn patients.
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You can edit the Withdrawn Status and Withdrawn Comment by clicking
the [Edit] button.

eZTrial>-

User Setting Patient Management Data Analysis Trial Report

|
Withdrawn Patient List

®Last Mame OFirst Mame OMREN OPatient 1D | |Q | |Sc:rae;njng w | Q
| Edit | Patentin [ Name | _____MRN
E 4 R
7, T
¥, LA
A0153 - H1000547
x, /MEH

2.2.2 Patient Record

By selecting [Patient Record], the system will display a list of patients
with appointments today.

ezTrial>--

User Setting Patient Management Data Analysis Trial Report Curr
Tri

|
Todays Visit

®Last Name OFirst Mame ORM OPatient (D | |Q | | Soreeming v | Q,
R L
Screening . EA RS00696

To find a patient, simply input his/her first name, last name, medical
record number or I.D. and also select the phase.
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eZTrial>-

User Setting Patient Management Data Analysis Trial Report
Tri

Toda

< ®Last Name OFirst Mame OWRN OPatient D |Q | | Screening v | Q |

Name Patient ID

Screening 7, A RE00R95

For a patient in a new phase, click [Create Visit] to schedule a visit.

1p: Screening,
ame OMRN OPatient ID Q Screening v Q |

Patient ID Reservation Date B T e Visit History
Date Visit

. 1A RSO0B96 #1:323/10 eglster
B, R #1:2/9/0 ]
B2 11303 .
EP: 141400 .
e 2117110 |
B ET WFOD1096

When the Schedule Visit screen is displayed, input the visit date or click
the calendar icon to choose a date.
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ezTIrial>-

User Setting Patient Management Data Analysis Trial Report

. Phase [  Name |
Screening BET

Visit Date
|2I]}&;p3ﬂ]3 =

After selecting the appointment date, click [Save]. The system will then
redirect you to Today'’s Visit page.

You can record a patient’s arrival date by clicking on [Register].

p: Screening
ame OMRN OPatient ID| |Q ||Screa1mgv|q |
Previous Visit Reglster
I I O el
WA RS00696 #1:372310 eglster
B, e #:2/9/10 ]
=, FH 17303 |
E W i 171400 |
&, &% 217110 |
B, EF YWFDD1098 #1:3/3410 I

Select the patient’s arrival date and click [Save]. The system will then
redirect you to Today’s Visit page.
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ezTIrial>-

User Setting Patient Management Data Analysis Trial Report

. Phase [  Name |
Screening BET

Visit Date

|zu;$3m3 =

After the visit date has been saved, the system will automatically
generate the next appointment according to the schedule if applicable.
Click the [Visit History] button to see the patient’s visit details and
records.

B fEA
5, R
E, 5
=R
B, &
BET

1p: Screening
arne OMRN OPatient 1D Q| [Sorening v Q |

Patient ID Reservation Date RS e Visit History
Date \flsﬂ

RS00595 #3530 eglster
#:2/9/10

14309

14100

21n7A0 :
WYFOO1096 3310 O

The patient’s visit history page is divided into patient information, visit
history, and trial forms.

The patient information part shows the patient’s basic data, such as the
current phase, name, case number and MRN.
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|
Patient Info

Screening HET
} 1 33110

Trial Forms

[ Ff0 [ Hstoy [  Fo
4 ' ADVERSE EVENTS

The visit history part shows the patient’s visit records, including dates
and times.

To complete the appropriate visit forms, click on the form button in the
visit history section. New forms will be listed on the left-hand side of the
screen, and saved forms will be listed on the right-hand side.

L3 |
Patient Info

 Phase | MName | Patientl) |
Soreening B =T

Unfilled Form Record
Fill Fr.m Record

CRITERIA

SCreening

Click the icon of the form you wish to complete. We provide an example
of [CRITERIA] below.
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Fill Form Record

2 v g
V
INCLUSION CRITERA

Hepatocellular carcinema diagnesed by pathology verification:

Crves ONe

Solitary turnor less than 5 cm in diameter or 2-3 tumors with the largest one no more than 3 am in diameter:

Crves ONe

Mo extrahepatic metastasis:

Oves ONo

Mo radiological ewidence of invasion into major portal wein or hepatic wein branches:

Oves ONe

Good liver reserve with Child-Pugh Class A or B, with no history of encephalopathy. ascites refractory to diuret
Crves Oha

Platelet count of more than 70.000/mm ~3;
Oves ONo

Mo previous treatment for HCC:

Orves OMo

Different sections of the form can be displayed. Click on the section you
wish to complete and the section will be enlarged. After entering the
data, click [Save]. The system will insure the data is valid, save it, and
redirect you to the visit history page; otherwise, the system will display
an error message in red and return to the editing page.

If you wish to modify a form, click the [Edit] button in front of the
appropriate form.

25




rial Report WTCINEET vs LAM for HEV-HCC after (T TIR lar 23, 2010 3:57:12 Murse
Trial K Time ISl

(o [ MRN |  VisitCount |  VisitDate |
WFDD1096 1 353010
Filled Form Record

Edit Form Mecord Form Label Last Edit Date |
CRITERIA 201000323 04:11

Copyright (o) 2009 Sinica-A148 . Al rights reserved.

The reason for modification must be provided.

ezTrial--

User Setting Patient Management Data Analysis Trial Report

Fill Form Record

v W

* Modify Heason:

INCLUSION CRITERA

Hepatocellu

®ves ONa

ed by pathology werification:

Solitary tumor less than 5 cm in diameter or 2-3 tumors with the largest one no more thar

®ves ONao

The trial forms section shows the available forms used to record the
patient’s data. New information can be added to a form at any time. This

26



page shows an example of [ADVERSE EVENTS].

Fill Form Record

ADVERSE EVENTS
il

 ADVERSE EVENTS

Mature of ewent (one per ling)

Severity:
O life-threatening O severe O moderate O mild

Relation to treatment:
O probable O possible O remote O none O rot assessable

Course of adverse event:
O continuing O recovery after stopping treatment O recovery after dose reduction and/or

Date of obhservation:

| &

Treatment given:

Orves ONo

-\

AU
After saving the information, click [History] to check the Form Record
History or make modifications.

Patient Info
. Phase | ________ Name |
Screening HET

Visit History

| 1 3310

Trial Forms
-ﬂ-ﬂ-

¥ 4 ADVERSE EVENTS
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ezTrial>-

User Setting Patient Management Data Analysis Trial Report

L |
Form Record History

4 ADVERSE EVENTS
F 4 ADVERSE EVENTS

2.3 Data Analysis

2.3.1 Advanced Search

This feature allows you to select a group of patients and export their
data. The advanced search form consists of a set of drop-down menus.
The top section displays the patients’ information, and the bottom
section shows the form record.

After you make the first selection, a list of search criteria will be

displayed in the second menu. The third menu displays another
dynamic list of search criteria based on those in the second menu.

28



ezTrial -

User Setting Patient Management Data Analysis

Advanced Search

Trial Report

Current |=IN%
Trial [SIa)

patientdata Operatar patientdatavalue
® [Patit D v [oqals ]| |

Form Section Data Type

Operator “alue

& ADVERSE EVENTS v||| ADVERSE EVENTS v || Mature of event (eme per ling) + || euals v

ADVERSE EVENTS ~

Wisit] Arml

Wisit] Aro?

Wisit] 0 Al

Wisitl 0 Armd

Wisitl 1 Arml

Wisit] ] Armd

Wisitl2 Arml =
Wisitl 2 Armd

Visit] 3 Arml

Wisit] 3 Armd

Visitld Arml

Wisitld Armd

Visit] 5 Arml

Wisit] 5 Armd

Visitl& Arml

Wisitl & Armd i

Copyright () 2009 Sinica-A04. Al right= res

ezTrial-

User Setting Patient Management

Advanced Search

Data Analysis

Trial Report Cur
Tr

patientdata Operator patientdatavalue

@ |Patient D v || exuals || |

Farrm Section

Data Type

Operator “alue

& | CRITERIA ~ || INCLUSION CRITERA

v/ DNCLUSION CRITERIA L v [ is v |

Y v |

NCLUS ION CRI'IERA

y (GENERAL)

Copyright () 2009 Sinica-al1L,, 4
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ezTrial>-

User Setting Patient Management Data Analysis Trial Report ETV LE
Trial [

Advanced Search

patientdata  Operator patientdatavalue
@ [Patent D v |[equals || |

Farm Sectian Data Type Operator alue
@ [CRITERLA v | E{CLUSION CRITERLA (GENERAL) v |{ES(CLUSION CRITERLE (GENERAL) 11 v |15 v |

EXCLUS 10N CRH'ERIA (GENERAL) 1

EXCLUS ION CRH'ERLQ. (GENERAL) 3
EXCLUSION CRITERLA (GEMERAL) 4
EXCLUSION CRITERIA (GEMERAL) 5
EXCLUSION CRITERIA (GEMERAL) &
EXCLUSION CRITERIA (GEMERAL) 7
EXCLUSION CRITERLA (GEMERAL) 8
EXCLUSION CRITERLS (GEMERAL) 9 -l Al rights resery
EXCLUSION CRITERIA (GEMERAL) 10
EXCLUSION CRITERIA (GEMERAL) 11

The selections available in the fourth menu depend on the variable
chosen in the third menu, but may contain “equals”, “is not equal to”,
“starts with”, “ends with”, and “contains” (see the following page):

eZTrial>--

User Setting Patient Management Data Analysis Trial Report Current |SINEE
Trial [Siaa)
Advanced Search
patientdata Operator patientdatavalue
® [Patient D v |[oquals ]| |
Farm Section Data Type Operatar “alue
@ |CRITERIA || EXCLUSION CRITERIA (GENERAL) ~ | E4CLUSION CRITERIA (GENERAL) 2 % Fis |

Copyright () 2009 Sinica-All4. Al rights reser

In this example, we query the database to search for all patients
EXCLUSION CRITERIA (GENERAL) 2 is “No”.
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ezTrial>-

User Setting Patient Management Data Analysis Trial Report ETV v
Trial [S@N

Advanced Search

patientdata  Operator patientdatavalue

@ [Patient D || equals v |

Form Section Data Type Dperator %alue
& |CRITERIA || EXCLUSION CRITER1A (GENERAL) v || EXCLUSION CRITERLA (GENERAL) 2 v |[5v|  iVesw
yi=
No__|

Copyright [c) 2009 Sinica-Al14. ) rights reser

After finalizing a query criterion, click [Add Criterion].

eZTrialv-

User Setting Patient Management Data Analysis Trial Report ETV
Trial [Sg

Advanced Search

patientdata Operator patientdatavalue

@ [Patient D+ || equals v |

Farm Section Data Type Operator “alue
& ) CRITERIA ~ || EXCLUSION CRITERIA (GEMERAL) + || EXCLUSION CRITERIA (GEMERAL) 2 v |[is v  [Now|

Copyright (c] 2009 Sinica-A14. Al rights rese

You can add more than one criterion.
After finalizing the query, click on the [Search] button.
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eZTrial -

User Eetting Patient Management Data Anal'y'sis Trial Report
Advanced Search
patientdata Operator patientdatavalue
®anND O0R —
@ | Patient ID' v || erals ||
Farm Section Data Type
®anD QOR
& | CRITERIA + || EXCLUSION CRITERIA (GENERAL) v || EXXCLUSION CRITERIA (GFN
Query Criteria
= | |
CRITERIA, EXCLUSION CRITERIA (GENERAL) 2 is false
Copeyeright (2 2009 Sin

A list of records that match your specifications will be displayed.

32



ezTrial>-

User Setting Patient Management Data Analysis Trial Report

Advanced Search

patientdata Operator patientdatavalue
®anD OOR —
@ [PumDvons ]
Farm Section Data Type
®anD OOR
& |CRITERIA || EXCLUSION CRITERIA (GEMERAL) v || EXCLUSION CRITERIA (GEN

Query Criteria

= | |
O CRITERIA, EXCLUSION CRITERIA (GEMERAL) 2 is false

Query Result
A
M Select Al | PatientiD | Nan
O A00421 HTOO0001 3556
O WWFOO1 095
O
O A0173 0311523
O
O A0153 H1000547

Users also have the option of exporting all patient records matching the
selected criteria to an Excel spreadsheet by clicking [Export].

2.3.2 Export Data
The Export Data function allows you to export form data of interest. In

this example, CRITERIA, Visitl Arm2 and ADVERSE EVENTS form are
selected for export.
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eZTrial>-

User Setting Patient Management Data Analysis Trial Report Current |SINE%E
Trial [
Form

O select a1l ] aDVERSE EVENTS M CRITERIA O Sereening O TREATMENT ARM [ visitt Arm1 3 visit! Arm2
Armt Cwisit12 Arm2 O visit1 3 Armt O visit13 arm2 Cvisittg arm1 O visit14 arm2 O visit1s Arm1 O visit15 A
Armt1 Cwisitz arm2 O visita Arm2 O visitg Arm1 O visitd Arm2 O visits Arm1 O wisits arm2 O visits Armt O vi
Yisitd Arm1 O Wisitd Arm2

 Continue | Export

Click [Export] to export data.

Click [Continue] to select further, form data points.

Ll
eZIrial >
User Setting Patient Management Data Analysis Trial Report LETIVEEL I E T vs LAM for HEV-HECC after Login  [RETgecRe
Trial |31 Time [l
elected
lature of event (one per ling) Removed
Severity J
Relation to treatment
Cen S EVEDS
Diate of ckeervation J
Treatment given

N Erm

Use the - Remove Data Points function to remove data points that you
do not want to export. After completing and clicking the [Export] button,
you will be given the option to either open the form directly or save it to
your computer. If you choose to open the form directly, it will be
displayed in your browser window. After reviewing the data, simply click
the browser’s back button to return to the system.
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