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Clinical Trial Center

2F Skybridge of 1st Medical
Building

Clinical Trial Center
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Clinical Trial Consultation Room
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Office on the 4th floor of the
second office area.
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Monitors are required to register in advance and follow the
relevant regulations for external personnel when entering
the hospital. ( Please contact your researchers. )
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Clinical Trial Pharmacy/
IP storage area

I FHRETE2R
B2 of 5th Medical Building
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Department of Pharmacy
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Medication Information:

Recipient: Pharmacist Chia-Chen Wu

Recipient Address: B2, 5th Medical Building, No.901,
Zhonghua Road, Yongkang Dist., Tainan City 710,
Taiwan(R.O.C.)

Tel @ +886-2812811 ext. 53125



http://sub.chimei.org.tw/59023/
https://www.chimeipharm.org/
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Limited access.
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Temperature Monitoring Alarm System.
BEY BREEFS T I 7k Bk

The temperature is continuously monitored by temperature
recorder, and records can be provided.
IP/k$>2°C218CH 35 -

IP Refrigerator, 2°C to 8°C > 3 unit o

Pk falid 1= B3t Frasf & TR

wa o
IP Freezer/Refrigerator are connected to the hospital’s
emergency power supply equipment, ensuring continuous
power supply.
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Maintenance is performed quarterly.
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Chemotherapy Preparation Room

Fo FRAEFTELR
B1 of 1st Medical Building

T ELY EE SR RUACE SR
Chemotherapy Preparation Room performs drug preparation
according to the protocol of the sponsor.

Ik

Chemotherapy room

FoFAcRLfR
1F of 3rd Medical Building

Tk ;éﬁéwl;a 5
Clinical Trial Ward

¥ = %s}%%ﬁS& (8B %)
8F of 2nd Medical Building
(Ward 8B)

# e s After compounding

F* 2 7% £ Outpatient subjects

© AR AEIRBEORE (FZFRARL
)
Administered in the Chemotherapy room:direct delivery
to the chemotherapy room (1F of 3rd Medical Building)

B & Inpatient subjects
s LIRRERBSGFE P REIREFRES (5
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Administered in the Clinical Trial Ward:direct delivery to
the Clinical Trial Ward (8F of 2nd Medical Building,

Ward 8B)

stz FoFhR2R > RRTLEITREES ISR
Outpatient Injection 2F of 1st Medical Building Administer medication treatment according to the protocol.
MZw %—%r}%%ﬁﬁé > FPIAR el mhdml RS B 83% M
Out-Patient Departments 2F of 1st Medical Building FREG o
Tk w7k 25 (58 L) ¥ = ¥R H1-2 1 The investigator conducts trial-related assessment for subject
Clinical Trial Outpatient (Gate 1-2F of 3rd Medical Building in the outpatient clinic or Clinical Trial Center clinic area.
58) ¥IFR 244 > TRARHRPY L EREXEZ PEHN LRIk
2-4F of 5th Medical Building B2 BT RR FR RS
The clinical trial outpatient department is a specialized
outpatient service set up according to standard requirements,
dedicated exclusively for clinical trials, providing a high-
quality and optimal environment for clinical research.
2w 2k %:%%%&Zﬁ > 3o BT PRIAPE R
General Testing Laboratory. 2F of 1st Medical Building Blood Draw and Sample Collection Service Hours
F- 13T F - FP G| B p
Monday to Friday Saturday Sunday Public Holiday
07:00-22:00 | 07:00-14:00 | o< service
Suspension Suspension

ek TN
Clinical Pathology Departments

FEE A
Medical Research Building
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The Clinical Pathology Department offers blood collection
services. You may apply for this service prior to the
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execution of the clinical trial case. The charges will be based
on the actual number of blood collection tubes used. The
relevant application form is as follows:

Fridl i "Rktesk s S4e | TEH

Research Protocol Application for ‘Clinical Testing and Blood
Draw on Behalf' Work Order
ﬁ&ﬁaﬂﬁ'%ﬁ%ﬁ%‘%&ﬁ“%*%%?%ﬁﬁ
o kBEFERERER LA BRI ERRERHY
T X ﬂ;csw ek RIS -]ifg‘ S HRERBEE L
H oo Aph Y 8 4o

The Clinical Pathology Department provides centrifuges,
freezers, and refrigerators for temporary specimen storage.

The refrigerators are equipped with temperature monitoring
and alarm systems, and records can be provided. Maintenance
records for the equipment are available from the hospital’s
service. The relevant application form is as follows:

R AEE @ * PRARTR Y A

Instrument and Equipment Rental Service Evaluation
Application Form

TR ILIN
Departments of Pathology

FEFEL AR
Medical Research Building

BN BRI ¢ 2 PR A Rk T
H e BLE s LR K 4;45 1@@ CRA B EL
dh A F AR R %ﬁgmi s
:f,;aﬂpéa« TIRG% 2 B FARM AT o ARM Y GrH 4o !

The main services provided by the Pathology Department
include surgical pathology examination, frozen section
examination, cytological diagnosis, immunofluorescence
staining examination, immunohistochemistry staining



https://www.chimei.org.tw/main/cmh_department/55400/08download/08_QP0401-03.pdf
https://www.chimei.org.tw/main/cmh_department/55400/08download/09_QP0401-11.pdf
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examination, molecular biology diagnosis, and both internal
and external pathology consultation. These services support
pathology diagnostics and related research. The relevant
application form is as follows:
TRhkEskY o (pE s | TEE
Clinical Trial Appiication for 'Pathology Slide' Work Order

HEFSY < FHE A HEFHI ]

Center For Precision Medicine

Medical Research Building

Center For Precision Medicine

¥ % % Examination Room.

X%t b
X-ray examination

B- ¥Rl
1F of 1st Medical Building
UES T B8 A

2F of 2nd Medical Building

% = %Jﬁ:«’ﬁli%@ (e R
11F of 2nd Medical Building

i ¥edF
Bone Scan

B %51%‘ ~ 12 B1
B1 of 1st Medical Building

TRETR AR 1R TR T T
BIT 5 TR R

FoFRimlig
1F of 1st Medical Building

CT/HRCT/PET ¥ = %51%‘ < # Bl

B1 of 2nd Medical Building
PREE R A %—%%*&1&
MRI 1F of 1st Medical Building

& = gﬁf% ~ 12 Bl
B1 of 2nd Medical Building

ERPHRIFRAT ] ST REE S RREFRRE
HEFERE  FPRERERE ST VRERY o

All imaging equipment has a quality maintenance plan, and
maintenance is carried out according to the signed service
contract. Maintenance records can be requested following the
established procedure.



http://intranet.chimei.org.tw/%E9%83%A8%E9%96%80%E8%B3%87%E8%A8%8A/%E6%B0%B8%E5%BA%B7/55399A/%E8%A1%A8%E5%96%AE%E4%B8%8B%E8%BC%89%E6%AA%94%E6%A1%88/%E8%87%A8%E5%BA%8A%E8%A9%A6%E9%A9%97%E7%94%B3%E8%AB%8B%E3%80%8C%E7%97%85%E7%90%86%E5%88%87%E7%89%87%E3%80%8D%E4%BD%9C%E6%A5%AD%E5%96%AE-20240620.pdf
http://sub.chimei.org.tw/55480/
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Digital Height and Weight Scale | A5-104-75503A0103
n R A- OPD-A3039
BP Monitor A3-130-27333A0102

= /éﬁ/ﬁﬁiﬁ’_ S oh R 2t
Ear/Forehead/Temporal Infrared
Thermometer

A-OPD-V6001
A3-003-00000A0101

FoFRAR2R
2F of 1st Medical Building
% = ¥R 1-2
1-2F of 3rd Medical
Building

EO %5/%5‘ <244
1-2F of 3rd Medical
Building

>
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The "Instrument Maintenance and
Department Maintenance Record
Retrieval" system allows for the
inquiry of relevant records for
instrument repairs, calibrations, or
maintenance.
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Taiwan Clinical Research Association

Electronic Medical Record System Survey Form

ki SES P T PYC IS 3
Institution name

R4 MBR A T TR A M

System name & version e

5% b B

Survey form completed by (Department) (}?ES Eﬁh B LB 2 L

5 AT EXTY N 2o

Completed by [ Title

fﬁﬁt ot +886 6 2812 8114 #452265
E{%Tf‘ﬁ#r}'&% m940943@ mail.chimei.org.tw

) & 46 B {8 A&k Personal Data Consent:

R ELEBATNH > RELEEEMBERTRLW S(TCRA)AMAR » &4 @A a5 0 1F
B E T % B &% S%EMRAE ] F454E A o TCRA related personnel, such as member companies
may access the above personal data for electronic medical record system-related affairs

AEFHE 4 %394E £V67 45 eSource-Readiness Assessment(eSRA) 2023.2 5 Jg A 1% 2T »
35 % #p. .19 & 388 - This EMR Survey Form V6 is revised according to the 2023.2
version of eSource-Readiness Assessment(eSRA), please refer to p.19 for document history
description.

& Questions:

1. EFREAKALTHLEBIAE?

Is the electronic medical record certified?

@ £Yes [ ] #FNo

B A 0 I eh A MR AT (9] 4o ISOXXXXX):

If yes, which criteria of certification have been followed (ex. ISOXXXXX):

(1)i8 B4 4 45 F) 40 B AR E T o5 B E © (2) ISO/IEC 27001:2013 F 22 4% &
2. RTFH HGPEEGERAFTRER?

Are the system validation documents available for review? ?

X] sYes [ ] #HNo

3.8 Comments: ;é‘*FL ’fuflM)‘tbF ~ B4 «'ﬁ,:ﬁlnt&f]*ﬁi Wk T TREZSE R R
3. AHART RN > B A Sk Ge skt TN ORI 00 6 09 &4 A7 38 5T By B IRAT

Is the system validated on a regular basis and the validation information readiiy
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Taiwan Clinical Research Association

retrievable and retained throughout the retention period?

A RBBRATHAARRERIERCAKGAE - 23 - EHFF 4R (H
A4 P o) T4 B 714 B Fu 32482 Note: Does the site utilize a process to demonstrate

that the development, hosting, deployment and maintenance {e.g. system changes) of
the computerized system is sufficiently validated and documented? [eSRA 2023.2 #26]

X] #Yes [ ] #&No

BR B RBAT— R
If yes, how often will the validation been performed again?

L Fm/BEMMEEEFHIT R © ISOBERFHIF—R B = FHH—

4. THRET GHRELCOBN? oo R AT A B AR AR ) oM Ak
23R
Are data ever transferred to other media? If yes, is there a QC process to ensure that the
data are correctly transferred?

X] & (3 4#) Yes(please tick)
DX e %) E e eg 4%/ Transferred to other media
XI # & %4454 QCprocess is available
[] & & %4E4h42 QC process is not available

[l % No

EEEHComments-(1)@%/\%1&_%‘%%‘1’3{*'@f’r:}%/ﬁzéﬁ% TTRARMENsHEE %fii#
Pooitfr o BGRARAEGNTTIRE  F8FHABRNE AL T2EBAEPERS
POoEERRE | BT (2)&&/\%“&}‘@“* N EEBREHHEHEE TR 4&#}%2 T E
IEEAEREE PR - BEHHERETTFREEHE - i&ﬁﬁ“ﬂ@ﬁﬁﬁ i
HHEMOGFLERATERENMES > St TRERE S T nReskk | -

5. REMA ASAE LM LR L (audittrail)?

Is there a system generated audit trail?

DI &Yes [] #No

WEAComments: A 4TI B & T TSN T A RIS iR

6. JEBIEHE - REEMLFNTHHE?
Is the original information still available for review after the change is made?
WA BALKATTUN LA ER LR E O EN > DB B 2SRk #
IR B547 5T B4 B E 2 AT &9 & 4 ? Note: Does the system prevent new audit trail
information from over-writing previous information such that previous data can be
accessed if data are changed or deleted? [eSRA 2023.2 #26]

7 Yes D ZNo

HAComments: TEFmEBEAEURMEREREFEZR T

2/ 19
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Taiwan Clinical Research Association

7. FEAEH LT THERN R EZEGRH?
Is the audit trail available for monitoring and inspection?

X] &Yes [ ] #%No

& A KR AR
If yes, please describe the review process:

HTEFRBENERSEME |~ THEREHEAE | TENMAKERHRETIES
M BUTHRAEE  BARBRERAR G SR -

8. A FHEH ML ARG I s A A g 2% R AAE A A5 T S AR I B 2 38 k2
Are the audit trail and other security settings protected from modification or being
turned off by users?

XI #Yes [ ] #No

3 B Comments: & LG GAER MR EIERBE B 28 BARBREMNASER
#E TR

9. HUEMEHL TR LG AN - 50 - NEUAREEAR?
Is the audit trail available to capture the date/ time/ details/ person of record change?

<]  #Yes |:| %No

4,

HeAComments: A% B BRsrp A AR J0M - M MU AR HAR 8B~ B
AZIPfr it % F

10. AR ZARF N A S A2
How long is the retained period for the records of audit trail?

{573 47 ] Retention period: 5 &

11. <EAG B 7 S eF R F AT S0
Are the computer date and time controlled?

XI =Yes [ ] #No

ReAComments: " HERIEHIERAFE THBRES ZHRIE > KxE-T6mEGHBARS
(Time server)fE 5 G142 48 B AR 851k » EBHCALE » FLigk & 5 ] {202 #5 4

12. A4AFOSEEMNEE (B8 PAEH BBERURETRE BA])?C
Does the system contain complete records (data, metadata, audit trail, and, as applicable,
e-sighatures)? ¢

Xl &Yes [ ] #No

38 Comments: BB A AR EN TEBERE A4 BBEFRERAG
ANTEFRBERS ) BAKSHEMEMR "FEERETHEREREIEN
O REGABETTRERSETEN -
3/ 19
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13, HREHBEATH > AFHABEOHS - ARAT LR RS
Are there adequate backup, recovery and contingency procedures for data and
metadata?

@ 7= Yes D % No

:—;‘ﬁ;BHComments (kg "TE B A REREHE BEEV-RREEE HEME
(MEdE " EH AR EEEE BT TGS

14, Ay R R SR —ER 20y » A A « EAREE TR L
CATS ¥ — L X B b — B AR (R R i)
Are backup media stored in a secure location, and the backup and main databases stored
and functioned separately in order to avoid any damage in one crash? (The backup media
should be kept off-site in a secure location).

X] #&Yes [] #No
B4 Comments: KB % & & #4515 & 40 2 5 & AR Al (1 35 17)

15. Bty 7 %A T Br ep e 4y E R
Is the backup system backup the data on a real-time basis?

X] #&Yes [ ] #No

#7.89 Comments:_4304 T H By B R Sy

16. & F H ARB 6 769 B R A2
Has the restoration of backup data been tested?

X] #Yes [] #HNo

WEHComments: RA SR aLMRABHERER  EFE2 VT —RGHFRF -

17. WwREFRBALREER > AFAFTEABENE Yo d R E)?
Is there a contingency plan {e.g. paper record) in place in case the system becomes
unavailable.
WO I wRAGKEZEAN > BFRIFFRRL AT AL Note: If there a documented
process for continuing operations if the system is not accessible?[eSRA 2023.2 #23]

<] AYes D Z%No

BAComments: R EAME G E oo B B IEAS

18. REARMATIZMYEYRE » Wil oTEAEAE ~ B8 T HEARHRAR?
Is there an up-to-date disaster recovery plan in place, describing how hardware,
software and data will be restored?

D] #vYes [ ] &No

W#AComments:_BATAR "HBRAFEMYHE ) H112F64308 H2R

4 /19
TCRA EMR Survey Form V6, Date: 28Jul2023 Based on eSRA Version 2023.2



19.

'i'c-Qg'\ AMEYERARGE

Taiwan Clinical Research Association

FHRM AR WBE TN TFEAHA L @R IERS o SRR IR S U
AR SR o fldo P ZFEMRA S F £ EM BRI AR R R SRR > £ F A E LB e
UHRELEFM A gHEMOMAR e inETe ey -
Documentation and controls exist to support the retrieval of study data or documents as
the software applications or hardware environments change. For example : if the EHR
system requires software version updates or patches, is a process established to verify
that the change will not have a negative impact on any study records that have been
closed or archived.

X] #Yes [ ] #%No

3EA Comments: T F i B gt mlmy e kif "oy e B EEgE
FHE TSP RSY o BH R TR R -

20.

21.

22,

AEBATRORERS BT R U MRBRIEE? S
Are there procedures and controls for physical security, ensuring a controlled
environment? ©

7= Yes [:, % No

3R Comments: MRIEARIE MABIERAEETHEFE T HRER AT EIEE
PR EEH EREEREME TR EERe > N T NEARBSEER
WETREEE

TR AR R F R R BB EHEA LT E? T

Are there procedures and controls for the security of user account and password?

R BALABKRFTRERAGRA2RB(AEAA @M E)? Note: Does the system
require secure access via ( check all that apply) [eSRA 2023.2 #16]

X #Yes [ % No [] A:@M NA

[E® @ e mam(ENTHRBA) require password change (indicate interval in the
comment block);

[ ]45 & Fingerprint;

Dﬁﬁ?%{i H14% Face Recognition;

[ ]# B/F# K 4570% Device ( e.g. Smartphone code);

[ |8 — & A single sign in;

[ ]#4_Other:

3,80 Comments: % X E & F B FA5?

A TR EAE ) > TANAMRIEAMRERFEELE ) PR EXIR
I~ B o

TR R A BAE TR AH A R RO A PR

Is there a process to ensure that individuals who should no longer have access are
removed in a timely manner?

WA FZASKETRAEE G RAFRSEMEARER S0 A & 245 R HRfo
Hfe > B ik A E RERA A HE A &6 4 %sh iEfo 3 3E - Note: Does the system have
the ability to create, maintain, apply and revoke the roles, access permissions and
capabilities of each user that accesses the system, such that users have access only to

5/ 19
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24,

25.

26.

27.

28.

TEYA AMEMERTRHE

Talwan Clinical Research Association

those system functions and data that are appropriate to their role? [eSRA 2023.2 #10]

£Yes [ | %No

REAComments: EEAIR " ETF R B U ERFERLFET | THLSBABKRBSE I/ EME
BHETHREZEBHERAETIERG -

AERAEE NG ARG PR FE

Are there procedures to manage and document changes to the system?#
X] &Yes [ ] #No

WBAComments: &4E A RE MG P SIBME RN E BT AKYEE

REHAHHBE  BEEYmEE®"

Is there protection from viruses, hackers, etc.? "

K] #&Yes [] #HNo

3%, 8BAComments:_#} 5’1‘4?3?3Fﬁkﬁﬁﬁmwﬁmﬁﬁfﬂi%ﬁl"fﬁli& e sh S g gk 2 ok
(R FIRATER - $AE A TP | R o 3 3 srWSUS IR TR B B4 A 4
] 0 4B A E AT RS AT R RS AR T AE o

REGHAEETHEERER/IEERE?
Are there Device and/or Operational Checks as appropriate?’

X] &Yes [] #No

A Comments: I EA| A M EREIWME 2Py & 4 0 R TRR N2 TR
i o

B TER M R B AT I HARATY
Is the system documentation maintained appropriately? i

X A£Yes [ ] #No

3. B Comments: %4k B f & &R 25

AFERERBLEHOEFRE

Are unique and protected electronic sugnatures used?

XI #&Yes [ ] %No

3,85 Comments:

WwRERETHE AENETORATHEABRHAS T & AH?
If e-signatures are used, are there written procedures to hold people accountable for
their signature?'

X] #&Yes [ ] #No

6/ 19
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30.

31.

32.
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Taiwan Clinical Research Association

HAComments: " BHEMM T T RBUEREEME | - TEFHEFK

WRFERETFHRE EFRETRABTAAREGENEYg AT AGMARLE -~ B~
R B TERAEFHET > ARZFORE (Bl A4 B30 - HAEFPD

If e-signatures are used, do e-signatures include individual's name, date, time-stamped
and meaning of signature? ™ It is permanently linked to its respective record.[eSRA
2023.2 #30]

X &Yes [] %No

3, 8B Comments:

HE-REMARER ALRTETAHER?

Does the system automatically log off a user after a specified period of inactivity?
R ECFATHIRBEATEEHRE - If yes, please indicate in the comment block
the period of inactivity before the automatic logoff. [eSRA 2023.2 #18]

<] £Yes [ ] #HNo
3,8 Comments:4n R & - A S A G AHHIRE ? 104548

Be AR T T304k 00 4R SLARAFAOE S48 B R AL () e Bk 7k R GCP) &R — B2 "
Are clinical trial electronic record collection and retention practices consistent with
regulatory requirements, such as Medical Care Act and GCP? "

XI &Yes [ ] #No

3t 81 Comments:

FAR IR GCP MLEPATE A ~ B R AT LT FH A RECR T WAL R ALEP 45 B R
Kz E-FmE?0

Is there a process and management policy to access or copy the electronic medical

record for specific clinical study while conducting monitoring, auditing and inspection
under the compliance of GCP?°

WA BRI EE > ERRHRERRTE T UES IR & E B SR
X B £ 84 224%? Note: Can the monitor, auditor and inspector, within reasonable
timeframe, obtain direct read-only access to records of only subjects of this clinical trial?
[eSRA 2023.2 #12]

X #HYes [] #%No

BH 0 FHHA MR B AR
If yes, please describe the review process:

au

W

(W AES EZZ "RIMNTHANETREEERLFE METTFHEEMHR -

()Rl PRI CRAGAR, T EFRB AN Nt HAKOSTEBEBE L - BB

WHATTFEERN  EARMEEERHEUK -

33. AEAHILEEAAL PGS A LS E 75 BIRIEE SRR

7/ 19
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34.

35.

36.

37.

38.
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Taiwan Clinical Research Association

Is there a process to provide a temporary and independent EMR account and password
to Monitor / CRA?

] Yes D Z%No

HERComments: Ry BE R A LN E R HE P PH E AR TR R AR L
RERBEREERENELEES

BERAABAETRBERBMEBRTE ARDME  BEENES T E4NTRAERHE?
Will the monitor’s EMR access be read only and be limited to the medical records of a
specific trial’s subjects?

X £Yes [ ] #FNo [ ] FRANA

WA Comments: EFh W - BAREXEERMARMBE S 4 E M

BRI B E T B 5E 3R i A 0 BT 8 R Bk

Will the monitor access all the electronic medical records of a clinical trial subject?
WA I —ERER TR EMNEMRA 4 ¥ T U B A7 A B sk 22452 Note: Can all patient
records captured in the EMR system be retrieved and reviewed in a way that is
attributable to one trial subject?[eSRA 2023.2 #1]

E 7 Yes |:| ZNo

3,80 Comments: SL5 fE 35 B 0308 A Z P H 7% B fbk

FERALINEAE A KA W & S sRey T AR BAF X R

Does site have EMR user manual and SOP for external user?

DX & (3% 4 ) Yes (please tick)
[ ] 424t 914 F 4 User manual is available
FAAZ B AF £ 42 F- SOP is available
[] #&No

WA Comments: RS HEIEM RAZEEE LA B R AR S B

REFEARBE L5600 AR Z I REH 2P

Are there documented training records for persons that use and maintain the system??
WA RFHEEE T R REA AR AR L FAHIR - APAT HA4bTE AR
Note: Are there doucmented records showing that those maintaining or using the sytem
hve the training necessary to be able to perform ther assigned tasks? [eSRA 2023.2 #25]

X] &Yes [ ] %No

3,84 Comments:

TR REE N L HEMR M INRIES - LT FREDI R 2sEREE?
Does site provide EMR training to monitors? If yes, is training record or certificate
available?

8/ 19

TCRA EMR Survey Form V6, Date: 28Jul2023 Based on eSRA Version 2023.2



39.

40.

41.

42,

-i'c-Q§\ SEEYERT SRS

Taiwan Clinical Research Association

] & (35 4 ) Yes (please tick)
[ 4 kﬁ\ Il 4 42.5% 2, 3 £ No training record nor certificate
[ ] 42424 32.4% Training record is available
[] 42424 £ Training certificate is available

D %ENo

3 BAComments: CRAS — RB| A IRARIFE T B A 40 - AR G IR AR 5 5%

RAATD RG] E XA AMMRE? R FEAAFOARARAETRARE-EE
ﬂﬁgﬁ%&%fm.wﬁu@&% T LA R R AR A& S Fo Al Bl AR GBI
Electronic Health Record(EHR) & %t i 32 o B2 & 3F 35 4R AR E,—g—f‘ii_‘[fzﬁ B te g fig -
Does the system limit the number of unsuccessful log-in attempts? If "yes", please
indicate in the comment block the number of unsuccessful attempts allowed. Note: An
example of an unsuccessful log-in attempt is a forgotten password. This may be handled
via the site operating system and associated procedures or via the EHR system. Site must
ensure that this feature is installed and turned on. [eSRA 2021 #13]

DA #Yes [] HFNo  4wR"R"> HE#:3k

RGBT TR ABRMAIPETR? AR *@&%%wﬁ*ﬁ% mﬁﬂ%§$°

38 7T A8 D B R ARAF R o AR B A2 A 88 EHR R AT - BIR A MEFHHEMR T
SR AT H e AE -

Does the system keep a log of unauthorized access attempts? Note: An example of an

unauthorized access attempt is a hacking attempt. This may be handled via the site

operating system and associated procedures or via the EHR system. Site must ensure that

this feature is installed and turned on. [eSRA 2021 #14]

g 7 Yes D % No A AR MYH F R

— BRI RSB AT A B s R T (e - BHREGRRIAEEZF)? X
RV A ARESEE c A E I RRANEHEG O EETHLA
b wREHTHAREAMAFTHARRMAERF ARSI ER > AP
JE 3% 0k T B B AR e R A e o

Is there an automatic log-off or other data lock (e.g., password protected screen saver)
after a period of inactivity? If "yes", please indicate in the comment block the period of
inactivity before the automatic logoff. Note: Site must ensure that this automatic feature
is installed and turned on. If using password-enabled screen-saver function from your
laptop or desktop system to satisfy this requirement, users should not have the ability to
turn off the password-protected screen saver functionality. [eSRA 2021 #16]

] #Yes [ | & No  4of”&”> 33£88:30 H4

RETUBE— AL REAFE 358548 M4 1) e 85 B IR LB G HE R
MR EF s R B E? 28 BRAR BEEL O TREMBRAREFELTHN
AIERIRAR - ZRER LR EFTARGE  EHHELLEH T NP ARG &
REFrERAL o

Can a list be produced, if requested, of all users, including past users, their access
level/rights and the start and end date of these access rights? Note: The site personnel
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log should also include other non-site persons who may have access to the clinical
research electronic source data. This report does not have to be kept by the investigator,
but should be available upon request from the IT dept or vendor which maintains the
system. (eSRA 2021 jr & #17)

Xl £Yes [] HNo 9: HAMREBAKDERS

o R Bl 2 S0 PO 3R RPN BT T A - R A 0 B AR 1 ) R AR A
g db B S o o TR 0 R 2 M Ao T B HE?

If electronic data is received from other systems (internal or external), are there
appropriate technical or procedural controls to assure confidentiality and integrity of
data received from these systems? [eSRA 2021 #28]

Xl #Yes [] % No  z8A:XML&EBAEFHRE

R L EK LA G E=ZH (B EE - RS - AT A EXBEAER T
EH (BB )G EE? EE D A TN TRBBS L MAF - Service Level
Agreement(SLA) 2, 7T #¢ 4 JE 7 4935 T R THERA"REFTE -8 -

R R AR AL D AABRERRE - XF A ERGRTH BT RGFMEE
fr (B fo BT ) 695% & ? Note: If this computerized system is provided by a
System Supplier, are there formal agreements in place to clearly define responsibilities
of each party ( Site and System Supplier) [eSRA 2023.2 #29]

|:] & Yes [:] % No 8 REA

Jo A A PR T > RE A BB W Ao/ A48 M HARR A G ERARN IR XA
AABTHTESHREBOERLT  BRARE LS EMBIEAEFTHORB HBIR -

Is there a process that in case of data breach, the Sponsor and/or relevant Data
Protection supervisory authority are notified? Note: In absence of a federal supervisory
authority, the site process should indicate to report any data breach to the sponsor. [
2T Revised Based on eSRA 2023.2 #31]

[] ZYes [] #HNo e RiM

ABEERE A RHEEERELRREFHEREIHEE R 8RKETFRTFHS
A.?

Are all records give to the sponsor via electronic or manual means de-identified, such
that they do not contain any patient-identifiers that are prohibited by the country in
which the clinical trial is taking place? [eSRA 2023.2 #2]

I & Yes [ ] %HNo  zxmd:

BT T O T/ Mk R E?
Does the audit trail include the reason for changes / deletions? [eSRA 2021 #4]

K] #Yes [|] % No EE R

AEABFIAG EARAAREEZPHE? EE - wREMBERALSIFRGTPTYE
Bk > Rl AE BB - flhe > AR AR EA BB R R ok -
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Is there a documented site procedure in place to ensure study staff are not
unintentionally unblinded in studies where this is a requirement? Note: If your site does
now or may in the future handle blinded studies, this question must be answered. For
example, information on pharmacy distribution should not be available for study staff to
see? [eSRA 2021 #12]

|:| = Yes |:| % No 8 R

G EMRGEAT O RERETR?
Does the system audit trail include record viewing and downloading? [eSRA 2023.2 #4]

XI #AYes [ ] #HNo  ix®g:

384 Comments: f&4f T HAREF T ELFE AR HHETREBEZFR M- &
MBS ER RABITAR - BHMANERAZEASTHES -

HBEMEHERTFTAHABTHRAA A FRSGEFHNTHFUME  RERFHE
RFERFH?

Is the audit trail human-readable and readily accessible to the end user to be able to
retrieve and allow reconstruction of events with a reasonable effort? [eSRA 2023.2 #6]

|E 7€ Yes |:| % No ZEBR:

3 B8 Comments: B 35348373400 T A EHE | A AT RS A A 0 3 TR EF R
FEEFTHBELANER -

% %o/ KB R T RALE T R A B F?
Does the system and/or process adequately provide for identifying the local time of
patient events?[eSRA 2023.2 #9]

] & Yes [ | % No TEH
oA Comments: MR4E " FHE R F AR FE | MG o RIEE A NTP B R SRR

NTP * #ki85 SRS AR E2 B4 AR ETBRAMNALZAELSTHE
A~ A WA~ Ay R BAET IR 2 08 A R G 5 F E R

7K SOP LA B A6 FH-Lal8k > A2/ G2/ MRk F B > AT 5 FBARE >
WA A AL

Is there policy/procedure/training that instructs users, who create/modify/delete
records, not to share their unique access method or not to leave their account open for
others to use? [eSRA 2023.2 #11]

X AYes [ ] % No kAR TET AR UERAERELE | PR -

RZEH SOP > 13 A#EMF I o ABIE (EFEMesh) 2 RART HHTH > AB
THFAN A LT > BRYETERACHRGHRZIEEF?

Are there process or system controls in place to ensure that data and metadata
(including audit trail) are enduring, continue to be available, human-readable and
understandable and are retained in an archive for the legal period? [eSRA 2023.2 #22]

DX &Yes [ ®FNo uwlikdf HEBHAFOBMAEMAREEREERTE
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i

54, RIEAFEFREGARZRETE > FHirb B re ENR 4935 & 4oy By -
What level of risk does the site consider their system, bases on the deficiencies identified
in this assessment? [eSRA 2023.2 #31]

[] High sER% [| Medium ¥ & &% Low & /& JAL I

X AH:

HE A ;E RQ ‘)‘;:Q_(

Completed by

g
w4 bici B H5: oS / ' /) (878 /@ i)

Signature Date (dd/mm/yyyy)
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# 3E Note:

B RHXFGANERARBEAT AR B T oM AR RAERAL TS
Tk B | IR o EMGRAR Y TAREES | S ARBRER N ER Y AN
BIRAREIITHEB M — B E - RIRERIPHE - BRPE/BRT X LRGN
WEAREE - WRA A OEHE TRER RSN - TN - — R TEIMAE 0 LA AN B
RGP sk F B AT ARSE R TR AR A AR LT h AR E B AT
L& e
Software validation documentation is the demonstration of the developing "level of
confidence" that the software meets all the site's requirements and user expectations. A
"typical set" of validation documentation includes requirements for what the system is
supposed to do, a plan to test what the system is supposed to do, test results evaluation,
error evaluation/resolution, and a final summary report. Depending on if the system is
purchased or "built" by the institution, the documentation required to show that the system
has been validated "to ensure accuracy, reliability, consistent intended performance and
the ability to detect invalid or altered records" will vary accordingly.

b GRS B MR L BRATRAORE MESEREEFYIURR - B L&
MERE S F AT o PO BMA T @S > HAK A TR A LRI E A LIFAR
(system clock) o [t 3E38. 84 » 493464069 A 4t > HL A Ak a0 BF R} R AT B & 40/ B 0 B BT ROR ©
oo JEAE A fo B R R BATIR AR B e AR R RE b o F A GY AT A BB T ATEHEE A
ik Aoy BT RIRBMEIIE - £EHA MAERERR/REFRFTH > BREZAH
IR GATR » hksbiRiEE B ey Bkl > URFEMELS > bk a FRM?
The date and time of the computer should be taken from a reliable source that cannot be
modified by the users. It should also be accurate, unambiguous and controlled. Written
procedures should be located at the site stating who is responsible for setting and
periodically checking the system clock. Just as a note, for networked systems the time on the
screen may not be the source of the time for the system/software. The site should be able to
tell you where the time is coming from and who makes sure it is correct. All data generated
should be traceable and the date that the system uses supports this activity. In your
discussions about the audit trail and/or electronic signatures, you should ask where the date
comes from and who makes sure that this date is correct and who addresses any
discrepancies?

C AW WwREAHMABBES—BASL  PEHRMERARS AR E  GRAFTE
PR TG HR? e RERR T A AP B MRARL AR BRI AR 46 TER > AR K
B CRF Lameg A - ATFREMAMEMEF T ERARROER

Or another way to ask this question, are you able to view a complete record if data has been
transferred from another system, an older version of the software or another location? If not,
the institution is required to allow you to look at the original record to verify information on
the CRF. To clarify what is meant by data and metadata:

FH D RRBERATL R A AL F ARME MR RERAFF - MARHT -
Data: Representations of facts, concepts, or instructions in a manner suitable for
communication, interpretation, or processing by humans or automated means.

PAFOR A A TR MG TR o AT P TR Bk R IR AR — 0 42
HHPRTFHEHER  FRXHERMALEL RN EN (RIE (ZBEBRER) &
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1B 11 KA 2B A MA > 4o ! cGMP ~ GLP A& GCP £ % &)

Metadata: This is data about the data. Meta-data is that data that may not be physically
included as part of a record but is still necessary to give that record meaning to fulfill
documentation requirements (based on 21 CFR Part 11 or applicable predicate rules, e.g.,
cGMP, GLP, GCP, etc.).

TAMmET > THRET FEGMAMG P NTENEATeS e FE - ELR
PR TR RSO THET  XHFRARFR TR EN E el 0 AR
B F b da i 2 B 6 B4R o o A H R s SRBETE BT A 2 B T U AT T e B e (21
CFR Part 11) "

In practical terms, the types of metadata that can be associated with an electronic record
may include: details of the record's creation, author, creation date, ownership, searchable
keywords that can be used to classify the document, details of the type of data found in the
document, and the relationships between different data components. Meta-data must be
stored as an integral part of the electronic document it describes." {21 CFR Part 11)

d EAHHEERERFERIL - —FEZRFE T USEILEMHA @4 & F B shiTe
WA o A MR E A  E AR BB AN E TR ER %ﬂtﬁié’lﬁﬁﬁ V&
HARBRETE LN ;;%”r’ﬂrﬁfrff%ﬂié’]ﬁ@}(ﬁﬂl__ ) o JEEEAPATE Fidh i b Tl au
fr o AR R E M o B ALATH AN A %-ﬁ—*ﬁiﬁ%%ﬁf?w AT ey SR E
AAEREPER TS TRAERKNETHUE -BomET oOMEFEMREERARMAR
BEHNNLEHRMESNLRYG  MRMERNA EARHAGND BEEAREHG 2L
R TR A R o B MR T SRR 0 S R B A R
Fois4e

A backup and restore process should be formalized in a procedure. The procedure is critical
and should be qualified and documented to include proof that the steps were performed.
Referring to a time when the system is not able to be used, contingency procedures should
also include action to be taken until normal operation is restored and what actions are taken
to the data generated during the system downtime, as applicable. Backups of electronic
records and meta-data should be performed regularly to prevent loss of information. The
frequency of backups should be defined in the system requirements and system procedures
approved by the System Owner since this impacts the amount of data that could be lost
during a disaster. For example a system like eDM is determined to be critical to sponsor’s
operation and we have periodical full backups with daily incremental backups to protect
study data from loss or corruption. Procedures should exist to protect backup and archive
media when stored off-site.

“ RHpLBHMN—ERETHALACERTER(FSARDETRE)NEEN - BA
THARLALERLS - REEHRRARBTSHNAEA AV E - R &k FE
A% o EHk( 4 ® 2@ HR) ) BA TR EEEERAMITIE - B AR
MR FE) o BALE B LB BRI S E RN IR RS
WA o LEFERE RN THREINALE -

Systems must be located in an environment that provides physical security and operational
integrity, as appropriate to the system function. Physical security and operational procedures
should exist. Security should extend to all roles at the investigator site, including visitors,
sponsor representatives, cleaning people, etc. Computer facilities including control rooms
and storage closet should be physically secure with controlled access (locked doors, log
books for entry and exit, key card access, etc.). Environmental conditions should be
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controlled, as appropriate, and monitored, where needed, to maintain operational integrity
environmental conditions should meet manufacturers' specifications. Consideration should
also be taken to ensure the physical security of backed up records.

b Bl a R R IE R — B YA B R I ﬁ FIEE R LA LA o (do R
— ARG ER R A 90 Ry T AG ~ BAHERA IR ~ AR BE A Tk M&’ff‘ﬁi E
RAHNAEE ) WwRAKR/REELRAONERLEES ,m,ﬁH A ESATE B EE
FHRMRFTEH c ERPHRARRBRDRBEIEGRE > AREEHE %"é‘ﬁ#]%%
PR3 (A AR 3 ) AR B oE RARIRAME GO A B R LRI A B ECE R R A IR -

If system and/or operating system functionality does not include password aging, procedural
controls should be implemented that require periodic password changing. Procedures and or
controls should be established to manage user ID and passwords consistently across
regulated systems. (e.g., procedures addressing password aging typically not exceeding 90
days, issuance of identification information, periodically checking access logs, and
termination of system access). An active system should not be left unattended. The system
should have a password controlled screen-saver (“timeout” feature) to prevent unauthorized
access during periods of inactivity.

g gj LsRITHI E gz,,}irrﬂi/&ow;aé% JEHH A2 T SR R P A ACHEPTA
i("\f JET IR L) - 5 A THGER U fﬁ] TFREITH R R TRITY
E A B ARG E Bk ~ AR/ EMEA Qe B R) ~ RAYE R 06 > ABREATA
BBk A H S FEEES A AR SRSk XA B & -
Changes made to the system must be controlled and documented. Procedures should be in
place to ensure that all changes are evaluated by the owner of the system (even those
recommended by a vendor). If a change is needed or is warranted for the continued use of
the software than a documented review of the change approval, testing/revalidation (as
necessary), evaluation of final change and communication to the users of the system about
the release should all be present with other system documentation.

h: ”E%ﬁ:%’r ks 2R X BEECRPERMAERBALTAR - BRELEHE
B ah : McAfee ~ Norton % 4 4% ~ BitDefender %) » FE 85 F 3730 ¥ S 47/4 fs 4 8%
# Ik féfé]i&l’q EYAET SR TN 6 A 45 o B B R{E P 48 PR 4 28 0 2 Sk JE SRR ERER S ol By 3

ol KR B R KR E o FE A S E BRI T LURSE AR B By o
Electronic viruses, worms, malware, hackers, etc. are a threat to information integrity and
system availability. The site should have virus software installed (e.g. McAfee, Norton
antivirus, BitDefender, etc.), kept up-to-date, and working/scanning actively for any type of
system networked or non-networked. Additional precautions should be taken for systems
open to the internet, for example firewalls and malware detection. Operating systems should
also be kept up-to-date to mitigate an attack on the system.

FEA O BARE AR A F SRR BAEE A MIARIE 2SI RIR o SRR L AE
B 4% A A s R T AFsh A AT AR R A BB B — A% - AmE FaEM A
B SRR TEEE LT ARUFHATIREE 3 ((EBREBHIER) B 21 B
% 11 8 5 AT XH8S)FK tafp o

Device checks are warranted where only certain devices have been selected as a legitimate
source of data input or commands. Validation may demonstrate that a given terminal or
workstation is technically capable of sending information from one point to another,
however validation alone would not be expected to address whether or not such device is
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authorized to do so. (21CFR Part 11; Preamble #85)

Figw  —ARFEFAAFATHRELETRERSE - WBEREEAAGANEE
CEEETHIMARIESHAERRMEE - BBIM T LSBT - THREANMR S
HEEBMA BRI RS MATRENIIRT > THRERERTH
AR B EREBNRE -

The term "appropriate" suggests that device checks are not required in all cases. These
checks should be used when certain devices have been selected as legitimate sources of data
input or commands. For example, in a network environment it may be necessary for security
reasons to limit issuance of critical commands to an authorized workstation. In a laboratory
environment it may be necessary to ensure that data only comes from a specific calibrated
instrument.

i

RGP NSRS T TR AE R R B A IR B IR BB A M (ot B A KL
e 49 & S AF ¥ RORELA UML) i Mk R B A S £ 36T RIRAG A UM o SLIGT G
LA A RN o B M T 0 24 AR CHRATIEGTES > B A B E AN A%
Wit e — e B BRER AL -

System owners and developers should evaluate the suitability of device checks (e.g., the
distinction the computer system can make regarding the source and validity of an operation)
during system definition and design to determine the validity of the source of data input or
operational instructions. Such evaluations should be included in the system documentation.
In general, the investigator would not do this type of evaluation as it would be integral to
system design and determined by the vendor.

EEHE  REREMFEMARFBUAR A SE LR TN -
Device checks: device checks ensure that the computer system is receiving data from
legitimate source

ERE M ERETHEMRMATHFFHOPA B o fldo > o RA~B H CFfH2
RIRBIBF A R AGEHRATHAEB FHZAHA ™ B FHECFHZATRE
Operational checks: Operational checks ensure proper sequencing of events when entering
data. If events A, B, and C have to occur in order, the system ensures that Event A occurs
before Event B which occurs before Event C.

bR ISR AR A A T R S e isk o LA E R (e R -
M)A AR AR EE R o R T EHII 0 FIARE B a0 A MR
ol ARG H > Y EF M AR BITHE (S HSNNE - B BB LK FRL
JRAR) . RS BRERERA A AL T RAM - A8
PSSR UM ~ AR B R A BRI - EREIIRES FAETE
REMELENE RBBHERALZKDHEIGI - -

System Documentation are records describing how a system operates and is maintained.
Adequate controls (security, change control, access rights, etc.) over the documentation are
necessary to ensure the consistent operation of the system. In addition to control, it is
important that the system documentation be kept up to date and controlled under a system
of change management (versioning of the documented, history of change, etc.) System
documentation includes standard operating procedures, system maintenance documentation,
user manuals, help files, system development documentation, Functional Requirements,
Design Specifications, User Documentation, User Training Records, Contingency Plan and
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other validation materials. Source code is also considered to be part of the systems
documentation.

B FRERIGHEBADIT AR - SHAGRAFERLLEAMREEFHOR
NETH IR — AP R R EREN - TFRE—RARMBAFERL &7
EP 42 WORD 3 L& —ATF o Bl M5 - ho RLERE B £ - L AMHA T HIIE - 4
WEER AW R S OB AR B RO EFNRMA TR > S RSB ieskENE
FoLEFEERELARR EFHEHARATHEL > AR QERMFRFLELL -
Electronic signature means a computer data compilation of any symbol or series of symbols
executed, adopted, or authorized by an individual to be the legally binding equivalent of the
individual's handwritten signature. An electronic signature tends not to be an image of an
individual's handwritten signature or a line typed into a Word document. For example, if the
record is changed, controls must be in place to ensure it is clear that the initial signature is no
longer linked to the signed record, and to require re-signing of the modified record. As in
electronic data capture (EDC) system, an electronic signature should be forever associated
with the records until those records no longer exist.

R ETF AT BALAHEETFRETHRERWITHER - TFHFRAALBAT
BRLEEHEREARN BB P ORGAITBESF  RARHEATFRETIITY
fra e AR AR A T B S U A AR

When electronic signatures are used, individuals are held accountable and responsible for
action taken under their electronic sighatures. Electronic signatures are considered to be the
legally binding equivalent of handwritten signature. Investigator site should have written
procedures to hold people accountable for their actions conducted under electronic
signatures and there should be documented training on this concept.

M % T 5T 6] B LA KR Av Ep W 6 SGRATARAR D AR B 5 F 09 0 A B AR AL R P Bp > S
HETFRH(ETFRRIERBEE T REANLL - EELFLARE— - LR IAT
gk £ B IEoE— BB B A — AR PRLHFTEEE A ERIRE)
Can this be viewed both in paper and printed? Electronic records that are signed (either
electronically or on paper) should manifest the signers’ full name whenever the signed
record is viewed or printed. This name should be unigque. An additional identifier (e.g.,
middle initial, User ID, etc.) should be added if the full first and last name is not unique.

WML FLRTH AN ELEFRRRENE B ) £ETRET » 274
EFIET R Lo o BAA/EFME M - — 2R TSI ) (buried) kA R B i
HAEZNSEMARH e | BB BN TR R k) -

Signatures on records indicate a certain level of importance or change in status (e.g.
approved). In the electronic environment it is important to be able to determine when the
signature was applied. This date/time should be obvious. It is generally not sufficient to rely
on "buried" data (e.g. audit trails only available through advanced queries) to determine
when a record was sighed.

BEHBOENRTHELNTY  wHEHAL - BEAFHRRNITE - £07F — Tk
MEBET— M OEENES  FLOERE AR SR FRERAmA TS T
REFELLHIE R L PR B AHURBERARNINER -

Signatures are used to indicate specific actions such as reviewer, approver, etc. When signing
a record and when displaying a signed record the meaning of the signhature should be
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apparent. When it is not clear what action the signature represents, it may be difficult to
determine what data the signature is linked with and what are the legally binding
implications.

N Z 4 b8y TR BRE K 18 #it(audit trail) BEAE 5 A AR E ok (source document) 0 B o4 ZR AR BE
FORE R IR IR AR > BB MM B R E W EHIUT - B F A LA RR
BRI A AR AR AR R R SR AR e R4S B B

System data and audit trails, being source documents, must be retained for a period as
agreed for all source documents and must be available for regulatory review. Electronic
source should be retained on a media that will allow credibility in the future.

AR B E S TO5ME » AR B E > JEKAMRS -
According to Article 70 of Medical Care Act, medical records for human trials shall be
retained indefinitely.

o MRLFMAMMEHY A MBI BAFTRAK AR TIRS E HEFRMAETFRE
o # X A AR A AR 2 A7 99 350 )? 2 B M A B a0 IR AR Y E N B R ER R 3R é’ Ak AR
5 R POLBAAEEFTRMARRBRERERE) REBEFR A UREEL LA
BEAMEMR ARHEZEAELT T EFEFTURHENTNE Hz;ﬁ:“‘é&d
A0 A 2L /\.;t-ﬁ'Tﬁzﬁ’a‘ﬁﬂzx&i%éﬁ%*ﬁLﬁhﬁﬁ# (7% Bp 45 #9 9 Ep i 2R @ BT AE 4935 >
2B F LARAR) -
To state this question another way - Can you get records out of the system for the Agency to
review in electronic or paper format just for our studies? Is there a process for this? The site
is required to provide the Agency (and to sponsor representatives) access to, copy and verify
any original/certified copy of records or reports used to support the clinical trial at that site.
The system should be able to generate complete copies of an electronic record, electronic
signature, and the corresponding meta-data such as audit trail in human readable form (e.g.,
be able to print it and if possible, view it on screen).

P L AT T FR  MABERER) R RER ARNAR(RRETER S A
AR EBSMARS)ARBTEIHMEORT IR REE - RN EEIHRA(R
BT B > B AZ)OANE > BB ATHIGRIE A R WY
THECRE ISR 2P 2V RYA X RGBT YR AT BN E - bR EEH
o QAHEHH ZEGHE -

Documentation must exist to show that the people that developed (as necessary), maintain
or users of the system (system administrators, research staff, pharmacy staff, etc.) have the
education, training, and experience to perform their tasks. Personnel entrusted with
important functions (system administration, backing-up data, data entry, etc.) must have
sufficient training to do their jobs. The vendor could have given this training but at a
minimum there should be documentation at the site as to what was taught, by whom, to
whom and when.

18 / 19
TCRA EMR Survey Form V6, Date: 28Jul2023 Based on eSRA Version 2023.2



'i'c-Qg“\ SEBYERARGRE

Taiwan Clinical Research Association

Document History ¢+ &

EMR V6 Remarks for change eSRA 27, NA (EMR V3) 30
20Jul2023 e Version 28. NA (EMR V3) 30
(TCRA) # 2023.2 # 29. Revised ¥4 3T EMR V3 30
1. NA (EMR V3) 26 30. Revised 13T EMR V3 18
2 NA (EMR V3) 26 31. NA (EMR V3) 12
3. Revised 1% 3T EMR V3 26 32. Revised 43T EMRV3 | 20 ~ 12
4. NA (EMR V3) 26 33. | NA(EMRV3) 30
5. NA (EMR V3) 3 34, NA (EMR V3) 19
6. Revised 1% 3T EMR V3 26 35, Revised %37 EMR V3 1
7. NA (EMR V3) 32 36. NA (EMR V3) 11
8. NA (EMR V3) 8 37. Revised %37 EMR V3 25
9. NA (EMR V3) 3 38. NA (EMR V3) 11
10. NA (EMR V3) 22 39. A (EMR V4) 14
1l NA (EMR V3) 51 40. NA (EMR v4) 15
12, NA (EMR V3) 51 41. A (EMR V4) 18
13, NA (EMR V3) 21 42, A (EMR V4) 19
14, NA (EMR V3) 21 43. | NA(EMR V4) 28
15. NA (EMR V3) 21 44, Revised %37 EMR V4 29
16. NA (EMR V3) 71 45. NA (EMR V4) 17
17. Revised 43T EMR V3 23 46. Revised {437 EMR V4 2
18. NA (EMR V3) 24 47. NA (EMR V4) 5
19. NA (EMR V3) 23 48. NA (EMR V4) 13
20. NA (EMR V3) 49. B4 4
21. Revised %37 EMR V3 16 50. By 6
22. Revised f£3T EMR V3 10 51. B i 9
23. NA (EMR V3) 26 52. ¥ 11
24. A (EMR V3) 27 53. e 22
25. A (EMR V3) 10 54. P 31
26. A (EMR V3) 10

SEMR V3 2 EMR V4 4444 & EMR V5
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