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Record of Composition and Revisions of Controlled Documents

1 Updated the version of item 3.1 “Regulations for
Good Clinical Practice.”

2. B:x 52 B 2P AT 529 FF T MIr~ R
iy 2 TR, BpE o

2 Revised an item under 5.2 Composition of
Statement Forms — Added “Conflict and
Confidentiality Statement by Research Personnel.”

. AW 67 H A FAJIFeEEP L 6877
FHREREP S 69V EFATEBGSE T g
2 Timg B3 FHiTH 5.6 BdrF s

3 Added “Appendix 6.7 — Conflict of Interest
Statement by the Principal Investigator,” “Appendix
6.8 — Confidentiality Statement by Research
Personnel,” “Appendix 6.9 — Conflict of Interest and
Confidentiality Statement by Research Personnel,”

and added “5.6 Records Retention.”
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Document Number | IRB-Regulations of Operation- 2004 Titlf SOP for Confidentiality and Conflict of Interest Statement
Composed | tepaiatit | PESS g ome  ompm
by The IRB Committees Confidentialty mUnclassified oConfidential cHighly Confidential
S
i¥ * H i~ |0All units in the hospital
Appliedto |mH & > FH3rp [ AP T HEE AL R ¢
mOther (Prease specify): The IRB Committees
EENEE MR RE 2 TPy
Version No. Pages Summary of Revisions of the Document Date of Implementation
A | 6 |#7:7 - Newly composed. 20140519
B |5 |d AHF%RL A ¢IFFTEAA 5.4 KR~ A o | 20141125
This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human Research
Committee.”
C| 51 rRT 8zEHLRE L5 T%-/2 A 877 K| 20160318
FEL0 6
1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees”
2. "R, L 25 TE Ry
2. The original “independent expert” was replaced by
“expert consultant.”
D |5 |1 {#31EXRAIGEEBHREREREL - 20170709
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SOP for Conf|dent|a||ty and Conflict of Interest Statement
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Title
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The IRB Committees
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Level of I'E O |

Confidentiality

Oi& 4 %
mUnclassified oConfidential cHighly Confidential

o H >
Applied to

e 3

OAIll units in the hospital

mi s o HRIP AP T REFALA €
mOther (Prease specify): The IRB Committees

R
Version
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No. Pages

v EBTTER
Summary of Revisions of the Document

FEp
Date of Implementation
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1010 65129 %{ £ 0 2012 - (2 4% %‘ %5
1071661626 522 2 & & 2~ 3 ~ 6 7 i li ’
Updated reference 3 1 into “Regulatlons for
Organization and Operation of IRB Committees
(Ministry of Health and Welfare, promulgated in 2012
pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2,
3, 6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No.

4«}

5
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20181026

1071661626).”

1. Bex %y~ 2325 ' LR ATk A% FRER
(A igfiinivgazx 1 91407874 5L e

1. Updated reference 3.2 into “Regulations for Good

Clinical Practice (Ministry of Health and Welfare,

Pursuant to Bu-Shou-Shi-Zi No. 1091407874).”

FHHE 6.26.7

Replaced Appendices 6.2, 6.7

20201117

i 2020 £ 1SO 9001:2015 R % e E A kBT i3 1
The following modlflcatlons were made accordlng to
the recommendations of ISO 9001:2015
(International Organization for Standardization) in 2020.
2. ¥t 6.7-6.8-6.9-

R EINN

20210528

2. Replaced Appendices 6.7, 6.8, 6.9.
S FEREE R
Blank. Continued on next page.
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The original “The First/Second IRB Committees”

was renamed “The IRB Committees”.

2. FHMiE 6.1~6.6

2. Replaced Appendices 6.1 - 6.6.

P

20230717

i A AL E > 3 2025 £ 087" 26p ERTHEMRA E P
% # IR 13T o

Complied with the regulations of TCVGH, this
document was re-examined on 26 August, 2025, and
the content did not need to be revised.

20230717

1. it 6772444 47 PR L Bt 6.8
rpi:,\.ﬁ,ﬁ:?r.g»p 5 q__fﬁrlziw,at‘fl 6.7 ":+%
FrEEpsR Tffew, 2 TRy, £ F

1. The original reference 6.7, “Principal Investigator
Conflict of Interest Declaration,” and reference 6.8,
“Research Team Member Confidentiality
Declaration,” have been consolidated as reference
6.7, entitled “Conflict of Interest and Confidentiality
Declaration for Project Research Team Members.”

2. Rtk 6.9 "EEE AR ri Fiw, 2 "
% %‘ﬂ L En%i 2 20 7]%3—- it 6.8 T3t
étﬂ BEESR (flgew, 5 (hg, #0E (@
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2. The original reference 6.9, “Conflict of Interest and
Confidentiality Declaration for Project Research
Team Members,” has been renumbered and retitled
as reference 6.8, “Conflict of Interest and
Confidentiality Declaration for Project Research
Team Members (Applicable to Research Projects
Approved by Other Authorized Review Boards).”

20260512
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5.2.
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3. The original reference 5.2.7 “Principal Investigator
Conflict of Interest Declaration,” and reference
5.2.8, “Research Team Member Confidentiality
Declaration,” have been consolidated as reference
5.2.7, entitled “Conflict of Interest and
Confidentiality Declaration for Project Research
Team Members.”

4. B 529 "3 %7 % @%%‘ﬁ TlEwwr, 2 TR
BpE o g %%i { +#5 528371 H
= R r”f'li'éﬁﬁh ﬁ TR, B (ki
Ewgéﬁﬁgﬁﬁfpﬁiéh

4. The original reference 5.2.9, “Conflict of Interest and
Confidentiality Declaration for Project Research
Team Members,” has been renumbered and retitled
as reference 5.2.8, “Conflict of Interest and
Confidentiality Declaration for Project Research
Team Members (Applicable to Research Projects
Approved by Other Authorized Review Boards).”

’T'ﬁg SN, ¢ . P
Composed/ReviawDeRted |- & ’i%ﬁl%‘\/lé_ﬁedﬁ ’\‘ ’}'f JEL 9 Approved

I XA C 5 rm d N
z“mql_ mﬂz{ @ g o0 g 3T T s

><7lw ErLKM S G BATR R > WA T F L SOP g 1Y g 0 R p 7 o
% Changing, marklng or copying controlled documents without permission is

prohibited.
*The latest version of this document in the Knowledge Management System (KMS)
takes precedence. Distribution of hard copies of this document must be approved
and stamped by the SOP Administrative Center. Copying without permission is
strictly prohibited.
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Review Form of Composition and Revisions of Controlled Documents
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Document Number | IRB-Regulations of Operation- 2004 Title SOP for Confidentiality and Conflict of Interest Statement
g yH i L ¢ PRE o1
Processing Unit Review Comments Head of Processing Unit

BB EF R
There is no need for review by other departments or
divisions.

AL I A B AR FAALEP T O LERFFI e E R
*The head of each processing unit is advised to provide comments before

signing/stamping to approve. If needed, itis recommended that the head of each
processing unit discuss with the unit that made the SOP.
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1. Purpose
The purpose of this SOP is to provide forms for the statement of
confidentiality and conflicts of interest, and to define who shall read,
understand, accept, and remember the conditions stated on the
forms, and who shall sign them. This SOP also provides detailed
guidelines for document signing and records retention.

2.4 %
LEREERE S FEAMPTARF AL §ER i ewt M
e (FE R AR o

2. Scope
This SOP contains information and operating procedures for topics
related to confidentiality and conflicts of interest for the IRB
Committees.

354 < i

3. References

31T My 62 B 5L R ¢ R EER YRS o FiliFEd AE
3R G %5 F % 1010265129 5.4 > 2012 - (fF4 #W’J%"Sﬁﬁé"‘%
F % 1071661626 5.4 2 % 2~3~6~7 iFiE < > 2018)

3.1 Regulations for Organization and Operation of IRB
Committees (Ministry of Health and Welfare, promulgated in
2012 pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 3,

6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No.
1071661626)

32 THF R B ATeh @A LR, (HFLBIIIMESFH
1091407874 %)

3.2 Regulations for Good Clinical Practice (Ministry of Health and
Welfare, Pursuant to Bu-Shou-Shi-Zi No. 1091407874)

(2026.05.12]
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4. Definitions
41 Fjpid PEREFIFTEL FLFR -
4.1 Confidentiality: Distribution of information without permission is
prohibited.
4.2 % B
4.2 Confidentiality Statement
4217 P RBRG 2B -

4.2.1 Confidentiality Statement is also referred to as Agreement
of Privacy or Agreement of Non-disclosure.

422 PR AR R EETET M AE Tk F o el
f P

WA R R o

4.2.2 This agreement is designed to protect the privacy, the
information and the expertise in a research project to
prevent misuse by others.

423 EHRBTHFET > EFFIOT AT AR

4.2.3 Under the protection of the policy of confidentiality, any
type of information can be kept secret.

424«’ﬁfi/\muﬁ—%fwgiﬁw;}z&%%@o LR B #Enﬁ;%a@
XL & Do

4.2.4 Most agreements of privacy allow exceptions. It is
important to accept exceptions in an agreement of privacy.

A25 R P> A5 EHRP » AP R TP e TR gk
;%l]“} o
a1 =

4.2.5 Agreements shall be effective during a certain period of
time. Within the specified period of time, information shall
be kept confidential.

4.3 | £ % &F
4.3 Avoidance of Conflict of Interest
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4314 f 7# 8 7 '~272‘_f75fﬁ§.3“" i ~?)§J<s?z\3€1 v m BLEH b

4\
THheiTREL ot

4.3.1 IRB members should not allow any interest incurred by
work-related funding or publication of documents to affect
their impartiality in independent review and other related

work.
432 % - BAFFAJIE T am B8 (M) 232 Fi
m%ﬁrl‘io

4.3.2 When personal interests are involved, an individual's
objectivity regarding work- related responsibilities will be
affected.

433xB T EF ZBHEEZ HAJE o F 2t £2HE-

4.3.3 The definition of this term contains three key elements:
financial interest, work- related responsibility, and
professional interest.

4341 F g e Fa b

4.3.4 Avoidance of Conflict of Interest may occur in the following
situations:

4341 % A JIEEAHF DB L RIS K

4.3.4.1 When individuals’ personal interests diverge from their
professional responsibilities at TCVGH.

4342422 LR fILH IR S F 175 AT o

4.3.4.2 When a well-informed independent observer has
reasonable doubts about professional behavior or
decisions.

4.3.43 @ AL G o H A YB LA FL o

4.3.4.3 A conflict of interest depends on the situation, and not
the character or actions of the individual.

4.35 Bl F @@ e f OB T BB AL ¢

4.3.5 Potential conflicts of interest must be disclosed and
addressed case by case.

(2026.05.12]
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5. Procedure
5.1 Rtk ? 2 {lFfwgrip ¢ 2 ER
5.1 Flow Chart of Managing Confidentiality and Conflict of Interest

Statement
o AZ i AnRE 2 2

Flow Chart Responsible Personnel Relevant Documents

TR 2] e

L R/ArM AR
i B E Document Revision and LpEr 2
Composition of Standardization Group Statement Forms
Statement Forms Members/Relevant
Personnel

TR /] F A S
Confidentiality/Conflict of
Interest Statement

3P

AT REFALA €
Review

The IRB Committees

Yes
A 4
FLEPFEEFR L LRI LR SR
g i IRB g"embﬁrS’tE’;pe” Confidentiality/Conflict of
onsultants Interest Statement
Bpd g% Advocates of Research
Signing a statement Subjects/Relevant Personnel

Y
i i FRAFwEEp 3
Records Retention KyEA R AV ¥
Staff Members Confidentiality/Conflict of

Interest Statement
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L EBTR AW ERFALE ¢z ATTATEP S
5.2 Composition of Statement Forms

Based on the needs in different situations, IRB shall compose
the following statement forms:

521 FHEME (" LR EH T

5.2.1 Confidentiality Statement (by IRB Members or Expert
Consultants)

522 flfe@whpd (FrLAEE T

5.2.2 Conflict of Interest Statement (by IRB Members or Expert
Consultants)

523 AP F (% Kyt | )

5.2.3 Confidentiality Statement (by Staff Members)
S524flgwgHErE (E* K%L E)

5.2.4 Conflict of Interest Statement (by Staff Members)
525 R/l @hmd (F* L &% ot L F)

5.2.5 Confidentiality/Conflict of Interest Statement (by
Individuals other than IRB Members and Expert
Consultants)

526 mmMpmE (f*r ERLR §HETHRAR)

5.2.6 Confidentiality Statement (by Individuals viewing IRB
documents)

52734 WS H Tflew 2 (g Epd

5.2.7 Conflict of Interest and Confidentiality Statement by
Research Personnel

528 Fm M+ i T flyww 2 T  BP 3 GEEY 0K
BB L2324 ¢T3 E)

5.2.8 Conflict of Interest and Confidentiality Declaration for
Project Research Team Members (Applicable to Research

(2026.05.12]
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Projects Approved by Other Authorized Review Boards)

53 %=
Bhipadl TERE AR GPAGTE 2L
5.3 Review

The statement forms shall be approved at an IRB board
meeting before they are announced.

542 %P LT EFTR
5.4 Occurrence of the Need to Sign a Statement

5415 1 PR A PIRIL AR GF P E R R e
LISt SRR LA S St L B
R BX{rk ¥ TERMMEeEEr S

5.4.2 To protect the rights of research subjects, new IRB
members, expert consultants, advocates of research
subjects, and other relevant personnel are obliged to read,
understand, and accept the conditions and sign on the
Confidentiality/Conflict of Interest Statement forms before
reviewing protocols.

542" #mE  ORBELEITEF -

5.4.2 Statement forms shall be signed again after revisions.
S55%m % E ¥
5.5 Signing a Statement

5.5.1 Lyt Bk BATH-Eehd |~ & RS KPR R T RB/IE
g p 3 :};Ftl;—‘-)g‘zé‘jﬂzlj“z\ 2R CHRLA eME
FTREAR TEREP S

5.5.1 Staff members shall provide new IRB members, expert
consultant and staff members with the relevant forms of
Confidentiality/Conflict of Interest Statement. Staff
members shall provide advocates of research subjects,
observers, and other individuals viewing IRB documents
with the relevant forms of Confidentiality Statement.
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5.5.2 After receiving a statement form, an individual shall read it
carefully, sign and date it, and fill in information about their
affiliation (if any).

553 %7 7 F ik TiEA KA R 0 & REEEARY 2 #
]]\ ? o

5.5.3 If an individual is unclear about any part of the statement,

she/he may contact staff members for detailed explanation
about the content of the statement.

5.5.4 Kkt kR HEm (B) 1EL 1

5.5.4 Staff members shall submit signed statements to the IRB
Chair or Vice Chair for stamp of approval.

555% 44 A8 T2 - iﬁ W VR Y Sl SO

55,5 In case of any one of the following situations, IRB
members shall recuse themselves from the review:

5551 5 AMBHRTEZAFA R AFANE LA o

5.5.5.1 You are the principal investigator, co-investigator, or
sponsor of the clinical study.

5,552 &7 1 F A 7§ foid ~m AR 20 M = HE PN 2 FREL
AR L

5.5.5.2 You are or were the principal investigator’'s spouse,
lineal/collateral relative within fourth degree of

relationship, or relative by marriage within third degree
of relationship.

5553 B A WMRAEHRITEALEMF T HRM o

5.5.5.3 You have an employment relationship with the sponsor
of the clinical study.

555473 EMEF > AT RAEZ B c

5.5.5.4 There is substantial evidence that you may be biased
in any way.
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5.5.5.5 Other situations in which the IRB committee considers

there is potential conflict of interest.
b iR 3

5.6 Records Retention
5.6.1 Ky By T#Hp L | e 0o apiido

5.6.1 Staff members shall keep the above-mentioned statements

5.6.2 M 4 F b kb T £

in designated folders.
B3 % 38 % 4k o

5.6.2 Relevant personnel shall keep all records carefully
following the guidelines below.
% g A s m [ wapL
Document Number Name of Document Retention | Retention
Location Period
(-2 13 ( 5] d
FREPS (R LR R IRBy#2% | 15 &
1 Confidentiality Statement (by IRB Members or .
IRB Office | 15 years
Expert Consultants)
AL 2 (3 el d
2 Conflict of Interest Statement (by IRB Members .
IRB Office | 15 years
or Expert Consultants)
3 o EmE (i RyEAR) IRB %2 % 15 =#
Confidentiality Statement (by Staff Members) IRB Office | 15 years
23 3 2 (i K Y
4 Conflict of Interest Statement (by Staff .
IRB Office | 15 years
Members)
EpE: P L (gL |k R4
5 i)f'd tiality and Conflict of Interest RB7e2Z | 154
onfidentiality and Conflict of Interes -
Statement (by Individuals other than IRB IRB Office | 15 years
Members and Expert Consultants)
- i‘ 3 oy N _,}- :-;(/J_
FERED G (4T ARAR GMETERD) | pgaeay | 15k
6 Confidentiality Statement (by Individuals .
o IRB Office | 15 years
viewing IRB documents)
2k & s p 4
e i  RBp2i | 154
7 Confllct of Interest Statement by the Principal .
) IRB Office 15 years
Investigator
8 |(Fi~EEREmrI IRB %2 % 15 &
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Confidentiality Statement by Research IRB Office 15 years
Personnel
FEATEESR T e 2 TEg ) &
9 Z IRB #%2 % 15 &
Conflict of Interest and Confidentiality IRB Office 15 years
Statement by Research Personnel

6.5 %

6. Appendices
6liFnErd (E* L2 AEETY
6.1 Confidentiality Statement (by IRB Members or Expert Consultants)
62flguwErEpd (FrL et R0
6.2 Conflict of Interest Statement (by IRB Members or Expert Consultants)
6.3 FH BN E (F* AFEL R )
6.3 Confidentiality Statement (by Staff Members)
6415 wwhm g (E* ipss f)
6.4 Conflict of Interest Statement (by Staff Members)
65 %A fliw@iErd (@* L R&EE R AR)

6.5 Confidentiality and Conflict of Interest Statement (by Individuals other
than IRB Members and Expert Consultants)

66 FnEME (E* FRLAgRHFIFTHAAA)
6.6 Confidentiality Statement (by Individuals viewing IRB documents)
675y M+ R Tfliew, 2 TER | FP D

6.7 Conflict of Interest and Confidentiality Declaration for Project
Research Team Members

6.8 FEFAy B~ F "l 2 Tip BpdGEpr g
His 8236 E2733)
6.8 Conflict of Interest and Confidentiality Declaration for Project

Research Team Members (Applicable to Research Projects
Approved by Other Authorized Review Boards)
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