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1. The following modifications were made according
to the recommendations of AAHRPP (Association
for the Accreditation of Human Research Protection
Program) reviewers.
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2. Added Item 5.2.1.3: In the event of a change in the
financial interest/non-financial relationship (the sum
of the financial benefits over the last 12 months
reaches the significant interest threshold calculating
from the first day of acquiring new financial benefits
or the addition of researchers etc), the related
report of the proposal should be updated and sent
to the IRB within 30 days.
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3. Added Item 5.4.4: Based on the resolution made by
the conflict of interest review taskforce, the IRB
decides whether to pass the trial/study protocol or
approve trial/study protocol to be continued, and
verify whether it complies with the reporting
requirements defined by the sponsor and
competent authority.
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4. Revised 5.5.5.2: Research personnel shall be
educated about conflict of interest policy or
procedure when they do not comply with related
policies and procedures.
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1. Updated reference 3.2 into ““Regulations for Good
Clinical Practice” amended on August 28 2020,
pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.”

2. FRE o

2. Fixed typos.

3./ 5.3.3 P x3:c i 54.2-

3. Item 5.3.3 was moved to item 5.4.2.

4.1 ¢l 542455 543

4. Changed the original item number 5.4.2 to 5.4.3.

S.W'J“,f),%z 543 p0 % o

5.Deleted item 5.4.3.
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d ed item 5.6 The Conflict of Interest Review
Task Force will regularly evaluate the annual
"Institutional Conflict of Interest"” information
provided by the Human Research Protection
Center, and if there is a conflict of interest, it will be
reported to IRB.
ek 5.6 5.5 5.7 -

Changed the original item number 5.6 to 5.7.

20230717

378 A

% 1= ¥ a

Composed/Revised/ DeIeted Reviewed Approved

j\'? S zc:cj}—EF‘ -_l % ;\]7}»1‘,;}

b

dJ

=

2 —r —L Lk 22N COYD 5

A

'\7“1 7&"5’&% @){ lj}_ﬁ e 7D AU

- ¥

—

\

X*\ 11 KM «upﬁ»efréliﬂ\ w\@ﬁet SOPfg‘r"uﬁi}’;&{féé
XChangrng marking, or copying controlled documents without permission is prohibited.
% The latest version of this document in the Knowledge Management System (KMS) takes

precedence.

by the SOP Administrative Center.

A=Y

T 7]EF o

Distribution of hard copies of this document must be approved and stamped
Copying without permission is strictly prohibited.




(0]

Taichung Veterans General spital

I X
Review Form of Composition and Revisions of Controlled Documents
> gut | IRB-4 g1 rf 42006 o 2 ogp| WAFTHEERGEI KL GRAAS

Document Number | IRB-Regulations of Operation-2026|  Title SOP for Handll_ng Conflict of Interest in
Clinical Study

€ yRE > FHLA Fa R
Processing Unit Review Comments Head of Processing Unit

RENFEFE A
There is no need for review by other departments or
divisions.
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*The head of each processing unit is advised to provide comments before

signing/stamping to approve. If needed, it is 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 guidance for reviewing,
identifying, and handling conflict of interest in clinical studies at
Taichung Veterans General Hospital, so as to ensure objective and
fair research and to implement subject protection mechanism.
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2. Scope
This SOP applies to the review of all clinical studies; same review <
standards shall be adopted for all studies regardless of the source
of funding to ensure that the protection of the subjects’ rights and
welfare is not affected by conflict of interest.

3.%% < it

3. References
31T ARy BABEY- £3 % 10000291401 5.4 4] % o
>~ 260F > A®I100 & 12 % 28 p ¥ {7 o
3.1 Human Subjects Research Act, promulgated as per the

Presidential Order Hua-Zong-Yi-Yi-Zi No. 10000291401 dated
28 December 2011.

32T HE R AqRAr A% TEED 109 £ 08 * 28 p i#F2 4513830
#aF % 1091407788 5.4 2 it o
3.2 “Regulations for Good Clinical Practice” amended on August

28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.
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3.3 Regulations on Human Trials, promulgated by the Ministry of
Health and Welfare, amended on 14 April 2015, pursuant to
Wei-Bu-Yi-Zi No. 1051662154,

3.4 AAHRPP Element 1.6.B. The Organization has and follows
written policies and procedures to identify, manage, and
minimize or eliminate individual financial conflicts of interest of
Researchers and Research Staff that could influence the
conduct of the research or the integrity of the Human Research
Protection Program. The Organization works with the
Institutional Review Board or Ethics Committee in ensuring that
financial conflicts of interest are managed and minimized or
eliminated, when appropriate.

4. L3 T &

4. Definitions

4.1 p47%41 £ (Financial Interest)
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4.1 Financial Interest
Financial interest refers to any items of monetary value,
including but not limited to, labor service payment (e.g.
consulting fees, honoraria for speakers, hourly wages,
attendance fees, service revenue or similar expenses, and
stipends related to the study and potentially affected by the
study result), equity (e.g. stock, stock options, or titles related
to the study and potentially affected by the study result), and
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intellectual property rights (e.g. patent, copyright, and royalty
thereof), exclusive of the following:

4114 fehwsklFy LA i hm Ligd AP B L
FI 7Rk BRI L 75 0 TR R & TP T2
é‘, I_“—l%"f * oo

4.1.1 The amount of reasonable expenses needed for the

implementation of the study paid by the sponsor to TCVGH
and then by TCVGH to individuals involved in the study.

4123 £k K& -
4.1.2 Mutual fund holdings

4135&4{4* i’-k‘l?’b&*#l’rﬁﬁ\ﬁlﬁ ﬁ“ﬁ, iﬁg‘ »—K]
RATIIE K D BRI TR M R 2
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4.1.3 Honoraria for speakers, hourly wages, attendance fees,
service revenue or similar expenses for participating in
academic activities, committees, expert groups or other
similar meetings organized by public or non-profit
organizations and unrelated to the study.

4.2 B A 2 B F i+ 4 £ (lIndividual Significant Financial
Interest) * 35 7] iz -
4.2 Individual Significant Financial Interest, referring to any of the
following circumstances:
421775 A R "’L”f'ﬁ’rw%'lﬁ AREFTHATREFY AP 2 H
- Rk L H 4p Fﬁ‘g eE R AT X 20 20T AER 0 Y B
3L RBEHEF kﬁ% ;7 150,000 = (% 5000 # ~) -
4.2.1 An investigator or research team member, his/her spouse
and dependent children have received more than
NT$150,000 (approximately US$5,000) in the past 12

months from the payment of a single sponsor of the study
and related entities.

A22F 3 A BB H B UE AXES L IRAET AN
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4.2.2 An investigator or research team member, his/her spouse
and dependent children have received more than
NT$150,000 (approximately US$5,000) worth of equities
or more than 5% of the total equities held by any entity
they represent from a single sponsor of the study and
related entities; the value of the equities shall be
determined by referencing public market values or any
other fair market values.

423#F HTRAF T EARM L AEM AR (b4 B 4]~ FiF
AR A IER SUF-DE
4.2.3 The ownership of intellectual property rights related to the

study (e.g. Patents, copyrights, or any royalties of use
thereof).

43 B2 & ¥ # #41 £ (Institutional Significant Financial
Interest) : g AiE -

4.3 Institutional Significant Financial Interest, referring to any of the
following circumstances:

431 R&IF T L3 "f“L‘ SRR R 2 B R Fg)%‘ RV
% ermiwg AL @ AT 3,000,000 ~ (¥ 10 3 £
7"La) o

4.3.1 The sponsor of the study or the provider of the
investigational drug or medical device has made more than
NT$3,000,000 (approximately US$100,000) worth of cash
or in-kind donations to TCVGH.

432 A TR KR AT 2 & 8 —glF? T fE A o 8
E7 FEMARRBEE A LB EI]E

4.3.2 TCVGH is the owner of the patent or work used in the
study, or receives IPR license fees or other benefits from
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transfer of technology.
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4.3.3 The chair or director of a TCVGH first-level medical,
administrative or research department is the owner of the
patent or work used in the study, or receives IPR license
fees.

4.3.4 M;z%%:),% . %?i AN - B(F ) A g H iy
2A A ES R H - BRI A2 LA T R T
2GR tiEd 12 B MR REATE W 150,000

o

hl

4.3.4 The chair or director of a TCVGH first-level medical,
administrative or research department, his/her spouse and
dependent children have received payment of more than
NT$150,000 from a single sponsor of the study and related
entities in the past 12 months.

4.3.5 ~FEFF > %53 AR INE 2 - B(F ) A g H iy
2 ANEF L H - WRIE Y A 2 HAp B enF B9 2 0%
BRI HETAE- FR AL OB HRAHR AT
Brip 2 £ErR e T o W EALEATE R 150,000 ;2
Ak Eie B - A2 AT B AZE 5% o

4.3.5 The chair or director of a TCVGH first-level medical,
administrative or research department, his/her spouse and
dependent children have received more than NT$150,000
worth of equities or more than 5% of the total equities held
by any entity they represent from a single sponsor of the
study and related entities; the value of the equities shall be

determined by referencing public market values or any
other fair market values.

4.4 4] # =% (Conflict of Interest; COI) :
I BAJIE/AEE RN L RN TR gHIBFFEE/L
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4.4 Conflict of Interest (COI):

“Conflict of Interest; COI” refers to situations in which personal
interests or secondary interests may compromise a
researcher’s professional judgment or behavior and may cause
a negative impact or risk to the subjects’ rights or primary
interests. For example, a situation in which the principal
investigator, research team member, or reviewer has personal
or secondary interests may affect the objectivity or impartiality
of the conduct or review of the research, which may lead to a
negative impact on the subjects’ rights, primary interests, or
safety.
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5. Procedure

BLAKMALHREFALR ETRAFAT TIE R FRE ik i A2H]
5.1 Flow Chart of the SOP for Handling Conflict of Interest in

Clinical Study
S A # A
Flow Chart Responsible Personnel Relevant Documents
, FRAFAE(R)| EEMAE TR Y R4
AR B ¥ 2 7 5/2:?‘14’3 FaifAlEy 4R Statement of Disclosure of
ki A PI/Co-I/Sub-l/ | Significant Financial Interests and
Researcher Non-financial Relationships
Aped BB A4 B M5 E2M AR T AR
Sy Statement of Disclosure of
AR =4 R Significant Fi ial Int ts and
Stafi/Reviewers/ | S9nificant Financial Interests an
. : Non-financial Relationships
(Vice) Chair
7 e e o e MiEg > 2/BFMBIIE TR
i fIE R FHR) 2 hRET e ijj &M
i AR R AR A
: A RN c
ES =% & Ok . Relevant Submission Documents/
= ¥ Conflict of Interest .
% . Statement of Disclosure of
Review Task e . :
. Significant Financial Interests and
Force/Reviewers . . : .
Non-financial Relationships
X TEBEREFR] &
TR E PR R 2 Conflict of Interest FEAGYRF 2 ERFL
iE AR Review Task | Annual report during the execution
Force of the Study
A
( - ] } M Eg fi/%ﬁ%*ﬂﬁ P F2bpA
B TRY dF &
KyEL R Relevant Submission Documents/
Staff Statement of Disclosure of

Significant Financial Interests and
Non-financial Relationships
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5.2 Disclosure of Significant Financial Interests/Non-financial
Relationships
BRAIFFAiFA RN IEFFH E T A (2 53
i%&Mk¢%Ammau#wpx&ﬂb@@${@
FERAFLY RPN FMBE AT RS IE
R 2. LR TR

5.2.1 With the principal investigator’s submission of a study
protocol, each research team member (including the
principal investigator, co-investigator, sub-investigator, and
researchers) shall submit a statement of disclosure of
significant financial interests and other non-financial
relationships that may cause conflict of interests related to
the study protocol.

5211 58 THEFMBAIE EAMBN Y 4, ik age
TEEFAELAE(MTHEE)F L -

5.2.1.1 Each research team member shall complete the
"Statement of Disclosure of Significant Financial
Interests and Non-financial Relationships” and submit
it to the Institutional Review Board (IRB) for review.

5212$@$W*4@§Mﬁ§x~’m%yﬁﬁarﬁgﬁ
BANE 2400 2T Tl it H P £ o

5.2.1.2 If any significant financial interest is stated in the
"Statement of Disclosure of Significant Financial
Interests and Non-financial Relationships,” another
form of the “Assessment and Plan of Handling

Significant Financial Interests and Non-financial
Relationships” shall be completed and submitted.

5.2.1.3 F 5 MaJIE A /2hp 0 M Th 2 s g pE( p AT R IR
flEgzpAewrim 12 B2 2 M2 e B F I E
PSS ATHAT AR E )R 30 pp{ATY T -
5.2.1.3 In the event of a change in the financial
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interest/non-financial relationship (the sum of the
financial benefits over the last 12 months reaches the
significant interest threshold calculating from the first
day of acquiring new financial benefits or the addition
of researchers etc), the related report of the proposal
should be updated and sent to the IRB within 30 days.

5.2.2 7 5 & 57 Bt H i LM B E

5.2.2 The foIIowmg circumstances do not constitute the financial
interest referred to in the preceding paragraph:
52214 Teii#&/F L L F A H i L 5d ARF LB
A FIR TR TE L RRIFY &P T E
nE o

5.2.2.1 The amount of reasonable expenses needed for the
implementation of the study paid by the sponsor to
TCVGH and then by TCVGH to individuals involved in
the study.

5.222# 3 £k A% -
5.2.2.2 Mutual fund holdings

5223 Fiv w2 AAF I T ESR FiEd L ¢ - B
el L»;wug FRo D BRI AN TR
f—*’/fﬁﬁ‘p ~ABEET C R S PRART A By o

5.2.2.3 Honoraria for speakers, hourly wages, attendance
fees, service revenue or similar expenses for
participating in academic activities, committees, expert
groups or other similar meetings organized by public
or non-profit organizations and unrelated to the study.

5237 i ¥ & BFR 2 ZLPATEM o 3T 5= -

5.2.3 The non-financial relationship, which might constitute a
conflict of interest, shall refer to any of the following
circumstances:

5231 Tphids/F T A R H Bl
PR
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5.2.3.1 Any research team member or his/her spouse holds a
non-paying position of supervisor or consultant for the
sponsor and related entities.

5.2.3.2 AIRA RHIF T R%RIF L AR E R
2 s R %

5.2.3.2 The subjects of the study are immediate subordinates,
assistants or students of the research personnel.

5243333 A (8 2 AL 2 A3 A )R D TRk R/
PRV RS kY FLE ﬂ\rfuﬁwéﬁg//zﬂﬁ;i T

-n\q.

RECREEERAE 4

&2 AIRE RN EF
5.2.4 When the principal investigator submits the study protocol,
the principal investigator (co-investigator or

sub-investigator) shall declare if TCVGH holds any of the
following financial interests to facilitate IRB review of the

protocol:
5241 A FTRE BRI T AT 22 %I Fiv2L 475 8
A o

5.2.4.1 TCVGH is the owner of the patent or work used in the
study.

5.2.4.2 AR R SRR T AT T 20 %~ F T P JE
T EMAERELEABISEIIEL o
5.2.4.2 TCVGH receives IPR license fees or other benefits

from transfer of technology for the patent, work or
technology used in the study.

5243 ALFRFE HAIPGINL - R(F)01 3
SUEEIA T ER Y 2RI F T v AR
EF AEMAERES -

5.2.4.3 The chair or director of a TCVGH first-level medical,
administrative or research department is the owner of
the patent or work used in the study, or receives IPR
license fees.

C
O i
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525 VY A RFR/F L AL ERFLETINUS
Department of Health and Human Services) ¢ % » :#5%/#
TARM A BB EE 12 B YR EFE Ry
BT AR B 2 et A Bs 23§ (sponsored travel)

5.2.5 If the study is regulated by US Department of Health and
Human Services, research personnel shall disclose if they
had received any sponsored travel in the past 12 months
related to their duties in the study.

52517 i § Rt e | e A AR 4R
P ?* P A DR FRIFAL AR -

5.2.5.1 “Sponsored travel’ refers to the sponsor or the
representative of the sponsoring organization paying

for travel expenses rather than directly paying the
research personnel.

5.2.5.2 "B F 40 B #ﬂ RE AT RhERAE L B E
mwﬁ% REEAE  JIETFERFR] 2FL
SRR
5.2.5.2 “Related to their duties in the study” refers to duties
including representing the study conducted by TCVGH,
professional consultation, teaching, serving as an IRB

member, or serving as a member of the Conflict of
Interest Review Task Force.

5253 maEn ¥ o 4 "gbuéyf;\ﬁg T‘%E‘f#—‘ B~ P oefip 2P
FE'I& o

5.2.5.3 The following information shall be disclosed: The
sponsoring company or organization, the purpose, the
destination and the time of the travel.

5254 7 Fihg 2 T4y | UM < AP TTER E
K ﬁg‘ﬁf_i ﬁff%ZH H = i‘f{%‘??f}‘mﬁ ?85?6 W o

5.2.5.4 The following sponsors do not need to be disclosed:

Governmental  organizations, higher education
institutions such as universities or graduate institutes




NS = 2R k3 ~~
’2’}_ O S N f 3
(0}

Taichung Veterans General spital

-

> & pox
o i gu | RBA g1 20| L (PAFLTIEERGRA AL F AT 12/18

Page
z
Document Number | IRB-Regulations of Operation-2026 “”_%d' SOP for H"?‘”d".”g Conflict of MR =%
Title Interest in Clinical Study Versi
ersion

D i~

and their affiliated research units, teaching hospitals
and medical centers.

535 FR 2 3 Fip
5.3 Conflict of Interest Assessment

531RBT¥$ﬂ§@¥%ﬁ¢E’%@L\fnmﬁ+3@ﬁ
Fh o PHRERL B R AR ER 2L B A
RAEEAH o JEAR 46 S LR SRR D e
B AEEE

5.3.1 A “Conflict of Interest Review Task Force” is set up under
supervision of the IRB to review potential conflict of
interest cases and to give suggestions regarding handling,
reducing, and avoiding conflicts of interest. The IRB
Chair serves as the Coordinator of the Conflict of Interest
Review Task Force and invites 4 to 6 non-TCVGH-affiliated
members to serve in the Task Force.

532|RB£¢W@iﬁéﬁ’ﬁiiﬁﬂ-ﬁ%ﬁéﬁl Ec @plﬁ4

SRR FMIE T BFMBE AT AR
R 2 2P AR R 2 ki ”“*z““‘vﬁ”f R FHR TR -

5.3.2 Upon receipt of a statement of disclosure, the IRB shall
verify if any personal or institutional significant financial
interest is involved in the study. If any significant financial
interest is involved in the study, or if any non-financial
relationship may constitute conflict of interest, the case
shall be submitted to the Conflict of Interest Review Task
Force for review.

SA4HZHFRER ] £ L
5.4 The Review and Suggestions by the Conflict of Interest Review
Task Force
5.41F13 R % ®k ) edm- 2328t iei7328 %4
RicHBAR AL APFaA4FA o
5.4.1 The Conflict of Interest Review Task Force shall assign a
member from the Task Force to review each conflict of

-
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interest case. After the review is completed, the principal
investigator shall be informed of the review comments.

5411%2%%5 THE PRMEFLELLALS JIZEFRFR
e E] ek AR AR A B B s BT
:kIRB‘kg%E’le«LK@YQ'}‘@o

54.1.1 If the result is “Recommended, "the reviewer’'s
opinions will be submitted to the Conflict of Interest
Review Task Force for review of conflict of interest.
The Task Force will give the response to the staff to be
discussed in the latest IRB full board meeting
regarding whether it can be approved or not.

5412 % 8% %5 T 8L pP#B AL LE it iAo
PEAB S (PRFALL) THETRIES
WP AT kR sﬁiwﬁ‘%*dﬁ‘f“ﬂ%ﬂ e F R o 3
%—’—;J%ALT}" :&iﬁi“”‘?]ﬂ-@rﬁ%vi “».El.‘g}‘Fﬁliw’
B AR RE TR A B o £ BT - = IRB <
€A AT HTUE

54.1.2 If the result is “Modifications required as
suggested, "the suggestions will be sent to the
principal investigator, the Pl should respond within 7
calendar days to the Task Force whether he will avoid,
reduce or remove the potential conflict of interest
according to the suggestions. The Task Force will
give the response to the staff to be discussed in the
latest IRB full board meeting regarding whether it can
be approved or not.

542 | FFRER ) ik T 4 E w‘#é%‘;{@"ﬁﬁl;@r v T
P AP B @Eﬁfé«i’ﬁéﬁ AT REFALAE 0 o4

5.4.2 The Conflict of Interest Review Task Force convenes to
deliberate on a potential conflict of interest case, make

resolutions, give suggestions and report to the IRB
regarding the following issues:

5.4.2.1 Tk X5/ § i il B o
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5.4.2.1 The academic value of the study.
5422 feik &P L HX R - P)F VA AL DR RILT P

< o

5.4.2.2 The level of risk that the study may present to the

subjects.
5423 #7#F 5 2 MBI i sg i E £ LA R
?\‘ﬁ‘ o

5.4.2.3 The type and amount of the financial interest or the
nature of the non-financial relationship.

5424 pAGFIE L4550 22 T € BBk ERFT T 3
e H 2 h E\‘;Z;é’“i%/ﬁg EE T 2 géﬁﬁbjzz*? | & #riE /2
AT & o

5.4.2.4 Whether the financial interest or non-financial
relationship will affect the implementation and the
result of the study, or whether the study may affect the
income from the financial interest or non-financial
relationship.

5425 2 JlE Rt | & %Pmﬂ& B N EN 2&:%mnb
ANEREKFEF R ANGTATRARRTT 227 2
/« i%? o

5.4.2.5 Whether the person involved in the conflict of interest
or TCVGH has unique ability, experience or
equipment, and is thereby the only option to conduct
the study.

5.42.6 #F BEFMBIIE /2L M el ¥ 2 BE S & TRA
R L AR RS L A R Bk TR o

5.4.2.6 The job-related duties of the supervisor who has
significant  financial interest or non-financial

relationship, and how the duties relate to the study
and the research personnel.

543 JIZ R FR | &S HIF TR DE 2T RN T Rl 2
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5.4.3 The Conflict of Interest Review Task Force gives the

following suggestions for handling conflict of interest
cases:

54.3.1 Jb;“z“,f 273 BEF AR E 2R AR TR o

5.4.3.1 Remove all significant financial interests or
non-financial relationships.

5432 2 BB 1T 2 B F MBI E 2RI H %

5.4.3.2 Publicly disclose the significant financial interests or
non-financial relationships.

5433, B bz 2 FAE 2T A

5.4.3.3 Establish an independent data safety monitoring
mechanism.

5434 HZ2 JEHFRAR T 58 Mgk REKRFT T N EFINL
B o bl AP ABARGELRZMR PR F
LEFHEATELIR

5.4.3.4 Personnel with conflict of interest shall stop
participating in all or part of the study; for example, the
principal investigator, in case of conflict of interest,
shall not be involved in obtaining subjects’ consent or
analyzing data.

5435 W& I BFR chi § ik #F (7 # BARE E 2005 Rk
TR 2T B ApRERIET AR o
5.4.3.5 The supervisor with conflict of interest shall not

execute his/her power to supervise the conduct of the
study or to supervise the research personnel.

5436 F g oI5 BFRF&R | 2FL > LT ﬁ VaiE sk 0
BRI E R o
5.4.3.6 An annual report shall be submitted to the Conflict of

Interest Review Task Force detailing if suggestions
have been followed to avoid or reduce conflict of
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544 P T HEFLLE ¢ 5T EFERFR ] B2 EH &
TH FUHERRAT AT ARRE YRR F
TR AT B ERRIF Y L 2 A R Dl R R
T_o

5.4.4 Based on the suggestion made by the Conflict of Interest
Review Task Force, the IRB decides whether to pass the
trial/study protocol or approve trial/study protocol to be
continued, and verify whether it complies with the reporting

requirements defined by the sponsor and competent
authority.

55 % B F #FR el 2 & ¥ (COl monitoring)
5.5 Conflict of Interest (COI) Monitoring
5515 F SRl 0 & BEMAIF BFRERL ALY -

5.5.1 The purpose of COI Monitoring is to implement the
monitoring mechanism to handle cases of conflict of
significant financial interest.

5525 i3k | 2B aHE PEFRA R EREFHT 2
E RS FERAD AT B T E SR A S wE AR
LALE B

5.5.2 The Conflict of Interest Review Task Force shall review the
annual report submitted by the personnel with a conflict of
interest in the course of the study and confirm if
suggestions made by the Task Force have been followed
to avoid or reduce the conflict of interest.

5.5.3 11 F #rk ik | i WAL L LT R IRTIE
;ﬂ{}f@_%_ﬁf;i s x‘]ﬁﬁ’ /}é“ g“i A @rﬂ& ’ Jlﬁ—»-é%}‘ﬂifﬂ?ﬂ‘g

5.5.3 The Conflict of Interest Review Task Force shall conduct
an audit periodically to verify if the principal investigator
has followed the suggestions made by the Conflict of
Interest Review Task Force to avoid or reduce a conflict of
interest; the result of the audit shall be reported to the IRB
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Board Meeting.

554 7@ F IFTRAE T F B 3T k4§ TIRB-
igﬂﬂﬂ“%mﬂﬂ$$%$?$ﬁﬁﬁﬁﬁﬂﬁ%Jéﬁ
0 B

5.5.4 Any case of violating IRB resolutions or regulations
regarding conflict of interest shall be submitted to the IRB
Board Meeting for discussion; disciplinary actions shall be
taken in conformance with the SOP titled “IRB-
Regulations of Operation-2016-SOP  for  Protocol
Deviation/Violation.”

5.5.5 ¢ = it 7 & 7 ¥R (Educational Training) = iw :

5.5.5 Educational Training is required immediately when:

5551 Ml TR 3 SRR cniB7 > BREFTT AR
ET"-Q #é_i DI%
5.5.5.1 Training shall be provided when changes to the policy

on conflict of financial interest lead to changes of the
requirements for research personnel.

555273 4+ B Afe & Mir{| F #FR e L frde B o

5.5.5.2 Research personnel shall be educated about conflict
of interest policy or procedure when they do not
comply with related policies and procedures.

5553 ey A R ALY AN FELENE a; HPF kA
B pEF AR E TR M EP LR

5.5.5.3 When new research personnel submit a protocol to the
IRB via the online system, the system will

automatically display relevant information regarding
conflict of financial interest for reference.

5615 BrR Fek | e X RE Y o2 £R B
F1E rR  ARMFA > FF H 2 FIF g2 R 0 B AR A
PRLELE N

5.6 The Conflict of Interest Review Task Force will reqgularly
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evaluate the annual "Institutional Conflict of Interest"
information provided by the Human Research Protection
Center, and if there is a conflict of interest, it will be reported to
IRB.

5.7 % 4 %3 (Record Keeping)

5.7 Records Retention
ARREA R R RppAeT R L L FF LR b
Relevant personnel should keep all records carefully following
the guidelines below.

S5 K ey (2 13 %3 Hp R
Document Number Name of Document Retention Location Retention Period
BEMBAF FAMBHY Y
{' (-‘;E PTMS ZT' ’hﬁ-" ;Pl() o %{»"’B]“ Pé%/p y F
1 Statement of Disclosure of IRBy*#= % | L g 15
Significant Financial Interests IRB Office 1; ears after the siud
and Non-financial Relationships y Y
(same as the form on PTMS)
. IRB #%2 %
2 Documents on the Resolution of IRB Office = é; fs 15 2
Conflict of Interest Cases 15 years after the study
6HTP
ﬂ‘o
6. Appendix

None.




