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This version was converted from “Version 5.4 of the Standard
Operating Procedure of the Human Research Committee.”
C | 6 L@;;%ﬁ%iﬁgJi?érﬁ—L:A@P%%EZMﬂBB
Xl 1°
1.T€;1e origiﬁal “Human Research Committee” was
renamed “The First/Second IRB Committees”
2.12:x 5.1 n A2 B2 4P R = 2 o
2.The list of relevant documents was revised in item 5.1 Flow Chart.
B.ATHE 5.2.3 3 F A A QB WP V2L A MR T o
3.ltem 5.2.3 was added regarding regulations about the time limit.
D | 6 [L.izexbliifel '#oimapsy o~ #EF 4L H 520170709

N\

Z {8 F T3t 5.2.2 2% BT a4 2 5.4
BEFLLAZET -

1.Responsible personnel for “protocol deviation reporting”
and “selection of reviewers” was revised in item 5.1 Flow
Chart; item 5.2.2 was revised regarding initial assessment
of protocol deviation/violation; responsible personnel for
selecting reviewers was revised in item 5.4.

2@&552M§rgﬁii’@ufﬁ@%@ﬂﬁﬁiijiiﬁ°

2. The following sentence was deleted from item 5.5: Further review
comments (if any) may be written on a separate piece of paper.

3.12:x56.1ELFAL AL L2 I RATHT F Ao

3. The way of sending reviewers’ comments was
revised in item 5.6.1: “Electronic file” was added.

4.12:2 5742 # T i FEARLIHTIVR, BT L TH
TARM A R KT R

4. ltem 5.7.4.2 was revised: “The PI should receive training” was
replaced by “research personnel should receive training.”

5.1tz FE Mt 6.16.2~6.3¢

5. Appendices 6.1, 6.2, and 6.3 were replaced.
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1. Deleted item 5.2.3.
2. @E'iS.SZ%H‘éF%E%i*K%“:”%ﬁ%%@/?%@%ﬁ% 152 LR I RN RS KN
2. The following sentence was deleted from item 5.5: When the
review is completed, the reviewer should sign and date on the
“Protocol Deviation/Violation Review Form” and submit the form
to the IRB staff.
3.1 56l AL AF AT FH Lo
3. Item 5.6.1 was revised: “The due date for the PI to respond to
reviewers’ comments” was added.
4.3 57,11 kL | 3@“@ 2 5 AT T E ) % g2k
AL Tk TR S i S e I
4. ltem 5.7.1 was revised: Staff members should place all incidents
of protocol deviation/violation on the board meeting agenda and
submit details of the incidents to the board for discussion/review.
5. STABHLAHHAP <o (b FFBRFICROK Nied 3 A RED) -
5. The following was added to item 5.7.4.6 Other: (e.g. requiring the
sponsoring company/CRO to submit an improvement plan or
relevant training certificates).
6. #6162
6. Appendices 6.1 and 6.2 were replaced.
F | 15 |1 &35 AAHRPP R'%Z:nE4 f 2 e 71 , 20191018
1. The following modifications were made according to the
recommendations of AAHRPP (Association for the Accreditation
of Human Research Protection Program) reviewers.
2. A e 3L AME Y2 MAER- 53 % 10000291401
BLlg ot 22 2605 ARI00 £ 120 28 p %7 o
2. Added Item 3.1 Human Subjects Research Act, promulgated as
per the Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011
dated 28 December 2011 ,
3. ,%’frigf 4.1 " & ¢ & i (Non-compliance) | 2 % & °
3. Added Item 4.1: The definition of "Non-compliance".
4, #ig 42 BT ERREMRRE TR o
4. Added Item 4.2: Severity assessment of Non-compliance.




D0 S S A4
P07 % 34 F om

Taichung Veterans General Hospital

o4l 2 B o B oK ok & £
d

Record of Composition and Revisions of Controlled Documents

¥ E S5 |IRB-A ¢-1 T4 R-2016| ¥ & LAL | iE5R AT ARl g AR S
Document Number | IRB-Regulations of Operation-2016 Title SOP for Protocol Deviation/Violation
IR werangaiie | PRES myw One Des
Composed The IRB Committees Level of MUnclassified [ IConfidential [ Highly Confidential
by Confidentiality
HESS
ig * H = |[_JAll units in the hospital
Appliedto (IlE # » T33P P A MY GRFALELA ¢
Bl Other (Please specify): The IRB Committees
" | T @i E 7P
Version |No. Pages Summary of Revisions of the Document Date of Implementation

F 15

5. #r# 4.2.1 " 43 & € (Minor Non-compliance) | 2 2% © 20191018
5. Added Item 4.2.1: The definition of "Minor Non- compllance
6. A7 4.2.2 T g£ 7 # ¥ (Serious Non-compliance) | 2 %% o
6. Added Item 4.2.2: The definition of "Serious Non- compllance
7.5378 4.2.3" FF 17 p»\(Contlnum Non-compliance) 2. %%
7.Added Item 4.2, The definition of “Continuing
Non- compllance
qfrig 55.1: iﬁ% FE ’x;&?il*hfr 'J«uér;&/ﬁ&’a‘*%’f
F”%mw ’L iFARE{ e TR FAERES
A %%é L e Y
8. Adﬁded ltem 551 When rewewmg the notified incident IRB
members shall determine the severity of the incident as
Minor/Serious or Continuing Non-compliance based on the
circumstance. If necessary, the IRB shall ask the principal
investigator to provide further details. The IRB members shall
recommend one of the following suggestions: “request the Pl to
respond"”, "sent to the full board for discussion" or "submit to the
full board for confirmation”.
9.,§55 ?iﬁ&i;m& h#%ﬁ%ﬁ OARAFRL
il g T

¥ o
SINiEsIa F L SRS OPT

9. Added ltem 55.2: In the case that an incident has been
determined as Minor or non-continuous Non-compliance, IRB
members shall determine whether improvement measures are
needed. |If yes, the principal investigator shall be asked to
respond in writing with improvement measures, and the repl
shall be sent to the original reviewers for review and approval.
The results of the review shall be recorded in the IRB board
meeting documents and Eassed to the IRB board meeting for
verification. In the case that the reviewers are not satisfied with
the reply of the principal investigator, the case will be passed to
the next IRB board meeting for discussion.

«-u-
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10.774 5.53: 3 L A H T BRE A HFF P BIO M T8RS €340

10.Added Item 5.5.3: If the case is determined to be Serious or
Continuing Non-compliance by the reviewer, it needs to be
dlscussed in the IRB board meetmg

11,578 5741 ey 2P 7 EK 2 ek 3

11. Ad ed Item 5741 "Minor and
Non -compliance” management method.

12.7 5742r)§%@‘*%’3‘§ﬁli4u’)&a °

12. Ad ed Item 5.7.4.2 "Serious or Continuing Non Compliance"
management method.

13773 5.7.5: *’)lé"*w’;‘ £ mpé%n;%n/’“ R E AR

17 EHZ 2 ﬂ-&*ﬁu#? ERF AR fr'gr‘F ERUR

frﬁ\]‘m};‘éﬂ Lo N

13.Added Item 5.7.5: In the case that test deviation/violation has
occurred which complies with the specifications of the second
and third item of Article 17 of “Human Subjects Research Act”,
the Ministry of Health and Welfare and the Human Research
Protection Center at this hospital shall be notified of the results of
the IRB reV|ew

14,3 # v 2

14. Appendlx 6 1 was replaced.

P
non -continuous

o1
=
fud
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20191018

15

1 "R&ibdp/F sy o JL2 R AR AW T GRg 4
LR AP ICEARGE 5 (A bAIT RIS -

The modification was made according to the IRB Review
Operations Standards of MOHW (Ministry of Health and
Welfare): “The Deviation/Violation application” was
replaced by “Protocol Deviation/Violation reporting.”

i i 5.3 £4F o

Item 5.3 was revised the Chinese title.
3:2551-5632Zp%~F ¢

The wording of item 5.5.1 and item 5.6.3 were revised.

1.

wWowhnn

20210528

(2026.04.10)
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4. ltem 5.6.1 was revised the PI's reply period to 28 calendar days,
and deleted the description of the extension.
5. M“,T 5.7.3¢
5. Deleted item 5.7.3.
6. Btk 574435 573
6. Changed the original item number 5.7.4 to 5.7.3.
7. ¥ 57312 TAEFE 300
7. The following words were deleted from item 5.7.3.1:
non-continuous.
8. #7# 57325hH % -
8. Added item 5.7.3.2.5.h Other
9. #1%% Rt 6.3 Magkbap/F gz A i L4 o
9. The original Appendix 6.3 “Protocol Deviation/Violation

Review Form” was deleted.
10404412 6.1~6.3¢
10.Appendices 6.1 ~ 6.3 were replaced.

AMpze o BRETT -
Blank. Continued on next page.
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1. The original “The First/Second IRB Committees” was
renamed “The IRB Committees.”
2. 355157322 p0%%F o
2. The wording of item 5. 5 1 and item 5.7.3.2 were revised.
3. #5522z Tz EFHAEK, Fo o
3. The following words were deleted from item 5.5.2: or
non-continuous.
4. P#EE 61 ~630
4. Appendices 6.1, 6.3 were replaced.
I 15 (1. 54 #Fftigeas (@) 134 f o 20250910
1. Item 5.4: Executive Secretary changed to (Vice) Chair.
TR (RE P
Composed/Revised/Deleted Reviewed Approved
A ity GHEFAELTES
PR gk AR SOP 127 w
S EINESNCE T BRItk e A
WA E KM ks ﬁ,gﬁ)iﬂ\ ) ‘xﬂx’? 72 & SOP ? e ¢ luﬁ g,: 5 778 o
*Changing, marking, 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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Processing Unit Review Comments Head of Processing Unit

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

Mgt ¢ I F AR AR AP o vEPFERATRI RE -
% 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

AERREITRHEFTSEIE EF AU EZE R #\ﬁf% hiiE
%7”i4m§’*%ﬁfﬂfmﬂ AP B ARG N2 SRR TR P
AR REF AL R §HA P AR AR -

The purpose of this SOP is to describe actions to be taken by the
IRB when the PI fails to follow the procedures written in the IRB
approved protocol, or when the PI fails to comply with relevant

national and/or international law or regulations regarding research
ethics.

2.4 %

2. Scope
APEAR AT REFR BT HE BApM T TR ke
This SOP applles to all IRB-approved protocols. Relevant

documents regarding protocol deviation or violation reports should
be compiled and recorded by IRB staff.

3.4 < it

3. References
31T ARy 2 | BAES- £5 % 10000291401 5.4 Hl 7 o F
> 26001 > X F100 & 12 * 28 p % 7 o

3.1 Human Subjects Research Act, promulgated as per the

Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011 dated
28 December 2011

I3
2

4. LR T &
4. Definitions

4.1 % % ¥ * (Non-compliance) : # i ﬁ BB A RUFT ?5 GEELL R
EHTPAZERFANY 2 R RN TRAERD
M i %lﬁhwﬁﬁfoﬁﬁﬂﬁf

4.1 Non-Compliance: Failure to follow the research proposal

2026.04.10
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approved by IRB to perform human research and test plans, or
violating clinical trial-related regulations and the relevant
regulations of the hospital. Non-compliance can be divided into
the following types:
4.1.1 :#% ik &x(Deviation) -
FREE SR S SN F AR R TR
ﬁﬂil&]]’\/[&]“ ‘%ﬁpéﬁﬁﬁfa/zLﬁE\%llﬁgkﬁﬁﬁﬁiIm; 2 %
gﬂ FREFTARLGTL 2 LFH AR EF P
= p?‘—a J»P\zﬁarmgﬁ,gﬂ;gaf«r?,];k%ﬁ?é%;
E\‘}MJ—)‘F?‘JX\*EJL X DRARALAE R LR F P T
TR M2 FEE o HiFE e 22 AT LI
41.1 Protocol Deviation:
A protocol deviation is (1) a departure from the approved
protocol’s procedures; (2) a failure to comply with relevant
national/international law or regulations regarding human
research ethics; (3) an act in which the information required
by the IRB is not provided; or (4) an act in which the
subjects’ participation in the study is not in accordance with
the study design described in the signed ICF. In a protocol
deviation incident, the risk presented to the subjects is not
increased; there is no adverse effect on the subjects’ rights,
safety or welfare; the completeness of the research data is
not affected. Protocol deviation incidents may include but
are not limited to:

A1LLL A B RPN FATRP O LD LT RRHK LT

4.1.1.1 Examinations have not been conducted according to
the time and content described in the research
protocol.

4.1.1.2 #\ﬁ SFETYENE 54%%5/,%}‘%_&?%3@@%3&% .

4.1.1.2 The trial has not followed the procedures designed in
the protocol.

4113 F i AE TR BHF ZaFm R (752 BEFTA

L 7
# DL o

aR

At f
ﬁ}b%
}kéﬁ

4.1.1.3 The subject was not informed that they should fast

2026.04.10
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before blood tests, so the test results were invalid.
4114 Ripdy T2 PFR G2 2 JR* R ELH o
4.1.1.4 The time or method that the subject took the study

drug did not follow the procedure in the approved
protocol.

4115 A kig AT v ~ FREF N L HEPF o

4.1.1.5 The subject did not show up for return appointments or
did not return the study drug as required, or the study
drug was not replaced as designed in the approved
protocol.

4116 AEFMTHE A B AR R FIRT @ Bp R 2

4.1.1.6 The subject was taking other drugs or supplements
without the permission from the PI.

ALLT7 REF LR RS R e HE S jodidr 8 R0 o

4.1.1.7 The subject’s blood glucose status or dietary intake
was not recorded as required by the study design.

4.1.2 # #(Violation) :
L i FA P ARG ALEZFEIRAGFTE A
BUERPN PR A WRRAPM 2 RN KRR AW R
HBEAR ER RBREFTHLEFL 2 R H KiRIpAT R F R
FRLT LA 2PN FREEFFLLES 7 A e
b G AR FE L EE X 2R B AR X0
PEFEy TR FER - BT 5 ¢ 22T LIF

4.1.2 Protocol Violation:
A protocol violation is (1) a departure from the approved
protocol’s procedures; (2) a failure to comply with relevant
national/international law or regulations regarding human
research ethics; (3) an act in which the information
required by the IRB is not provided; or (4) an act in which
the subjects’ participation in the study is not in accordance
with the study design described in the signed ICF. Ina
protocol violation incident, the risk presented to the
subjects may be increased; there may be adverse effects

a»

e ©
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on the subjects’ rights, safety or welfare; the completeness
of the research data may be affected. Protocol violation
incidents may include but are not limited to:

A121 P #+ 5 A AT HEZ AL A €3 A0 B T
BPRBA

4.1.2.1 Subject enrollment began before the protocol was
approved by the IRB.

4.1.2.2 X R~ iEE T X E

4.1.2.2 Subject enroliment did not meet the inclusion criteria.

4.1.2.3 & i K,éf ERR S e A

4.1.2.3 Subject enroliment did not meet the exclusion criteria.

4.12.4 % EREL GV RSP FAFAFYRE
2% 2 (SAE) -

4.1.2.4 The PI did not report unanticipated serious adverse

events following the regulations set by the Ministry of
Health and Welfare.

4.1.2.5 X =N R PR ;éiﬁ AR WA 2= e A A

4.1.2.5 The grouping of the subjects did not follow the
principle of random selection, or mistakes were made
during the process of random selection.

4126 AT FELAFTEN 3R T 2 B A A E o
4.1.2.6 The type of drug or the dose given to the subjects was
not accurate according to the research protocol.
4127 %3 XFFIR £ Eg oo
4.1.2.7 Prohibited drug was given to the subjects.
42 2 BRFERERRTE  AERKF EHEF AR OE 5T A
ERIES gt TR T2 - N g o
4.2 Severity assessment of Non-compliance: Non-compliance is

classified into minor or serious non-compliance, unintentional
or intentional non-compliance, single or  multiple

2026.04.10
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non-compliance.

4.2.1 = egjf‘f\(Minor Non-compliance) :

e ERNGA) 0 7 i*?igfﬁﬁéﬁ‘ﬁ’ BEFETHRYRAI R Z
R oo B4

4211 A wrL B ¢n -y B~ F 2 Bd o
4.2.1.2 HEE D 2 i BYED R §E o

4213 AT L EFAL A g2 Pam L P XN F o
4.21.4 8 1 53755 ‘ﬁérlmﬁ o

4.2.1 Minor Non-compliance:

Though violation occurs, it does not increase the originally
expected risk to the trial subject or participant. For
example:

4.2.1.1 Changes in the research team members without
notifying the IRB.

4.2.1.2 Shortened intervals of follow up tracking.

4.2.1.3 Minor changes to the questionnaire without prior
approval from the IRB.

4.2.1.4 Other risks assessed to be minor.

4.2.2 Bt % ﬁﬁ\(Serious Non-compliance) :

ekl R Ry R S
e A K AT A FliEFR 75 A X PR bl

4221 AR AEFL R AT A BTy o
4222%?7Pb®%%Pmi$ﬂ%ﬁ%ﬁ 2P
SR M E - R W

4223 A EIFFERFTNF L EAR -

4224 $0FTHE ~ REF R AT ATF R B 1 F TR SRR B A
EREAE 2

4225 ki BT AL R § 2 WHMEREE T A BT E gk o
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4226 KAiaHRT v AL | CUFATFHRE I EI 2R £
A227T BE BT R P TR R BH T BRI G o
4.2.2 Serious Non-compliance:

The risk to the trial subject is increased, the rights and
interests of the trial subject are affected or accurateness of
the research may be affected due to the violation. For
example:

4.2.2.1 Interventional research is conducted without prior
approval from the IRB.

4.2.2.2 Subjects not meeting the inclusion criteria are enrolled
in a risk-research study, a condition judged by the IRB
to increase the risk of subjects.

4.2.2.3 Not implementing the informed consent process
according to the proposal.

4.2.2.4 Inadequate supervision of clinical trials such as new
drugs, new medical technologies, and new medical
devices.

4.2.2.5 Failure to comply with the recommendations of the IRB
to ensure subject safety.

4.2.2.6 Failure to notify the IRB of unanticipated problems,
amendments to the protocol etc..

4.2.2.7 Marked deviations from the protocol contents which
increase the risk of subjects participating in the trial.

423 FF 71 ﬁ #£(Continuing Non-compliance) :

e EUE R SRR R LA R UL REi
ER O FABBEEHE TR EHEF IR BLAER

4.2.3 Continuing Non-compliance:

The violation is committed due to the researcher’s
unfamiliarity with, deliberate ignorance or intentional
disobedience of relevant regulations. If appropriate
measures are not taken, deviations or violations may
continue to occur.

2026.04.10
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5. Procedure
5.1 35 i st/ 4 Hren e - 12 A2 )
5.1 Flow Chart of Protocol Deviation/Violation Reporting
=+
A Resﬁofisible =
Flow Chart P Relevant Documents
Personnel
R Y/ T AR TH A

Protocol Deviation/
Violation Reporting

Confirmation of
Submission

Yes

MG
Principal Investigator
Executive Secretary

Ayei B
Staff Members

7 AeE

BEFLHLA
Selection of Reviewers

Executive Secretary

Review
e EEBDAREE B
Full Board Recommended for revision or

provided further explanation

for Confirmation

FAHLR
- Reviewers

SRR

FEIEFATR
Response by PI

Principal Investigator

\
S
Send to Full Board
|

s gt/ R
Board Meeting

Records Retention

C

)

% B
Reviewers

AyEL B
Staff Members

AR U o 8
Protocol Deviation/Violation
Report Form

AR A o 8
Protocol Deviation/Violation
Report Form
EE R
o B4 A
Submission documents/
Protocol Deviation/Violation
Evaluation Form
R BB/ R EI LA
Protocol
Deviation/Violation
Review Form
BB RET LAY
S
Form of Response to
Reviewers’ Comments on
Protocol
Deviation/Violation

€ K. o
Meeting Minutes

2026.04.10
oog



T S EL|RB-A -1 Y R-2016| , | R BT ORI E RS T | Page

oo oE 4% >
Taichung Veterans General Hospital
e F =
<= 8/15

Document Number | IRB-Regulations of Operation-2016 s SOP for Protocol Deviation/Violation | 4% =% | o5

Title Version

5.2 3% WA/ ¥ ki 37
5.2 Protocol Deviation/Violation Reporting
521 ¢ A B AR TR ApM A B HF T i T R /T g
A Eirp Az F AP ZUHEFAE o
5.2.1 IRB personnel or personnel involved in a trial should report
to the IRB any potential incident of protocol

deviation/violation within 30 days after the discovery of the
incident.

522 KyHA B AN FR%RAPMARED "Bk Bha/d g s
2 ol RERTEFAHTFEUATE- H i Fr -

5.2.2 IRB staff or personnel involved in a trial should fill in the
“Protocol Deviation/Violation Report Form” and submit it to

the Executive Secretary for initial assessment and
determination on actions needed to be taken.

53‘§§F%' ﬁp;u}‘ﬁﬂ

5.3 Confirmation of Submissions
et Ao TR A/ e gk M T RE B AR 0 X
W F o
IRB staff should confirm that the information filled in on the

“Protocol Deviation/Violation Report Form” is complete and
accurate before processing the report.

SA4$EFELR

5.4 Selection of Reviewers
Wypt fan gz TEge it & (3
ﬁﬁé T R2ZEHEZFERK E—%‘L
R EFERTBIEL R F A o
IRB staff should submit the complete submission documents to
the (Vice) Chair. The (Vice) Chair should assign one or two
reviewers, preferably the original reviewers of the protocol.
Under special circumstances, new reviewers may be assigned.

) A ix% § M A 4
A % f A

—g% 5 lﬁ»‘t 4o
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5.5 Review
TERERTERVTELT PFEAR L O RETREKRLFATIOEE
EF ARR o

The reviewer should conduct the review according to the
approved protocol to ensure that the implementation of the trial
complies with required procedures.

551 Z A AT REEFFI) LB/ EL/FF L

él[ko:ugﬂi‘f ‘:L‘ #f’k#&l—-i Lm;gﬁt"érgikpil*fi

e RO éi&z»:;i HEP TR EFLRH ST
ﬂ’gﬁ%?é:’#ﬁy

5.5.1 When reviewing the notified incident IRB members shall
determine the severity of the incident as Minor/Serious
/Continuing Non-compliance based on the circumstance.
If necessary, the IRB shall ask the principal investigator to
provide further details. The IRB members shall
recommend one of the following suggestions:
"recommended for revision or provided further
explanation”, "sent to the full board for discussion" or
"submit to full board for confirmation”.

552 L ATl A ARFHEEATFER eI Y o F
FooRZRA A AR NI IR RRERGL
ﬁ#ﬁ%i@i’?ﬁ’ﬁéu%ﬁﬁ’#““’%@Fﬁ%?¥7

ARy gt e

5.5.2 In the case that an incident has been determined as Minor
Non-compliance, the IRB members shall determine
whether improvement measures are needed. |If yes, the
principal investigator shall be asked to respond in writing
with improvement measures, and the reply shall be sent to
the original reviewers for review and approval. The
results of the review shall be recorded in the IRB board
meeting documents and passed to the IRB board meeting
for verification. In the case that the reviewers are not
satisfied with the reply of the principal investigator, the
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case will be passed to the next IRB board meeting for
discussion.

553 %4 IR BRE S AL KA MG § b -

5.5.3 If the case is determined to be Serious or Continuing
Non-compliance by the IRB members , it needs to be
discussed in the IRB board meeting.

5.6 31w h
5.6 The PI's Response to Reviewers’ Comments
5614 FELAF LAM Ky f BRI FEFLLERLL
P\?J‘j;ﬁa—%@d‘),l.% %é?/\”j—ﬁ‘}"fﬁjg-°€"‘%i%$/kj€“fi
(" BRFHAL) "B TBPER FRE28 Bp A
AT BREEFRE -

5.6.1 If the reviewer has comments the staff member should
remove the reviewer’s name before sending the comments
to the PI for response. The comments should be sent in
an electronic file. The PI should submit supplementary
documents within 7 calendar days. If the Pl does not
respond within 28 calendar days, the protocol should be
withdrawn from IRB consideration.

562 ¥Fhuk i (N GPHGEE d AP R EL
BPArRBALASLAGRE L gREAPG -

5.6.2 If the review decision is “submit to full board for
confirmation,” the staff member should ask the PI to
respond to reviewers’ comments and/or reconfirm the
review decision before submitting the report to the IRB
board meeting for confirmation.

563 P A% 2RISR EE- HEP > FF A
B p r RFAL L REL L L L2
RADETEELH T

5.6.3 If the review decision is “recommended for revision or
provided further explanation,” then the PI should respond

to the reviewers’ comments and submit relevant revised
documents. The response and supplementary

|
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documents from the Pl should be sent to the reviewers for
evaluation.

56.4 %%E 5% Mg+ gea_ ﬁ 7 S %L%i;}j&& J 3 s Hp
R RFALL  RPEAARETREE » T % g3R
A2stem e

5.6.4 If the review decision is “submit to the full board for
discussion,” then the PI should respond to the reviewers’
comments by the due date. The staff member should

compile relevant documents and place the report on the
agenda for the next scheduled IRB meeting for discussion.

7= g3t R
5.7 IRB Board Meeting Discussion/Confirmation
5.7.1 KysA R & R HRATH 23385 M/ F 3 E 25~ < ¢ RAB> T
Bt R Ao e R < € s o
5.7.1 The staff member should place all reports of protocol
deviation/violation incidents on the agenda for the IRB

board meeting and submit details of each incident to the
IRB full board for discussion/confirmation.

5723 EL FAch AL F LA g1 ANHH L &P
FAFAIREP lﬁgpiﬁrgi,'lfé—;milﬁ’#‘é,_%h& 0

5.7.2 The Chair and all attending members should thoroughly
discuss the reports during the board meeting. If
necessary, the Pl may be invited to give a presentation in
the meeting. The PI should be notified by writing the
resolution from the IRB board meeting.

5732 ¢k 2 B il it Bl xiaiEgd
7 g TF S ;E :

b
o
3
L

5.7.3 The PI should be notified of the resolution from the IRB
board meeting and actions to be taken. Actions to be
taken may include the following, depending on the severity
of the incident:

5.7.3.1 ¥ i 7 «35‘}44-\4 Ja ¥ N
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5.7.3.1 "Minor Non-compliance" management method
57311~ ¢+ -

5.7.3.1.1 The incident should be sent to the IRB full board
for recordation.

573127 7K A BRI KT IR

5.7.3.1.2 Research personnel should receive training.

573.13F 4 o

5.7.3.1.3 A monitoring visit should be conducted.

57314 His (4r 5 FE BB /CRO # e L 3+ 4 9 962
pa) °

5.7.3.1.4 Other. (e.g. requiring the sponsoring

company/CRO to submit an improvement plan or
relevant training certificates).

5.7.3.2 B [#F § 147 ﬁﬂl&/f@f‘a > 50

5.7.3.2 "Serious/Continuing Non-Compliance" management
method

S5.7321F 3 M A RFEIRT VR o

5.7.3.2.1 Research personnel should receive training.
5.7.3223 ¥ 4 o

5.7.3.2.2 A monitoring visit should be conducted.
57323 %ip st ¥ b H3tH T o

5.7.3.2.3 The protocol should be suspended or terminated.
5.7.32.4 7% ¥ F 4454 ¥ aTE o

5.7.3.2.4 New protocol submissions from the PI will not be
accepted.

57.325H # :
5.7.3.2.5 Other:
5.7.3.25.a % ”ﬁ ¥ A ‘E?%‘zi ;ﬁ-—‘ﬁ g W ;E iﬁﬁﬁj?\}‘%
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5.7.4 %

2= %—;ﬁﬁfré S %ﬁﬂ’i ﬁi;ﬁjﬁ °

5.7.3.2.5.a Subjects participating in the research study

should be advised in the event of new
information that might affect the subject’s
willingness to continue participating in the
research study.

57.3.25b # &g $B 3 i ;édﬁz 3 EE A o

5.7.3.2.5.b Provide additional information to subjects
already participating in the study.

5.7.3.25ci3 342 o
5.7.3.2.5.c Revised protocol.
5.7.3.25.d B st Ji F AR 2 2 BRI o

5.7.3.2.5.d Changing the tracking frequency of the
continuing review report.

57325683 %@ E kA TEABEL &
L EE R -

5.7.3.2.5.e Revising the subject inform consent form and
re-obtaining the subjects inform consent.

5.7.3.25f B ?—‘—"z Tl £ AR o

5.7.3.2.5.f Monitoring the process of obtaining informed
consent from subjects.

5.7.3.2.5. # ¥ m R i ICRO 4 1 sc L 3+ 4 & 9 5GE P -

5.7.3.2.5.g Requiring the sponsoring company/CRO to
submit an improvement plan or relevant
training certificates -

5.7.3.25.h His

5.7.3.2.5.h Other
Er A AP A R BT RT R P ANEY ; 5
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5.7.4

In the case that test deviation/violation

incident has

occurred which complies with the specifications of the
second and third items of Article 17 of “Human Subjects
Research Act”, the Ministry of Health and Welfare the
Human Research Protection Center at this hospital shall
be notified of the results of the IRB review.

5.8 & 4% 1% 13

5.8 Records Retention

AR ik e R %

B L 78 K4k o

Relevant personnel should keep all records carefully following
the guidelines below.

. w8 A e ot 2
Document Retention . .
Name of Document ) Retention Period
Number Location
L " " REE LG8 3 F
TRER T 3 [3E 3 % 42 . Férgﬁnp‘?\l?
1 i - ﬁﬁ o IRB 4% % | Atleast3years
Protocol Deviation/Violation Report IRB Archive after the trial is
Form closed
e s U BEHRERIS 3 A
A 1 s AT ) o E 7
R AT AT A IRB # % % At least 3 years
2 Protocol Deviation/Violation . At
. IRB Archive after the trial is
Evaluation Form
closed
e e e o 4 HHRELS 3
Bk A LA . ’ iy
AR AT AT DL A & : IRB # % % At least 3 years
3 Protocol Deviation/Violation Review . b
IRB Archive after the trial is
Form
closed
PRBHTREST LAY RA WL R 3E
4 Form of Response to Reviewers’ IRB # % % At least 3 years
Comments on Protocol IRB Archive after the trial is
Deviation/Violation closed
6.+ E

6. Appendices

BT RFEL L
PG SE - A

éﬁjﬁﬁﬁ»’g%iﬁ%ii’

“Protocol Deviation/Violation Review Form” is generated from the
online system, preventing the usage of the wrong version;
therefore, this item is not listed in the appendices.
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6.1 % ha/® e s
6.1 Protocol Deviation/Violation Report Form
6.2 :F% B/ ® TG £
6.2 Protocol Deviation/Violation Evaluation Form
6.3FHXK KB/ T AL ALY R A

6.3 Form of Response to Reviewers’ Comments on Protocol
Deviation/Violation
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