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This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”

C | 5 |1 85233 F1FABFEFTHE P > &k o 20150923
1. ltem 5.2.3 was revised regarding required
documents from the PI and description of the
documents.

B 5.3.1FEF > B 2 A o

Categories of required documents for submission
were revised in item 5.3.1.

W 532X F2 p2 oo

Item 5.3.2 was revised regarding the acceptance of
submission.

220 5.A AT 0 F i3 sc 5.1 VAL~ ARRE 2 2 o
The title of item 5.4 was revised; the process and
the list of relevant documents were revised in item
5.1 Flow Chart.

ATH 543 XTRGHE TN o

Item 5.4.3 was added regarding review and
monitoring of new submissions.

FTE G E 6.5 FEER o

Appendix 6.5 Protocol Review Routing Form was added.
R ;ygégﬁé%i Eé_ {245 -/- “®A7 %h3Z[20160318
%4 e

The original “Human Research Committee” was
renamed “The First/Second IRB Committees”

B 51 RARB T ATH 58 Y T F e 2 A48
Py AR EATE 3 72 247 o

ltem 5.1 Flow Chart was revised; item 5.8 was
added regarding the procedure for processing
requests to re-open suspended protocols.
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3. Item 5.1 Flow Chart was revised; item 5.8 was
added regarding the procedure for processing
requests to re-open suspended protocols.

4. GSV*HN**'EI‘NA‘%/Jz 2t %ﬁ&iz\ N 35 -
BEAIRERRTI A PR HBIP T R RRRT
4. The orlglnal item 6.3 “Protocol
Suspension/Termination Review Comments Form”
was replaced by “IRB Review Checklist”; regulations
regarding records retention were revised
accordingly.

5.~ F R o

5. Typos were fixed.

GI}FI 5.6.2 %ﬁ"‘%prpﬁ&%ﬁ'l%/‘fﬂ-aﬁ gzim
R H S5 h | F2 IR o

6. Item 5.6.2 was Pewsed regarding the follow-up
procedure of the review decision of “approval of
protocol suspension/termination; send to the full
board for confirmation.”

7.1 563F A% 5 THFAFEATR K 2L RJILINAR ¢
7. Item 5.6.3 was reV|sed regarding the follow- up
procedure of the review decision of “request the PI to
respond.”

8.12:x564% %% 5 "H =+ é Bl 'ﬁi@fﬂ—ﬁﬁi °
8. Item 5.6.4 was revised regarding the follow-up
procedure of the review decision of “send to the full
board for discussion.”

0.77# 5.6.5 -

9. Item 5.6.5 was added.
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1. The version of reference 3.1 “Regulations for Good
Clinical Practice” was updated.

2. B2 51l R T A3 A N2 MER AL A B
¥ ,%%*i F4eE (A 24§ opE) -

2. The responsible personnel for “determination of
review category and selection of reviewers” was
revised in item 5.1 Flow Chart: Executive Secretary
(as Reviewer).

3. I 5234 H A BRELREEF AT 2 L3
ﬁ TEB P ZREATHT A -

3. Item 5.2.3.4 was revised regarding the requirement

of submitting pages with checklists for the subjects

to fill in on the ICF: “Electronic files” was added.

52 541h% LR AZFEP FHL F R0t

4. Item 5.4.1 was revised regarding assigning other
reviewers when the original reviewers are not
available.

5. 378 5533 3 %2 34U TAL - LT AE [ 2
% 4% 553.1.ac5532acz2Fhir hEp-

5. Item 5.5.3 was added regarding the review
categories of full board review and expedited
review; explanation was added in items 5.5.3.1.a-c
and 5.5.3.2.a-c regarding review and placing a
protocol on the agenda for the IRB board meeting.
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The following original items were deleted: Items
5.6.2 and 5.6.2.1 - The PI does not need to respond
if the review result IS “protocol
suspension/termination approved; send to the full
board for confirmation/recordation”; item 5.6.3 - The
Pl should be requested to respond; item 5.6.4 -
explanation regarding the review result of “send to
the full board for discussion.”

B:x561#ERFEFAIFAFTALA L L2 ST

T -

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

o et 6.1-6.5 -

Appendices 6.1 to 6.5 were replaced.

20170709
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FEIRB RN EF FF  Baf [ Eo i, I
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Process related to hardcopies was revised to
comply with the new IRB policy of paperless
submission.

W4 52342 XFERLTH 1 [E AN
. In Item 5.2.3.4 “the Infopmed Consent Form Pagel:
subject’s information” was added.

#5234 %P p % [F5 PTMS ¥ gk plig 7 t
BEIHI ARTT o gzl AA T E
éﬁﬁmﬁﬁﬁiﬁ%*y—Q?ﬁ%’%ﬁiﬁﬁ
Pl 2 2 i9E o

. The following was added to item 5.2.2.6: For PTMS
apgllc_atlons, only electronic files are required to be
submitted by uploading to the system. There is no
need to print out paper copies. For non-PTMS
aﬁpllc:atlons2 hard copies of submission documents
should be iIncluded in a separate binder. The
binder will be returned to the PI after the review is
completed.

20190527
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. The wording of the title of item 5.2.3.5 was revised.

B4 5A3FEL RTINS Y F 2 p BT A ® 103 £ 07
128 P o
The issuance date of the letter from the Ministry of Health
and Welfare “28 July 2014” was added in item 5.4.3.
. 35532 % cHIELANEAREEL TFAYW
Bl B EEFYERIVTRAETA, P F3F
AfEAr B2 2t g o RIRPEL R B < R
6. Item 5.5.3.2-c was revised regarding the follow-up
procedure of the review decision of “protocol
suspension/termination; send to the full board for
confirmation/recordation” without the requirement of the
Pl to respond. The staff member should directly send
the protocol suspension/termination to the IRB board
meeting for confirmation.
7. %ﬁ‘iﬂ 57.1: q_p‘JLij e -:E;,E' T4 ﬁ "ﬁ ﬂ;ﬁ > B
1] vf* f;}; o
7. Iltem 5.7.1 was added: Protocol suspension/termination is
approved when all members come to a consensus to
approve it after discussion.

o o o s~ A
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8. ltem 5.7.2 was added: If the voting result of the board
meeting is ‘approval’ with further comments, then the staff
member should notify the Pl of the comments from the
board meeting and request the PI to respond. After the
Pl has responded, the staff member should send the
response to the (Vice) Chair/Executive Secretary for
approval.

2026.05.12
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9. Item 5 7 3 was added: If the voting result is
“approval after revision,” the Pl should submit
supplementary documents (or respond to reviewers’
comments) within 7 calendar days. If the Pl does
not respond within 14 days, the protocol should be
withdrawn from IRB consideration. Before the due
date, the Pl may request for extension of up to 14
calendar days with an acceptable excuse. The PI
may not request for extension more than one time.
If the PI intends to request for extension after the
deadline for requesting for extension is past, the
case should be submitted to the Executive
Secretary and the (Vice) Chair for approval. If the
case is approved to be processed, the staff member
should submit the case to the (Vice)
Chair/Executive Secretary for approval.

10.#73 5.7.4 : # gaﬂ;.—;% = 17 %i;%iy Al ¢
IT%“ Ak (e PR E T AE) MR AAME T

10. Item 5.7.4 was added: If the voting result is
“disapproval,” then the staff member should notify
the PI of the resolution. Follow-up actions may be
taken according to the board meeting resolution
(e.g. conducting an on-site monitoring visit).
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11. ##4# 6.1-6.2~6.5¢
11. Appendices 6.1, 6.2, and 6.5 were replaced.
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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.

2. 3 E 6.1

2. Appendix 6.1 was replaced

H| 14 [1 B:3x%5~> 2315 1 HBREAGEEF%TLEA] 120210528

109 # 08 * 28 p 1%:4 AmAIIMIMEE T F %

1091407788 5.4 i3 it o
1. Updated reference 3 1 into ““Regulations for Good
C inical Practice” amended on August 28 2020,
pursuant to Ministry of Health and Welfare
Bu Shou Shi-Zi No. 1091407788.”

(2 H L TPTMS #im/% PR L 2 AL L4 o
Document title was added: “PTMS  Review
Checklist for Protocol Suspension or Termination.”
1322510 A BT 7 RERBR AR A K O F IR AR R
zZ_ #Erﬁg? = 4’;[x‘]’ o
Revised the contents for “Relevant Documents”
item 5.1 “Flow Chart of Protocol Suspension or
Termination.”

W w N

JER o TP FEMERP Y F o

4, 3:2531~ % 4

4. The wording of the title of item 5.3.1 was revised.

5. 8:x5531-4&%h2% 8%

5. Revised the reV|ew decision of Full Board Review in
item 5.5.3.1.

6. 3:x55321%%h2Fh% -

6. Revised the revi w deC|S|on of Expedited Review in
item 5.5.3.2.

7. @39:5633% 57323 F1FAw HH A5 28R

7.

Item 5.6.3 and 5.7.3 were revised the PI's reply
period to 28 calendar days, and deleted the
description of the extension.




o7 o\ m F R

Taichung Veterans General Hospital

. 2, = 2 £ . 5, vl +
v BB OBk & 4

Record of Composition and Revisions of Controlled Documents

% 2B | IRB-& -1 (74302021 | % i aff |\ WE AT ERAS A
Document Number|  IRB-Regulations of Operation-2021 Title SOP for Protocol Suspension or Termination

=T 7 I . 2% S A5 ‘t, - B
AR weramgaige PRSP mia ond  ompw
The IRB Committees mUnclassified oConfidential cHighly Confidential

by Confidentiality
o= fe

i * H = |DAll units in the hospital
Appliedto (mH & > H3Ip @ A M7 GEEALR €
mOther (Prease specify): The IRB Committees

| T v TR 750
Version | No.Pages Summary of Revisions of the Document Date of Implementation
H | 14 [8. 2k 5.8.245.5% 5.83 - 20210528

8

8. Changed the original item number 5.8.2. to 5.8.3.

9. B::zh 5.8.3.#5.5 5.8.2¢

9. Changed the original item number 5.8.3. t0 5.8.2.

10.# i 5.8.2 4 TRyt B #> 2ENFE (&)
AEER R oD SRR - X% g AP

i

10.Revised item 5.8.2 to be “The staff member should
submit the documents to the Executive Secretary
and (Vice) Chair for confirmation, and should be
scheduled in the earliest session of IRB board

" meetinglfo6r discussion/c{:cr)rlg)f_ilfmgti%].”/ %23 %
H AR 6 WP R i85 b 47 2,
i"g%% e LA <i§;'l» v ER AT 2
= PN S I A

11.The following was added to Appendices 6: “PTMS
Review Checklist for Protocol Suspension/Termination”
and “Official Correspondence” are generated from the
online system, Joreventlng the usage of the wrong version;
therefore, the documents are not listed as an appendix.

12.3 3% '¢1% 6.1~6.2-6.4 -

12.Appendices 6.1, 6.2 and 6.4 were replaced.

AL R
Blank. Continued on next page.
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The title of the document was revised.

f‘i’ - APy xm/—%éi RéE ey T Ay
FiemEaAn b

The original “The Flrst/Second IRB Committees”

was renamed “The IRB Committees”.

R 54 2 12320

Items 3.2 was added in References.

M",f[ﬁ'z 5232 p % o

Deleted item 5.2.2.3.

i2:x 5317 p %

Revised item 5.3.1.

%% AAHRPP R s 2 £k 473 5.5.4 -

According to the recommendations of AAHRPP

(Association for the Accreditation of Human

Research Protection Program) was added Items

5.5.4.

¥t 6.1-63-64-65-

Appendices 6.1, 6.3, 6.4 and 6.5 were replaced.

[e]

20230717

15

N dNEERINAN

541 fHivRT gy (B) L= R o

ltem 5.4.1: Executive Secretary changed to (Vice) Chair.
54344~ v 1CIRB F AHHI2 5 E RIwiF- &
% AALS PHIE o

Item 5.4.3 was added: The protocol of c-IRB mechanism
will return to the full board review process.

20250910

Ay ze o BRETE
Blank. Continued on next page.
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1. Revised item 5.2.3.3.
2. 33 6.1 o
2. Appendix 6.1 was replaced.

Y %17 LR
Composed/Revised/Deleted Reviewed Approved

kvl g E L E RSPl
1 ’EF? ra kgt SOP 127 w

X?ﬁhﬂ ;}g KTk PGey T 2 B

A2 2 KM AILE BATRA ) KA T E ;_SOP ?I‘“F‘ N i Sl 3 I =

% Changing, marklng or copying controlled documents W|thout 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-2021 Title SOP for Protocol Suspension or Termination
§ 7EE = TERLA g4l ma F
Processing Unit Review Comments Head of Processing Unit

BB E TR
There is no need for review by other departments or
divisions.

M E VFI AR FAR LU T R EFFERETRI MR o
% 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 describe the administrative
procedure for the IRB staff to process protocol suspension /
termination.

2.8 *
AEILAE ALY T AR S Y LD TRE KRG I F R

2. Scope
This SOP applies to all protocols which are requested to be
suspended or terminated before the study has been completed.

3.%% < i

3. References

31T R 2k F% TH R 109 & 08 * 28 p s 451383
#aFx % 1091407788 5.4 iz it o

3.1 “Regulations for Good Clinical Practice” amended on August
28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.

321 Fh BH B TR 2% F 2 7’*%/: . 11041 04 % 09 p 2 451!

M s F % 1101601721 5.4 w2 o2 -

3.2 “Regulations on Good Clinical Practice for Medical Devices”

promulgated on 09 April 2021 by the Ministry of Health and
Welfare, pursuant to Wei-Shou-Shi-Zi No. 1101601721.

-r’\z" P‘i%

4. Definitions

4134 %% (Suspension) : A HFE T GBF AL ¢HFHT
ER S TRRENE g Nt I N

2026.05.12
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4.1 Protocol Suspension: Temporary cessation of research
activities within the IRB approval period of the protocol.

4.2 +F %k (Termination) CEVERTF A RE T RRERET R
" H Ao P ?1‘#?&?‘ 4%ﬁ£ﬂ¢umim$§iﬁ§ B E T
PlE R gﬁ TR ABHRLEH PRI IR

Rk LR ¢

4.2 Protocol Termination: When there is a concern about the safety
or effectiveness of a trial or when there is an increased risk
presented to the subjects, permanent cessation of all research
activities may be requested or initiated by the competent
authority, the IRB, the Data and Safety Monitoring Board
(DSMB), the sponsor of the trial, or the PI, before the
completion of the study.

2026.05.12
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5.2 Application for Protocol Suspension or Termination
5.2.1 % 1‘***’* 2ERERE FHAE A kL PTMS
g &:",;li* Wrisl k2 ¥ [A7%k 225 PTMS E' ’L’%ﬁ ’
JY%@ﬁ ¢ 31
5.2.1 Protocol suspension or termination may be requested on
PTMS by DSMB (the Data and Safety Monitoring Board),
the PI, or the sponsor of the trial. (If the protocol was
previously approved, submit one original copy.)
522 A P WML RESALA €~ gRIEYIR/M
Ak ik o

5.2.2 Protocol suspension or termination may be recommended
by the competent authority or the IRB full board.

5221 Aypd Rl ot d A A RN H A B/K L a2

2 °

-

5.2.2.1 The staff member should notify the PI to submit
document related to protocol suspension/termination.
523 F i HFARBETHE I
5.2.3 The Pl is required to submit the following documents:
5231 FHiR/xi 354 £ o
5.2.3.1 Protocol Suspension/Termination Report Form.
5232 %@ H efe kit & o
5.2.3.2 List of Subjects and Description of Subject Enroliment.
5.2.3.3¢ ﬁ%‘mz;éé'f}b%% ¥R ARG Q) - f[a;a;:d\*m
Btett- PR EORRD ”J:—**a% C Hapink £.F S i
ﬁ[iﬁi%i?ﬂﬁliﬁwﬂlﬁimxﬁﬁ3w
cQFEp A BUERLE AP RTREY K G AT
~s:\gésdz}’rﬂ = lﬁ“*ﬁii‘*fik\géﬂ,pﬁr’r"ﬂ ;
3TE %2 % Féiz Pt (3% ?LPTMSE' B
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5.2.3.3 The submission principles for signed informed consent
forms are as follows:(1)For each version of the
informed consent form, one complete electronic_copy
must be submitted. For the remaining consent forms,
only the [ Subject Basic Information Page ] ,

[ Signature Page) , and [Pages Requiring Subject
Checkboxes) are required.(2) If no new subjects have

been enrolled and no new informed consent forms
have been signed since the previous continuing review
submission, only a complete subject list is required. If
there are newly signed informed consent forms, they
must _be submitted accordingly.(3) For non-PTMS
applications, copies of the informed consent forms
must be submitted and [ placed in a separate folder] .

After _completion of the review, the separately
packaged documents will be returned.Submission
Quantity Requirements:(1) If the total number of
informed consent forms is 30 or fewer (inclusive), all
consent forms must be submitted.(2) If the total
exceeds 30 (either paper consent forms only or
electronic_consent forms only), samples shall be
"evenly selected based on the signing date ; , with a
maximum submission of 30 forms.(3) If both electronic
and paper informed consent forms are used, the two
types shall be sampled separately and proportionally.
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A maximum of 30 forms for each type may be
submitted, with an overall maximum of 60 forms.

5.2.3.4 fcf 7 2% %10 4 % 42 (i 47 SUSAR) -

5.2.3.4 Serious Adverse Event Report Form (only SUSAR is
reported)

5235H & o
5.2.3.5 Others
53 %~ i

5.3 Confirmation of Submissions

531 Ayt FPfE g o g T FfR/B b &, % &
et v [ﬁ’éé%‘)-%ﬁfl;‘i?ﬁi%ﬂ%i%ﬁﬁ% CBRERLE

%30 3F % 4 4 (Wi 3F SUSAR)] -
5.3.1 The staff member should verify that the submitted
documents are complete. In addition to “Protocol

Suspension/Termination Report Form,” other required
documents need to be included [List of Subjects and

Description of Subject Enrollment, and Serious
Adverse Event Report Form (only SUSAR s
reported)] .

532 2L PTMS ¥ 3% » FAE 2 {8 > Ayt Btz 29 3
EnARA 0 X RIDY PR o F 5 PTMS ¥ 5% 0 FRA
e o ARPEA ﬁ’/‘ PTMS hki e ’3‘3- FEID

5.3.2 For non-PTMS applications, the staff member should place
the Protocol Review Routing Form with the documents and
process the application. If the suspension or termination

Is submitted on PTMS, the staff member should accept the
application and process it on PTMS.

5442 %5372 353420
5.4 Decision on Review Category and Selection of Reviewers
S541pRrER3aL2 3L FRhEALREEMIZL A H
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5.4.1 The submission should be reviewed by the original
reviewer of the protocol. If the original reviewer does not
serve as an IRB member or under other special
circumstances, the (Vice) Chair may assign another
member to review the submission.

5.42 $13 kA r EiRERE L H 0 BERFiE (R
TELAAERPRAEHES €£WWf%°

5.4.2 If the protocol has not enrolled any subject within TCVGH,
the protocol suspension/termination may be approved by
the Executive Secretary or (Vice) Chair and confirmed in a
convened IRB board meeting.

5.437T5% | Fu-wphmh SHLEFFE(TEBG A
Brxk -Bk.%2) T"kRi-RFEMEAE G2 (AR 103
# 07 7 28 p w2 sl s ¥ 3 % 1030120703 553 ) o
F2 o BE@dhtdaas o plis ’é‘gﬁg‘? P, BERFEEF
aAzf o (CIRB & 412 %2> RIwiF- KF LA 7%

)

5.4.3 If the protocol was sent to the full board for review as a
new protocol, all of the follow-up monitoring (including
continuing review, protocol amendment, study closure, etc.)
should be sent to the full board for review as well (in
compliance with the regulation issued by the Ministry of
Health and Welfare on 28 July 2014, pursuant to
Wei-Bu-Yi-Zi No. 1030120703). If the protocol was
reviewed by the expedited review process as a hew
protocol, then the follow-up monitoring may be conducted
by the expedited review process. (The protocol of c-IRB
mechanism will return to the full board review process.)

55Z 8% %
5.5 Review
551Z A REREKZAANGERNNEFTE S AT RBHRZAF
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o7 & %?ﬁ??%%ﬁﬁ*%é #1480 @I PTMS
e SE S NCOR F TR

5.5.1 The reviewer should conduct the review according to the
basic ethics principles of clinical trials and ensure that the
implementation of the trial complies with required
procedures and protects the rights of the research subjects.
Further review comments (if any) may be written on
“PTMS Review Checklist for Protocol Suspension
/Termination”.

552 ¥ X R L B IRR § Rtk - T AR/ g 2R
k0 TR £ R AGRAD o
5.5.2 An extraordinary IRB board meeting may be called to
discuss a recommendation for protocol
suspension/termination.  Follow-up actions should be
taken according to the resolution of the extraordinary
meeting.
55333 %2 34w A 5 -HFA2HEF A -
5.5.3 The review category of the protocol may be full board or
expedited review.
5531-4%% 3%
5.5.3.1 Full Board Review

aFrF LR T2RIEE P AF v R2FEORNEHE
P BT XS g RS -

a. If the review decision is “recommended” and no
response is required, then the protocol
suspension/termination should be placed on the
agenda for the next scheduled board meeting for
confirmation.

b EZ R & &% i T2
s TR TR
hFaiil AELARE

KOS RER- HED
’ %_L;ka&}%ﬂs"ll‘?ﬁ};]]\\}v

I3
A AL
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b. If the review decision is “recommended for revision or
provided further explanation” and response from the
Pl is required, then the PI should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
submit them to the Executive Secretary and the (Vice)
Chair for approval. If the review decision is
“approved to be placed on the agenda for the next
scheduled meeting for confirmation,” then the protocol
suspension/termination should be placed on the
agenda for the next scheduled meeting for
confirmation.

CHLARFhnss s (2RI A BHREHS), 74
AFARUPrRFELL R R RETHG
BT K g R

c. If the review decision is “send to the full board for
discussion,” then the Pl should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
place the protocol suspension/termination on the

agenda for the next scheduled IRB meeting for
discussion.

5532@ %% %
5.5.3.2 Expedited Review
adL R Ak ERBE AR EE-HEP
PEIBFARTWPArRFALLE REL D
FHELAED TBR UL F KPR R R AP E L
Ciw RRAEFFELRL E R

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

.
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respond to the reviewers’ comments and submit
relevant revised documents. If the review decision is
“further review after revisions,” the response and
supplementary documents from the Pl should be sent
to the reviewers for further evaluation.

bHEZR B aR%EE T2 RLE[ISE > s2iE- 4%
B o FABARNW A REALL ) ORPELR
RETHEHE > Bif- 4§ RAEHB -

b. If the review decision is “not meet the requirements for
expedited review and sent to the full board for
discussion,” then the Pl should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and

place the protocol on the agenda for the next
scheduled IRB meeting for discussion.

CHAANFARRF S "UH ) P2 FFH LR
2% PIRPEA R BRI S g

c. If the review decision is “recommended for approval’
and no response from the Pl is required, then the staff
member should directly submit the protocol

suspension/termination to the IRB board meeting for
confirmation.

5.54 § + HA L RArip Ry b pE s LB QY BT S

5.5.4 When the study is requested to suspend or terminate, IRB
shall consider the following measures:

5.54.1 #p % 212 X FHHIEREH G 0 kA 1245
AL(Gldr o> BRI T B T RERE)

5.5.4.1 Exercising protective measures to current subjects to
ensure their rights and welfare (for example, continue
study under independent monitoring).

5.54.2 3 #3012 X F % 2 F ok g E B2 AR
(M%Qﬁﬁgi§%%§\@ﬁ$ﬂwpfﬁ?w
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5.5.4.2 Whether or not to arrange medical management for
withdrawn subjects to ensure their rights and welfare
(e.g., making arrangements for medical care outside of
a research study, transfer to another investigator, and
continuation in the research under independent
monitoring).

5.5.4.3 3 4P T FL Rk LR ST IR A8 R T

5.5.4.3 Inform current subjects of the study of the decision of
study suspension or termination.

5544% T3 AT R AL RAHAE -

5.5.4.4 Any adverse events or outcome shall be reported to
IRB.

56+ FiFAwvh
5.6 PI's Response to Reviewers’ Comments

SE6LYFALAT LM AP ABELFAF VL R
AR FULTFHAETFIFA v f oo

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.

562 v BEL A B AL A2 P FAiFANAYGRA T REF
R e BB ssrr BRER Fad/ (8) 42l
Rgv MARd 3 v hi- PR S FRIAE
2424
\sz\‘zm"

5.6.2 If the review requires the Pl to submit response to
reviewers’ comments, then the PI should give response by
the due date. The staff member should submit the
response to the Executive Secretary / the (Vice) Chair for
evaluation to decide if the response should be placed on
the agenda for the next scheduled IRB meeting for
discussion.

2026.05.12
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563% AR LU TTHIFALETTRP AR R FA2E 28
BpEx DAY RART TR
5.6.3 The PI should respond to reviewers’ comments within 7

calendar days. If the Pl does not respond within 28 days,
the protocol should be withdrawn from IRB consideration.

7§
5.7 IRB Board Meeting Discussion/Confirmation
5.7.1 5% » #RERLA G F L AU EIRE A

5.7.1 Protocol suspension or termination is approved and
recorded when all members come to a consensus to
approve it after discussion.

BI2 ¢mPp LR T 22 FEEREE MG EHR > LiF
FPRARAREFARSGVRAFAPRFALAL PR
FAw R dd ARl (R 22 fFIRERE AT -

5.7.2 If the voting result of the board meeting is ‘approval’ with
further comments, then the staff member should notify the
Pl of the comments from the board meeting and request
the PI to respond to the comments. The PI's response to
comments should be submitted by the staff member to the
(Vice) Chair/Executive Secretary for approval.

5.73 FH LS5 T3 sa p 33 ifFiawt (v hRER
L) AL T RBPAEAR > FRE228BFHEX VAT R
EiTHE o

5.7.3 If the voting result is “approval after revision,” the Pl should
submit supplementary documents (or respond to
reviewers’ comments) within 7 calendar days. If the PI
does not respond within 28 days, the protocol should be
withdrawn from IRB consideration.

5.74 2+ ¢ L% 5 T2ya o R+ €3 i3k (4o F
PR AE) RN ET o

5.7.4 If the voting result is “disapproval,” then the staff member

2026.05.12
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should notify the PI of the resolution. Follow-up actions
may be taken according to the board meeting resolution
(e.g. conducting an on-site monitoring visit).
5.8¢ 3 "33 Win ) 2 A ML EHRFEEATR LRI
5.8 Request to Reopen a Suspended Protocol
BBIRFM N2 jz2 2% viiwh ¢z T AWML %Y E
Hg RT3 0T o
5.8.1 The company that sponsors the trial may request to reopen

a suspended protocol by sending an official request letter
to the IRB.

582 Aykt f v BMERFRE ~(B) L EL fidro s
P BT s gREmA -

5.8.2 The staff member should submit the documents to the
Executive Secretary and (Vice) Chair for confirmation, and

should be scheduled in the earliest session of IRB board
meeting for discussion/confirmation.

583 EZMAIF TN FAMETFE T3 T30 % 7zt
2R -
5.8.3 If the clinical trial is not implemented as designed in the

original protocol, then an application for protocol
amendment should be submitted to the IRB.

5.9 B4 %3
5.9 Records Retention
#Brﬁg A ﬁ}f@fﬁ%'&r_r i:ﬁ_";‘i, —‘;'-“E‘:‘.—{'f,g\—']—%té,lfé::@gg‘,—o

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

HnBe LE LR Wit b Bk e ig 8 T
Number Name of Document Retention Retention Period
Location
PRGBS R L IRB 4% EE LRSI
1 Protocol Suspension/Termination T At least 3 years after
IRB Archive L
Report the trial is closed
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FEYR/KEF AL R SEL IRB #,% % WeRE R 3E
2 Protocol Suspension/Termination e At least 3 years after
: : IRB Archive 1

Reviewers Selection Form the trial is closed
iﬂ%%%§%4ﬁpfﬁﬁﬁﬁ
LR eWR/HIFLEEFHLE
AREERTE [ PTMS #i/% o+
3 |[FrEELLE IRB 4% %
TCVGH-IRB Review Checklist for IRB Archive
Protocol Suspension/Termination /
PTMS Review Checklist for
Protocol Suspension/Termination

HSGAR/EPFLE AR ALY R A

WERE R 3E
At least 3 years after
the trial is closed

LR

' ' IRB #% % %
4 Form of Response to Reviewers CE = | Atleast 3 years after
Comments on Protocol IRB Archive L
. e the trial is closed
Suspension/Termination
SRS ok g 2k F
g |FEiEd IRB # % % Atpléﬁf%tﬂ-g s 3 ﬁ
Protocol Review Routing Form IRB Archive east 5 years after
the trial is closed
6.5 i

6. Appendices

"PTMS #iz/% b2 3 a0 4 T o2 ) S ,fi,f’eiﬁ-;f])\ 1
BN GEH 2 0 A P N i E IR o
“PTMS Review Checklist for Protocol Suspension/Termination” and
“Official Correspondence” are generated from the online system,
preventing the usage of the wrong version; therefore, the
documents are not listed as an appendix.

6.1 4% #riz/% 272 4

6.1 Protocol Suspension/Termination Report

623 F iR/ FH L A HEL

6.2 Protocol Suspension/Termination Reviewers Selection Form
63 47 HARFRAMF] GEFELA B/ L5023

HERIREARPA

6.3 TCVGH-IRB Review Checklist for Protocol Suspension/Termination
6.43F%WR/¥ IEFLFLLAYHRZ
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6.4 Form of Response to Reviewers’ Comments on Protocol
Suspension/Termination

6.5 % iz &
6.5 Protocol Review Routing Form
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