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

C 6 |1.12:2521%%3F2 > F#HcE o 20150923

1. The number of documents for the closing report was
modified in item 5.2.1.

2. ¥R 5 3.1 % EERP AT LARBYT R IP
A3 5225 S

2. The detalls regarding required documents for

protocols that include ICFs were moved from item

5.3.1toitem 5.2.2.5.

ATHE 531 KFEA R P EF BN 2 o

Item 5.3.1 was added: The staff member should

verify that the content of the submitted documents

Is complete.

4. B S5ARM (RBEFEL Ei ) 2 541-542%
FL R 2P ;R 543 ATkE L "7%" 12 f7
}:’?-,TII}FISJ./H%E_@ 'H},%&#Bfﬁgﬁli"

4. The title of item 5.4 was revised (the original was
“selection of reviewers”); the content regarding
selection of reviewers in items 5.4.1 and 5.4.2 were
revised; the procedure and relevant documents in
item 5.1 Flow Chart were revised.

5. #7553 F A F MBI~ £ 2 XEHE2 RN
YT YTl S S

5. Item 5.5.3 was added regardlng actions taken
when reviewers discover protocol deviation
incidents or other incidents that affect the subjects’
safety or violate clinical research ethics.
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2:2562%3 2255 FRES | F2 B iniEe
ltem 5.6.2 was revised regarding the follow-up
procedure of the review decision of “approval of
study closure.”

gt 6.8 2 H LH(R AWM ERTESRL
o) T igip o2 oo

The title of the form in item 6.8 was revised (the
original was “Approval of Human Research/Clinical
Trial Study Closure”), and the content was revised
accordingly.

20150923

T AMBEHRLIRAE L ra"%-/2 FTH
ZHatfg e

The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”
2:2522: Y A ERITLE Lo

ltem 5.2.2 was revised: “Signature/stamp of the
applicant” was replaced by “signature of the
applicant.”
RIFARLE e ' B350 3 4 ERAIRTAR
2% ;:51~551-59- 1 6.4

The original “Reviewers’ Comments Form” was
replaced by “IRB Review Checklist for Study
Closure,” and items 5.1, 5.5.1, 5.9 and Appendix
6.4 were revised accordingly.
2:x562%8%% " h "RALEE
RS gEEFERIG o

Item 5.6.2 was revised regarding review decisions:
“Study closure approved” was replaced by “study
closure approved and sent to the full board for
confirmation/recordation.”
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v FRE
Typos were fixed.
1565 FiFATREFTLEE L ApMAET -
Item 5.6.5 was revised regarding the procedure for
the PI to respond to reviewers’ comments.
ATH 5734 gHREREL TP, 2 MR
Item 5.7.3 was added regardlng the full board
votlng result of ‘ dlsapproved

x/\);g ‘}liGZPTMS —Lic é—,rét IXP o
Th original Appendix 6 2 “f TMS Study Closure
Application Form” was deleted, and a note was
added.

20160318

!—‘

?r{Sl/rlﬁLr‘]ri‘ %E’% \‘3{5@3& EiﬁJ%

'Fhe responsible personnel was revised regarding
“Determination of Review Category and Selection
of Reviewers” in 5.1 Flow Chart.
i@} 5226;”4%&}’& = XA
B2 Ap M *EwL°
Item 5.2.2.6 was added regarding the requirement
of submitting electronic file or photocopy of the
ICFs and pages with checklists for the subjects to
fill in on the ICFs.
33 525N A3V L Y T AQiE 3 E A MLEBG
BAF 2 %2 AT
ltem 5.2.5 was added regarding the procedure of
handling a protocol for which the Certificate of
Approval has expired and no continuing review
report has been submitted for the last three years.
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Item 5.4.1 was revised regarding the responsible
personnel for selecting reviewers: “(Vice) Chair”
was deleted.

4. B 551 dlpFF LA @I AERFELA

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

6. A7 554 P F k2 F 447 5541 - &F 42
5542 % % 4% » ¢ #ARP o

6. Item 554 was added regarding the review
category of the protocol; item 5.5.4.1 was added
regarding full board review; item 5.5.4.2 was added
regarding expedited review and procedure of
placing a protocol on the agenda for the board
meeting.

7. B:23TH 561 EBLFAL AL L2 tATHT T -
7. The way of sending reviewers’ comments was
revised in item 5.6.1: “Electronic file” was added.

8. ¥+ 6.1-62-65-6.6~6.7~6.8; F7H "fi*
6.9 rﬁﬁi A4 | 2 510 g4z~ i o
8. Appendices 6.1, 6.2, 6.5, 6.6, 6.7 and 6.8 were
replaced,; appendix 6.9 “Reviewers Selection Form”
was added; item 5.10 “Records Retention” was
added.
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1. The following was added to item 5.2.2.6: For PTMS

applications, 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

applications, hard copies of submission documents

should be included in a separate binder. The

binder will be returned to the PI after the review is

completed.

i“éﬁ%c5.2.2.6¢€7’3x‘2i‘ ,E,E,f%lf';spéﬂ”“‘%o

Item 5.2.2.6 “the Inforr%ed Consent Form Pagel.:

subject’s information” was added.

225225 %8 L4

. The wording of the title of item 5.2.2.5 was revised.

H w533 FFRAF AV REZRESEFL 0 Gt

A KIT‘:;UFY; o

. Item 5.3.3 was added: If the Pl is unable to submit a

final report of the research results, an explanation

has to be provided.

B4 543 A Agfliss#F2 ph TARE 103 &

07 * 28 p o

5. The issuance date of the letter from the Ministry of
Health and Welfare “28 July 2014” was added in
item 5.4.3.

6. # fri«g 573 € RIL 5% r%f EJ.
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"‘approved after revision,” the Pl should submit

. Item 5.7.3 was added: If the voting result on a
protocol is “approved” and suggestions have been
given on the protocol, the staff member should
notify the PI of the review result and ask the PI to
respond to reviewers’ comments. After the PI's
response has been compiled and submitted by the
staff member to the (Vice) Chair/Executive
Secretary and apProved by the (Vice)
Chair/Executive Secre ar?i,| the staff member may
issue the “Approval of Human Research/Clinical
Trial Study Closure.”

A x ;‘;

14 P

A 3

X

S E AP

ﬁ*fk’b :rj';’;’;
TMF T

RN AN A

ltem 5.7.4 was added: “If the voting result is

supplementary documents éor respond to reviewers’
comments) within 7 calendar days. The protocol
will be withdrawn from IRB consideration if the Pl
does not respond within 14 calendar days. Before
the due day, the Pl may request extension of up to
14 calendar days under special circumstances.
The Pl may request for extension only once. If the
Pl 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. The
staff member will Issue the Approval of Human
Research/Clinical Trial Study Closure after the case
has been submitted to and approved by the (Vice)

Chair/Executive Secretary.
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8. B/ 5732 %% 5 575

8. The original item number 5.7.3 was changed to
5.7.5.

9. #HEr it 6.1-6.4-6.7-

9. Appendices 6.1, 6.4 and 6.7 were replaced.

10. ¥ IRB m it 2% (¥ » 2oz T3 G T, 4p
Fﬁg—L F\ ? o

10. Process related to hardcopies was revised to
comply with the new IRB policy of paperless
submission.

20190527

14

AW AHE LA TPTMS 22238804
Document title was added: “PTMS Review
Checklist for Closing Report.”

2:25541-4%% 82 %48%% -

Revised the review decision of Full Board Review
in item 5.5.4.1.

3:x5542H0 %% 82%84%% -

Revised the review decision of Expedited Review in
item 5.5.4.2.

i2:056.32 574251 FA v HHPAL28Hp
B i’»ﬁ“]“,éf VIR MEP Y F oo

Item 5.6.3 and 5.7.4 were revised the PI's reply
period to 28 calendar days, and deleted the
description of the extension.
FHH+6.1-63-6.6~69-¢

Appendices 6.1, 6.3, 6.6 and 6.9 were replaced.

20210528

14

¥+ 6.1-63-66-69-
Appendices 6.1, 6.3, 6.6 and 6.9 were replaced.

20210528
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The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees.”

P2 5223 R0 % o

Deleted item 5.2.2.3.

P+ 6.1-62-65~6.8-

Appendices 6.1, 6.2, 6.5-6.8 were replaced.

=

541 fiERT B (B) LEZL A - 20250910
Item 5.4.1: Executive Secretary changed to (Vice) Chair.
13:x 5422 &

Item 5.4.2 was revised

543 K> o 1CcIRB F A2 7 0 RIwEF-
i AARR PEE o

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

P x‘}l 6.1-68-

Appendices 6.1, 6.8 were replaced.

i2:25225< ¢ o 20260512
Item 5.2.2.5 Was revised.

T 3 it

. Appendix 6 1 was replaced.

r\’!\’!—‘!—‘:h:'> W whhdERwwdND

T )%é % %8
Composed/Rewsed/DeIeted _Reviewed ‘ Approved

,\t\'

\e

%J_} / ’

+ w lccc =% == I
"‘? IJ-LZ l—t ’ "/\ rI& l U%’{,"f’ Ml_llﬁ":'vo
?’ﬁ M"‘ s &—T‘r* ~ ;\N] u‘S@@p fﬁ 5& \éaf:f 7B
><Ch marklng or « copylng con oIIed documents witlout permission is
prohlblted
% 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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Document Number | IRB-Regulations of Operation-2013 Title SOP for Study Closure
§7rE i FELL ¢+ a7
Processing Unit Review Comments Head of Processing Unit

RIS EFF A

There is no need for review by other departments or

divisions.

Kt gAE IR FAALEPR T R EAPFERETTH RF -
s« 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.

(2026.05.12]
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1. Purpose
The purpose of this SOP is to describe the procedure for the
submission of closing reports and the review and monitoring of
study closure of approved protocols.

2.5 » 1
;Ew NIRRT ERAFFVIIIG o2 AW «F@ﬁ‘zé@g\;ﬁmﬁpm, g3t
FER P F R LR

2. Scope
This SOP applies to the protocols for which the approval period has
expired and an extension application has not been submitted. For
these protocols, the Pls should submit closing reports before the
due date.

3.

& e
’JQ =
o

-3&_\\ \\?{Ir

3. References
None

4. Definitions
None.

2026.05.12
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5. Procedure

5.1 31 %%% 4 ¢ 2 A2R
5.1 Flow Chart of Study Closure Review

AR
Flow Chart

¥

Responsible Personnel

e
Relevant Documents

FEF PR
Confirmation of
Submissio

BFERIEFELHR
Submission of
Closing Report

Yes

v
- B
2 HEFLER

Review Category &
Selection of Reviewers

TN CEY 2

Further review

Response by Pl

ks | Approval after
\pprova revision after revision
\ 4
FEAIFATR

T
A gt
Send to full board

% a

Approval
v

S

“¢Fh
Board Meeting

FERUETHRZZ PG
—»| Issuance of Approval of
Study Closure

v

Records Retention

R
Principal Investigator

KyEL R
Staff Members

HAwd/
(&) 14§
Executive Secretary/
(Vice) Chair

+ 5% R
Reviewers

aE ERLR
Principal Investigator

=
Reviewers
RPEL B FaeE
(Rl) 2 =4 R
Staff Members/ Executive
Secretary/(Vice) Chair

AyEL B
Staff Members

FEERFL M AHE
Relevant forms for
closing reports

BRIFL /X E A
Closing reports/Protocol
Review Routing Form

ﬁ%@ (=

Submission documents

BEETRPIMS 534 %0414

Study closure documents/

PTMS Review Checklist for
Closing Report

R R )
TAr R4
Form of Response to IRB
Reviewers’ Comments
Meeting Minutes
Y L R
Official Correspondence/
Approval of Clinical Trial
Study Closure

2026.05.12
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5.2 2% {2 ¥R
5.2 Submission of Closing Report

S21#F i FAFFRREFL Y 2 o

5.2.1 The PI should submit the closing report.

5223 F A 454 F LR RWAL Tl

5.2.2 The PI should submit the closing report along with the

following documents:
5221 %% 24 o
5.2.2.1 Study Closure Submission Checklist
5222 %4+ 4/ PTMS $%k¥ 553 (YA 5 & &0 403
F L L)

5.2.2.2 Closing Report Form/PTMS Study Closure Application
Form (The PI should sign on the form. Submit the
final report with research results if applicable.)

5.2.2.3 % ;é?‘f FHER R EL -
5.2.2.3 List of Subjects and Description of Subject Enrollment.
5224 £ 7 1 F %3 3F & &4 (W3 4F SUSAR) -

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

PPN LI LTS EREE S VIFTOERE TS

’
Atet- pr ok R F T4 Ak L3 S
(=g ArFnf] ~ [E:F) % [FREF)

FF) BT AT PTMS 4 3 o (% £ j = B

HIRZ G AP FTREY A FATEF 2L XFERFRLT
lﬁ‘%fﬁ\\ii‘ théﬂ,pﬁi“rv'ﬂ ;2

&
#

X3 artetit o 3)F ?EPTMS“' FE L RF

A [ ET - pERA] IETYET

#3938 o
HAR PHERTLS Dk FR L3 8cp 30 »
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5.2.2.5 The submission principles for signed informed consent
forms are as follows:(1)For each version of the
iInformed 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.
A maximum_ of 30 forms for each type may be
submitted, with an overall maximum of 60 forms.

5226 H1i o
5.2.2.6 Others.

2026.05.12
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5.2.3 If the PI has not applied for a continuing review before the
Certificate of Approval expires, the Pl should submit a
closing report within three months after the Certificate of
Approval expires. Otherwise, the (Vice) Chair may
determine that new protocol submissions from the PI will
not be accepted by the IRB.

52432 ¢F 82355 FT 2L oUEY S B 20 A
F TR 3 AEF R FAHEA I LIRS
B GHSRIFLHMAINL R TETEE L o

5.2.4 If the Pl does not submit the closing report within six
months after the Certificate of Approval expires, then any
new protocol submission from the PI will not be accepted
by the IRB until a closing report is submitted.

B2 FH vV 2 P K3 EFAMALHRF ARL 25> K
PRCRERA GRS R GRS E (4
P A AREFTIERIFABRIKTVR.ELR)

5.2.5 If the PI does not submit a continuing review report within
three years after the Certificate of Approval expires, the
staff member may place the protocol on the agenda for the
IRB board meeting. The IRB board meeting will make a
resolution on follow-up actions (such as conducting a

monitoring visit or administrative closure of the study,
suggesting the PI to receive training, or other actions).

53 %~ it
5.3 Confirmation of Submissions
531 k¥4 iy TEg~ 2 J’ ‘&f?% 2HFL L/PTMS %
Pig o kg 2[R ENEFT IIEBG A3FV
4/11} = D - Fé FHREF AR B s
% (W11 3 SUSAR)] -

5.3.1 The staff member should verify that the submitted
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documents are complete. In addition to the Closing
Report Form/PTMS Study Closure Application Form, other
required documents need to be included [photocopy of
Certificate of Approval/Certificate of Project
Extension/Certificate of Protocol Amendment issued by
TCVGH-IRB, List of Research Subjects, and Serious
Adverse Event Report Form (only SUSAR is reported)] .

5.3.2 T A 215 » KPFA R X ILY FPHE o

5.3.2 After compiling the submission documents, the staff
member process the application.

533 FFHAF AN EBHES RFL IS RGP o

5.3.3 If the PI is unable to submit a final report of the research
results, an explanation has to be provided.

544238324 EFHL R
5.4 Decision on Review Category and Selection of Reviewers

541 Rt ERh34LEF4A FREALA2RNELA S
o FHFRw > Pl d (%‘)iliiﬁip/‘\" lliﬁlj‘ﬂgﬁ

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.

542 Az 222 VI HFRET ~(B) 3L R R
.4 'ﬁfﬁfﬁiﬁrif P T AP R E R T
TR

5.4.2 The closing report of a protocol which has not recruited
subjects may be approved by the Executive Secretary and
the (Vice) Chair to be issued the “Approval of Study
Closure” by the administrative procedure, which will be
confirmed in the IRB board meeting

5437 3% \ 55— RFARAE (0 H2 ?m(%iwé
e f‘f‘éf‘*-ﬁ)’”f’m—ﬂ"%ﬁﬁzﬁp\( ® 103
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Fz o o F5Bs%aa5 0 ,9‘%””%"7; 2 WERGH %
hA2R o (C-IRB F A®4l2 % ¥ PlwiF- &F A5+

2 o)

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 new
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.)

552 f %%

5.5 Review

551 Appt Ra#lrz TRETH  H4R 344 f BEpEe
HL A GLARIEE FE R GER LR TIR LR R
E"}a* J\ éﬂ&'ﬁ‘vﬁ

5.5.1 The staff member should compile submitted study closure
documents and submit them to IRB members for review.
The reviewer should conduct the review according to the
basic ethics principles of clinical trials and ensure that the
implementation of the trial has complied with required
procedures and has protected the rights of the research
subjects.

5524@H FEREEAL L f A BT T LR
f;;"l&ﬁr—‘\ﬂ/\ %?LI,&FE#,\& °

5.5.2 The reviewer should evaluate if the Pl and research
personnel have protected the privacy of the subjects and
kept identifiable data confidential even after a research
project has been completed.
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,5,/5?‘?%9}* ,42, ’i‘(%')__Ll'}__ ﬁ%

T tuFLE ﬁ‘& j\)‘Lé ;}é’;x{‘f"‘f :}\“)‘g g
PFEXEFEh -

5.5.3 If the reviewer discovers any protocol deviation incident
that endangers the subjects’ safety, or any other violation
against trial ethics that requires immediate action, then the
reviewer may ask the (Vice) Chair to call an emergency
IRB meeting. If the incident is not urgent, then the Pl may
be required to attend the next scheduled IRB meeting to
give explanation. An on-site monitoring visit may also be
arranged if needed.

554332 %2 a5 - %3282 % 4 -

5.5.4 The review category of the protocol may be full board or
expedited review.

5541-4% 3%
5.5.4.1 Full Board Review

Aa¥FhEr: (ERAE, P A FrRLPE AT
P BT UK ERAEPH o

a. If the review decision is “recommended” and no
response is required, then the protocol should be

placed on the agenda for the next scheduled board
meeting for confirmation.

bRALRAFhaNEHRL TERB I AR EE-HWP
?%i%A@*ﬁww?&%ﬁii’&ﬁ‘ﬁﬁﬁ\
gz a it TEr ¢ FEAIRNERE ~ (8)) 4
ZEREV 2R E s ThRAE D BT- et
P o IR BT KA EERPR

b. If the review decision is “recommended for revision or
provided further explanation” and response from the PI
Is required, then the Pl should respond to the

reviewers’ comments by the due date. The staff
member should compile relevant documents and

WA -
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submit them to the Executive Secretary and the (Vice)
Chair for approval. If the result is “approved to be
placed on the agenda for the next scheduled IRB
board meeting for confirmation,” then the protocol
should be placed on the agenda for the next scheduled
IRB board meeting for confirmation.

c.ﬁiﬁ% gk s TERILEGREHH),
#*‘Uf%-’“"”’ﬂFP\ YREFATLL O RKIELARET

P BT - =% gpiﬂ@‘v‘}v °
c. If the review decision is “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
board meeting for discussion.

5542 @ % % %
5.5.4.2 Expedited Review
AdLE B AR EF AT ERS T A EE- B o
PEIAPFARNUVPRA T RFEALALEREL L HE
FRELLER (BIGRF, AR RR AP
FALrzwhi EL#@’L”" R R R e LA
a. If the review decision is “recommended for revision or
provided further explanation,” then the Pl should
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 evaluation.

bﬂiﬁﬁ”’%ﬁ%‘%%’; r%f*bfs?g,'& » 2L "f——.ag;%
L P FAFARNVPRrTRFER KPEL R
FOEFTREE N BT X g HmEG o

b. If the review decision is “not meet the requirements for
expedited review and sent to the full board for
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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
board meeting for discussion.

CHARZ A% %2L T, " 2223 i wh
23 E 0 RIRPEA B ARG R R EHEFRT ~ (B)
IEZRFPEPBEFT ISR SR

c. If the review decision is “recommended for approval”
and no response from the PI is required, then the staff
member should submit the application to the Executive
Secretary and the (Vice) Chair for approval. Once
study closure is approved, an Approval of Study
Closure should be issued, and the study closure
approval should be submitted to the board meeting for
confirmation.

563 F1i#FAvH
5.6 The PI's Response to Reviewers’ Comments

561%%a4 7 A0m Kyt FREIFEFLIIRL L
P\?j‘j':&—g-;]:%\iﬂﬁ“*‘-% ;}E“;&, ‘Fl\'a—-]%.

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 hE A2 AL L2424 a AN WWprr {P
R LS kﬁAﬁ},@i%“zx? ﬁ;‘**ﬁf”’ﬂ (%’) A
TRFP ARRAT VR BT X gﬁﬁwﬁ F
§ it -

5.6.2 If the review requires the Pl to submit response to
reviewers’ comments, then the Pl should give response by
the due date. The staff member should submit the

response to the Executive Secretary and the (Vice) Chair
for evaluation to decide if the response should be placed

4
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on the agenda for the next scheduled IRB board meeting
for discussion.

563 FARALA T HAIFALEIN 7 Bp AT R FAIE
28 B p X v A w BRI TR o
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.

[l !
5.7 IRB Board Meeting
ST1LARFIEFHm2 34 "THEEL -

5.7.1 IRB members should thoroughly discuss and review
closing reports.

5725 %t FEERERF R&R RS g o

5.7.2 Study closure is approved when all members come to a
consensus to approve it after discussion.

BT gRfER® TPuL, R FLEREE G 23k ’s«#
CRAERBFARIGPELA P RFALL P
FAw e dd kyrl B (f)LEd ﬁ/«ﬂm&#"
B RPEAR AT B TAMET R LSS o

5.7.3 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. After the PI's
response to comments has been received and approved
by the (Vice) Chair/Executive Secretary, then the staff
member may issue the Approval of Study Closure.

5.74 FHESS L T3t prdaF i@ (vhER
L) X¥E T Bp AR ’%"é{a@% BpEE AT KA
um‘wu o KFEA AEME (B) L EL A GART T

KypA RA T Bz T AP /péﬁ%)*é CESTR A

5.7.4 If the voting result is “approval after revision,” the Pl should
submit supplementary documents (or respond to
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reviewers’ comments) within 7 calendar days. If the PI
does not respond within 28 days, the protocol should be
withdrawn from IRB consideration. The staff member will
issue the Approval of Clinical Trial Study Closure after the
case has been submitted to and approved by the (Vice)
Chair/Executive Secretary.

5.75 Fr¢HEREL T2 o Bl g ik (40 F
PPAE) MR AAMEY o

5.7.5 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).

58%2%dwH 2

5.8 Issuance of Approval of Study Closure
SERLFAFLE  KPELAMERFRE - (B) LAEL R
R RLPs T RMFE LT EERE ) o
Once the closing report of an expedited review protocol has
been reviewed and approved, the staff member may issue the
Approval of Study Closure with the confirmation of the
Executive Secretary and (Vice) Chair.
50 féRARFLERF R AP B2 TP LIRS &
AT e

=
=

5.9 Once the study closure of a full board review protocol has been
approved by the IRB board meeting resolution, the staff
member may issue the Approval of Study Closure.

5.10 & #1% 7%
AR A B R HheT R L F B & T L
5.10 Records Retention

Relevant personnel should keep all records carefully
following the guidelines below.
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Number Name of Document Retention Location | Retention Period
Lo sy o 1 s . BRI 3E
1 |[FREETEL 'RB # 3 £ AFt Ieast; e;s after
Study Closure Submission Checklist IRB Archive oY
the trial is closed
HEFLLIPTMS $%¢ 53 IRB } % EE R GO
2 Closing Report Form/PTMS Study IRB Arc/ﬁi\j/Le At least 3 years after
Closure Application Form the trial is closed
XREFFE R R i RB %3 | #REhE3E
3 List of Subjects and Description of IRB Arc/ﬁi\j/Le At least 3 years after
Enroliment the trial is closed
B 7 A E AR kA (T 37 SREs AL 4 44 0 2
v - :4_5‘5@_‘@:1._‘;\,4 3‘&
4 SU‘.SAR) 'IRB A %‘i AFt Ieast; yez:;s after
Serious Adverse Event Report Form IRB Archive the trial is closed
(only SUSAR is reported)
CHE T GRFAAR G R L R
% N % 3, =
#ﬁﬁ%&*zihiiﬁ%f:z\/PTMS O ¥ RE s | EEELE 3
5 |+%4& ] L4 _ . o =% | Atleast3 years after
IRB Review Checklist for Closing IRB Archive | oolic closed
Report/PTMS Review Checklist for
Closing Report
AP T RRE LA FHRALT R fEn sl 4 sk A 2
2 IFLERgaLRgTal " IRB # % % R GERCE
6 ) . , .| Atleast 3 years after
E(())rr:]nmoefnlkt’sesponse to IRB Reviewers IRB Archive the trial is closed
oy s . WRE R 3E
7 * A 'RB #h 3 £ AFt Ieast; e;s after
Protocol Review Routing Form IRB Archive oY
the trial is closed
Lo g v o BHRERE 3 A
8 LM RER S &R LA 'RB = % Aﬁegfst; i;s after
Approval of Study Closure IRB Archive oY
the trial is closed
x - . WRE R 3E
9 L 'RB 4 = AFt Ieast; eaTs after
Reviewers Selection Form IRB Archive 1oy
the trial is closed
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6. Appendices
“PTMS Study Closure Application Form”, “PTMS Review
Checklist for Closing Report” 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 %% P4

6.1 Study Closure Submission Checklist

6.2 xR £

6.2 Closing Report Form

63£$ﬁ%ﬁﬁﬁ%%ﬁﬁﬁ%

6.3 List of Subjects and Description of Enrollment

6.4 frE *» L F #i 4F & &4 (i 3F SUSAR)

6.4 Serious Adverse Event Report Form (onIy SUSAR is reported)

65 A MFTREFALAELIF L FEFLERALTARY
%

6.5 IRB Review CheckKlist for Closing Report

66 AWML HEZALAEFT AR AT R A

6.6 Form of Response to IRB Reviewers’ Comments

6.7 Z it

6.7 Protocol Review Routing Form

6.8 A MWy A% E SR

6.8 Approval of Study Closure

6.9% 41 f if 4

6.9 Reviewers Selection Form
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