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This version was converted from “Version 5.4 of the

SOP of the Human Research Committee.”
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1. tem 5.2.3 was revised regarding required

documents from the Pl and description of the

documents.

% :x 5.3.1 :# g‘ v it e ?éEVv'J o

Categories of required documents for submission

were revised in item 5.3.1.

ATHH 5.3.2 X ILY G2 po¥ oo

Item 5.3.2 was revised regarding the acceptance of

submission.

1% :c 5.4 RAE > 2 c 51RO ABRE R 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 543FTRFHEEF LN o

Item 5.4.3 was added regarding review and

monitoring of new submissions.

FTEE 6.5 FERARE o

Appendix 6.5 Protocol Review Routing Form was added.

RUAtiE%if e, { &5 5-/- A7 43220160318

a0 6

The original “Human Research Committee” was

renamed “The First/Second IRB Committees”

B 5.1 ARR X ATH 5.8 ¢ - T3 H apie 2 A 4Y
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Iltem 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.

4.5 6.3 r'ﬁ%%‘rl%/“ﬁ %ﬁfé 8 £ N EX et r;%fi %ﬁﬁ: R
BLARFERKETEA O RHBIPN TR REETRT 023.08.10

4. The original item 6.3 “Protocol
Suspension/Termination Review Comments Form”
was replaced by “IRB Review Checklist”; regulations
regarding records retention were revised
accordingly.

5. F L o

5. Typos were fixed.

6.2:x 56.2 34855 TRAWH/HF - f g8
BRIV R TR F L I AR o

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

7.12:x563F A% : THASE A R F 2 AL AR
7. Item 5.6.3 was revised regarding the follow-up
procedure of the review decision of “request the Pl to
respond.”

B8.12:x564% K% 5 TH* €% | F2 AJLinAR -
8. Item 5.6.4 was revised regarding the follow-up
procedure of the review decision of “send to the full
board for discussion.”
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9. Item 5.6.5 was added.
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The version of reference 3.1 “Regulations for Good
Clinical Practice” was updated.
51(”ﬁ§_§]|—_{_ %é"’ \liﬁ
FARARTE =4 A
The responsible personnel for “determination of
review category and selection of reviewers” was
revised in item 5.1 Flow Chart: Executive Secretary
(as Reviewer).
B 5234 3% 44k B R Y
HAERP 2R ATHRT I
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.
B 541lRFAEARZFAR FAL A 400 5
Item 5.4.1 was revised regarding assigning other
reviewers when the original reviewers are not
available.
#3553 F k2% 4

FLEEAR L IE

PR

A RA - RFREBE
% 4% 553.1ac5532acLFhrerghiRpPo
ltem 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.”

CAT

W -

. The way of sending reviewers’ comments was

revised in item 5.6.1: “Electronic file” was added.

. e 6.1-6.5 ¢
. Appendices 6.1 to 6.5 were replaced.
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Process related to hardcopies was revised to

'comply with the new IRB policy of paperless

submission.
ifg 4v 5.2.3.4 =

A)-TLO

PIRBEERLET R L] XFE

. In Item 5.2.3.4 “the Infofmed Consent Form Pagel

subject’s mformatlon” was added.
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. 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.
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. The wording of the title of item 5.2.3.5 was revised.

C 4 543 FEA 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.
¢ 5532 % cgHaL R % ﬁé—%%’w " R
B = g 1&11£’J=]r B 1 '9 T h g 2% %—F‘J— BRI
AFAwR2ZE O RRPELCR AL < g
6. ltem 5.5.3.2-c was revised regardlng 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. FTH %5.7.1 PR o FRERER G BE& 0 R
1 *f F o
7. Item 5.7.1 was added: Protocol suspension/termination is
approved when all members come to a consensus to
approve it after discussion.

.@.wcnb

8. & Tﬁﬁ S9.7.2: gvg’ié\ﬂ‘ % T Ay R %ﬂg‘\‘g;i:
LE P2 KPR A GAREGF ARG S
FAwRFELL G HAIEAw R G kgl |

PR 3% (?ﬂl) IELRIHEFRT T o

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 PI 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.
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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 PI 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 : # = «g;w: S5 5 T2 P08 EJIZC" €
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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. 3 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. 2 6.1
2. Appendix 6.1 was replaced.
H| 14 [1 B35~ 2315 T &HRR2 Erpw% o F I 1120210528
109 = 08 * 28 p wr* w8 F %
1091407788 5.4 iz & o _
1. Updated reference 3.1 into ““Regulations for Good

W w NN

N N oo guks

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

i 4 H AL TPTMS #rie/ b 372 2 4 3 0L 4
Doigument 7fﬂfltle was %added “PTMS ReV|eJW

Checklist for Protocol Suspension or Termlnatlon

i 251" A RFT y GRS H AR A K ? 12 AR R
Z_ #BF&? < = f—'r{ﬁ' °

Revised the contents for “Relevant Documents”
item 5.1 “Flow Chart of Protocol Suspension or
Termination.”

225312 & Lo

The wording of the title of item 5.3.1 was revised.
2:25531-H%Fh2FHESE -

Revised the review decision of Full Board Review in
item 5.5.3.1.

2:255321@ % h2%h%% -

Revised the review deC|S|on of Expedited Review in
item 5.5.3.2.

12:256.3% 5732 FiFAw HYALZ 28
}"% » T K/‘E' L%&F;UF]QQ;} o

Item 5.6.3 ;nd E?B were revised the Pl's reply
period to 28 calendar days, and deleted the
description of the extension.
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8. Changed the original item number 5.8.2. to 5.8.3.

9. Btk 5.8.3.#5.5 5.8.2 ¢

9. Changed the original item number 5.8.3. t0 5.8.2.
10.13 & 5.8.2 52 T&R#EA B #~ 2mERFRE ()
A L S S U SR S T

°.

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
meeting for discussion/confirmation.”

1134t i® 6 P 3 ([[PTMS %/ b 352 % 4
LA o &) ,:‘ﬁ.?fuﬁ%]% - = A 2
FCA FI| R i IR o

11.The following was added to Appendices 6: “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.

12.36 #%i* 6.1~6.2~6.4 -

12.Appendices 6.1, 6.2 and 6.4 were replaced.
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Blank. Continued on next page.
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The title of the document was revised.
}/%' M"‘/‘/\’gﬁpilm/—%ﬁiﬁgJ"}‘I?r&'Eg

FraeEaife
The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees”.
FTH S5 2 2320
Items 3. 2 was added in References.

!r‘J%' 5232 pn % o

eleted item 5. 2 2 3.
zZ 225317 p 7R
Revised item 5.3 1
%5 AAHRPP B"% i 2 223k A7H 5.5.4 -
According to the recommendations of AAHRPP
(Association for the Accreditation of Human
Research Protection Program) was added Items
5.5.4.

7. it 6.1-63-64-65-¢
7. Appendices 6.1, 6.3, 6.4 and 6.5 were replaced.
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Processing Unit Review Comments Head of Processing Unit
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There is no need for review by other departments or
divisions.
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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.

ﬂ‘? 7?.1:.};’}&“” T e s B m AR R KT % gt %

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

3.4 < it

3. References

Slrzmw%ﬁq’&[%vé,%}zf;_gﬁ 109 & 08 * ZSBfFi%ﬁ’f%”%"
# a3 % 1091407788 5.4 2 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.

32r§%$ﬁ@ Tk ids%k F @yes | 110 & 04 ¢ 09 p f#F4 451!
ML S 3§ 1101601721 3.4 3722 2 o

3.2 “Requlations 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.

4. L3 T &

4. Definitions

4134 % ie (Suspension): A AT GRFALR R FHFT
SRS TERR NS il B N T
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4.1

4.2

4.2

Protocol Suspension: Temporary cessation of research
activities within the IRB approval period of the protocol.
g (Termmatlon) Tt ow R
o R ?%F&@“?ﬁlﬂimﬂ‘&fﬁiﬁg
PlE R géa% P& R REEEY S R FEAFAE
iRk T o
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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.
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5. Procedure
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5.1 Flow Chart of Protocol Suspension or Termination
;ﬁ;,}g_ R ’fﬁ’?’ ibl #g}g > {4
Flow Chart Iggps%msr: ele Relevant Documents
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Application for Protocol
Suspension/Termination
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authority/IRB/ Termination Report
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Submission

Yes
-Lz;§ 4 A/ T 3
I + it S e WiE £
| cEER Al (#]) 2 x4 f AL S
Review Category & Executive Secretar Submitted Documents/
Selection of Reviewers ecutive Secretary Reviewers Selection Form
/ (Vice) Chair
PTMS #jiz/% k£ 3 4 R 2 %
1R§V§W§ FhLR PTMS Review Checklist for Protocol
. Reviewers Suspension or Termination
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Approval revision Principal Investigator | Form of Response to Reviewers’ Comments
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5.2 Application for Protocol Suspension or Termination

521 FMEt 2EREAR €~ HAFA ERL 2 PTMS
e e I AN L ’f‘-[%‘ri%sé,;;\ PTMS E' ’—:‘—Qﬁ ’
mE g A ,_4_]

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 i FHMAAHATREFALE 6 R ETR/E

b FuE R o

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

5221 Aypd Bl fritd A3 A NP H B8 L hfp B <

4

1= o

5.2.2.1 The staff member should notify the Pl to submit
document related to protocol suspension/termination.

5233 H 1A RALTHS 4

5.2.3 The Pl is required to submit the following documents:
52313 F#im/% b 4p2 & o
5.2.3.1 Protocol Suspension/Termination Report Form.
5232 % FF i H e feihingy it 4 o
5.2.3.2 List of Subjects and Description of Subject Enroliment.
5233 TX@FHPLF 2 LRFF1ETI T o LI HER A

9
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5233 A photocopy or electronic file of the pages with the

subjects’ signatures and checklists on the ICF. For
each new version of the ICF, submit a photocopy of the
complete ICF. For the other ICFs of the same version,
only photocopies of the pages with the subject’s
information, signatures and checklists need to be
submitted (photocopies of all of the items for the
subjects to fill out on the checklist should be
submitted). If the protocol has fewer than 30 ICFs, all
of the ICFs should be submitted to the IRB for review.
If the protocol has more than 30 ICFs, then up to 30
ICFs should be submitted. An approximately equal
number of ICFs should be selected from each date
that the ICFs were signed. For continuing review
applications of second-year research, if new subjects
are recruited and new ICFs are signed, submit
photocopies of the pages of ICF with the subject’s
information, signatures and the pages with checklists
for the subjects to fill out. If no new subjects are
recruited, then only a list of all subjects needs to be
submitted. 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.
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The binder will be returned to the PI after the review is
completed.

5.2.3.4 Bc¥ % 2% if 4 & &% (13 4% SUSAR) -

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

5235 #H & o
5.2.3.5 Others
5314:%‘\? I’_ E—FA\L
5.3 Confirmation of Submissions
531 -&7EA i Pr¥tiEg v o “,f " EEER/ gL AR
ﬁﬁ“%éﬁ[iﬁﬁﬁﬁﬁﬁﬁﬁﬂﬁﬁ%‘%ilﬂi
%3 4F & 8% (W3 4% 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)] .

5322 PTMS ¥ 3% » TR & 2 15 345%;:4 Bt Ed 2 Nk
EinArd o T RILY ST o 55 PTMS ¥ %k o &
18 RFEL R A PTMS % m,.;w WA ﬁcﬂ' °

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 F a2 4 EFHLER
5.4 Decision on Review Category and Selection of Reviewers
541 R ER%2LAFHL FRELLACAREZLA N
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BRI B R ERE - AR EF A

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 Executive Secretary may assign
another member to review the submission.

542 AR Ap r BRI RBHF LR FERARE (@)
i'iiﬁ%giﬂ?',ﬂlbﬁ g.ipufv e

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.

5437 37% | s"‘x%ﬁﬁiﬁ’wﬁ PR (TERS F -
NS S z;) 7 e a—ﬂ"g;ﬁﬁi);;%; (* ® 103
07 * 28 p f zm 3R fE¥R ¥ 3 % 1030120703 553 ) o
2 EER A ﬁﬁﬁ»ﬁwiyﬁ?m’ﬁﬁn@ %

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.

5561 F% 4%
5.5 Review
551’1&}7‘%';%\?4—;5& Eg%lm/__},%’ﬁ tﬁfﬂ%ﬁ ﬁkvé‘%7 —S""zk‘f:y
P ek AR5 ij"‘?éﬂ";wvﬁ FF R R ENRTPTMS
TiRlHLELFELLE 48 () FAAL
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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 V. B B IRM ¢ Rtk - TR AR/ 2R
R IR REE R R

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.

5533 3 %2 A UFAL-SFAZHL R L

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

55.31-4%% 3%
5.5.3.1 Full Board Review

AF LB TEREE PP F v RZVE O RE
PPN SR & P

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.

bHLAAFahE% s T2RBI MR- HEP |
Gy RAFAr 2 PE R RAFA R P
RFARLL KPR A RET i,é:lé’s—;z-;%_i ;»g#g
FHS A o (B) L EL R P FR PR
AN R S %*éfﬁj’ﬂsﬁﬁ%&?

- g -
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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.

CHARFhaenu% s TERT LBGREHB), 3
LAY R T RFALL KPR RETRE
P BT 5% g B

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.

55321@% %4
5.5.3.2 Expedited Review
adL EaEaR%E FRINE = N0 B R A WP
?%i%‘@*mﬂW*a%ﬁaiﬁﬁﬁi i
FFALLEP TBIREF R RE BT R
RS TR 5 EES EEE
a. 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. If the review decision is

“further review after revisions,” the response and
supplementary documents from the PI should be sent
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to the reviewers for further evaluation.

bHLR 2 AL%2E5 T2 REMETE > sei¥- 43
B oAU T R AL L RS
RIEEFT RIS BT = g RARH o

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.

CHEARMFARLSF: T, 22 F+FaH v h
2353 0 RPRFEA R EARE T S iR

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.

554§ HARE RAFR A ipr L F LY RIUT R

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

55A1%5ﬁ$ﬁfﬁ% TPk e 0 Ak R AR
Ak (B de b 2 & /? KX il Fé‘%}i)
5.5.4.1 Exercising protective measures to current subjects to

ensure their rights and welfare (for example, continue
study under independent monitoring).

5542 A F TN 2 XFH X F R B LS {2 gL
(w%&ﬁ£$7¥%%é wALRABFT HF) -

5.5.4.2 Whether or not to arrange _medical management for
withdrawn subjects to _ensure their rights and welfare
(e.q., making arrangements for medical care outside of
a research study, transfer to another investigator, and

pus -\
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continuation in the research under independent
monitoring).

5.5.4.3 4 p T RLr s X EK TR A B L SRR 2
5.5.4.3 Inform current subjects of the study of the decision of
study suspension or termination.
55444 T2 2 F 2N L ERIFAE o
5.5.4.4 Any adverse events or outcome shall be reported to
IRB.
56FiF v h
5.6 PI's Response to Reviewers’ Comments
SEL¥FELA T LAM At AREL FAF L 8L

) = 5 o Y 2> - + =
RR GRS EP 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 Fv RE B2 AL L2%3 A AP prrihEh
LR KPR R ARy BMERFRE ~(B]) 1
ZAFP O URRATTE BT X EHRFAFTHRI S
g 3t o

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

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

5.63% AR LA FAi AT T B ER Y K EALE 28
BpER AT RBRLEFRCR

5.6.3 The PI should respond to reviewers’ comments within 7
calendar days. If the PI does not respond within 28 days,
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the protocol should be withdrawn from IRB consideration.
< g i
5.7 IRB Board Meeting Discussion/Confirmation
5.7.1 %53 %t > paEPE R 5 B3R PSP H o

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

5.7.2 gf‘;iﬁ@l S5 TyE ) 22 g EREEM G ER S KPE
L RF 3‘»#%'~3?E*%‘3-’*% L FATRF AL R
FAwRL d Ay fRE(RDLEL RIAERE BT -

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 FHEL%: TR A >3 Fi it (vREA
L) A T RPEX  FRE28 B PAT RA
LR e

5.7.3 If the voting result is “approval after revision,” the PI 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 Fr ¢HEREL T2 o RIS F A3k (4o F
PR EE) AL E T -

5.7.4 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).

5.8¢ o Terddfie | 2 A M AR% T H EATR LA
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5.8 Request to Reopen a Suspended Protocol

S8LME M T & y 225t ik g5 T AP RE%RTE
Wed ATH R (T 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.

5.8.2 K#EA B &~ BENFRE ~(B) LEL B4 a8
B baT- Sk g FAG/TR -

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 E BRI I NF AN /F%R 23 T3 %
h%l -
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 4% 3
5.9 Records Retention
MR R ERATR L F R AR

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

S5 “E.ﬁ’:"f‘??]’?’— %7 & BE 15 Hp
Number Name of Document Retention Retention Period
Location
FE AR/ aRE A Yo HHkRELS 3 A
. . IRB # % %
1 Protocol Suspension/Termination . At least 3 years after
IRB Archive e
Report the trial is closed
?%%‘rﬁ%/ﬁ%iﬁﬁ_iﬁi@ig%_ IRB #% % WkELRiE3E
2 Protocol Suspension/Termination : At least 3 years after
) : IRB Archive L
Reviewers Selection Form the trial is closed
P E R A R T GIE S S
et LARE L | RBagsy | EAEELES
3 LREW/B I HEFEFHER IRB Archive | At least 3 years after
ARERERYE [ PTMS 7%/ o the trial is closed
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FLHEEALLE

TCVGH-IRB Review Checklist for
Protocol Suspension/Termination /
PTMS Review Checklist for
Protocol Suspension/Termination

R E/ELELFELAY R A

O SRR

4 Form of Response to Reviewers’ IRB # % % At least 3 vears after
Comments on Protocol IRB Archive the trial ?; closed
Suspension/Termination

SREs L F sk F

5 E RIS S IRB 44 % Atpliiitm; q\lessager

Protocol Review Routing Form IRB Archive the trial ?; closed
6.7 12

6. Appendices
PTMS /5 b2 FARLE T2 ) L s &
WRAGEF 2 B 0 R P~ i IR

“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 F frin/ b 4p 2 £

6.1 Protocol Suspension/Termination Report

6.2 F Wi/ H 4 B #E R

6.2 Protocol Suspension/Termination Reviewers Selection Form

63 ¢ HABFRAMPFT SR FELE R/BIFLIESE
HEBT R A

6.3 TCVGH-IRB Review Checklist for Protocol Suspension/Termination

6.4 % Mie/d L FER ALY 2

6.4 Form of Response to Reviewers’ Comments on Protocol
Suspension/Termination

6.5 it i 4
6.5 Protocol Review Routing Form




