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A | 21 |#7:7 - Newly composed. 20140519
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This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”

C 6 |1.2:x521%%42 > 2HE o 20150923

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

2. #h 53.1x% ;éwﬁ EFRP LT LARBGT R IP
B4 1 52250

2. The details regarding required documents for
protocols that include ICFs were moved from item
5.3.1toitem 5.2.2.5.

3. A7 531 KA A PHEF 2 H2p 2 o

3. Item 5.3.1 was added: The staff member should
verify that the content of the submitted documents
Is complete.

4. i3 548 (hpEF AL A ) %2 5415424
FLR2Zp 2 ATH 543 ArkF A T EEE
Foj X ig:e 5.1 ARR 2 HFRE ApHE > 2 o

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 FAF MM 22 IR HF a2 H b
B R RS RHIDE) 2 fdT S 3N o

5. Item 5.5.3 was added regarding 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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6. Item 5.6.2 was revised regarding the follow-up
procedure of the review decision of “approval of
study closure.”
7. it 68 2 H LH(R AT RETEERU
fr)o T 2 o
7. 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.
D | 6 |1 A "+ ®z#%L A ¢, L5 "%-/- ~y i5] 20160318
mELELRE o
1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”
2. 35522 ¢ A EECEE L
2. ltem 5.2.2 was revised: “Signature/stamp of the
applicant” was replaced by “signature of the
applicant.”
3. R340 s T RE% 02 4FRIRTNHR
% :51-551~59~"%#6.4-
3. 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.
4. 3325622 48%%  h TFALEE i
R GEFEERIPR -
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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Typos were fixed.

Br 565 FiFAvETAL L MR T -

Item 5.6.5 was revised regarding the procedure for

the PI to respond to reviewers’ comments.

AW 573X EHEREL TAfE ) 2 B R

Item 5.7.3 was added regarding the full board

voting result of “disapproved.”

I Rt iE 6.2 PTMS % ¥ -2 » F4ezizip o
original Appendix 6.2 “PTMS Study Closure

Application Form” was deleted, and a note was

added.

o NN oo0O

20160318
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'IEhe responsible personnel was revised regarding
“Determination of Review Category and Selection
of Reviewers” in 5.1 Flow Chart.
ig 5226 XFHF & = xR H
PR AP AT L °
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
fiII in on the ICFs.
%525%ﬁ#ﬂ4£ﬂ££@3&%a¢im§
?‘vﬁﬁ F 2 IR o
Item 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.

1EIEP T FA

20170709
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4.

gEI54liﬁm%ﬁiﬁ f(&ﬁ ERER 4
Item 5.4.1 was revised regarding the responsible
personnel for selecting reviewers: “(Vice) Chair”
was deleted.
i2:x 5514 ﬂf“*‘ R ENTREBFAERLL -
The following "sentence was deleted from item
5.5.1: Further review comments (if any) may be
written on a separate piece of paper.
FH 554 P H k2% h#A 5541 - FhH2
review

5.5.4.2 R %}i » g PR o

Item 5.5.4 Was added regarding the
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.

BecATH 561 I F AL A A L2 I ATHT A -
The way of sending reviewers’ comments was
revised in item 5.6.1: “Electronic file” was added.
#d:ah%“q‘n; 6.1-6.2~65~6.6~6.7~6.8; &7H Fi*

69 "3 2L R #EL | 2 510 e FF it

. 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.

20170709
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1. The foIIowmg 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\g4c5226?/- ,E;a%:l\)»pi“ﬂ‘“)%"

. Item 5.2.2.6 “the Inforrﬂed Consent Form Pagel.:

subject’s information” was added.

325225 % H LH -

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

WA B33 FFFAFA G AZHESFFL > FHAr

A *ﬁ ‘fr}éﬁ.ﬂg 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.

Bi4e 543 A iRJIRa e g2 pp TR 103 &
07 5 28 B 1°

5. The issuance date of the letter from the Ministry of
Health and Welfare “28 July 2014” was added in
item 5.4.3.
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F | 15 |6. Item 5.7.3 was added: If the voting result on a| 20190527

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
staiff member to the (Vice) Chair/Executive
Secretary and apProved by the (Vice)
Chair/Executive Secre arxi the staff member may
issue the “Approval of Human Research/Clinical
Trial Study Closure.”

ATH 574 FHESELZ TR EPAE D FAE
AARAE(rRFALL) A8 7T B EX > FRE
14 B p B RS Fsk s v RO AP Hw o ¢
Ly opRIEd B g Y g w {14 lBBﬂé*
Ao —x o P oAZEY RHRE L G Y ru L
wRPIIL R BAMEN FRE (B]) LiEd
BT & F e R X3 o RyEL R T 51@(%19&5@&
[BRGERETET L KPECR AT BE2 T Ay
B Y

Item 5.7.4 was added: “If the voting result is
“approved after revision,” the PI should submit
supplementary documents (or 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.

2023.08.10




N 2 40 ~

e T S N § EE f
Taichung Veterans General Hospital

= D /s = 2 £ ) 4o L4 :"
Fl 2 7 B K & B 2

Record of Composition and Revisions of Controlled Documents

< 5l | IRB-& ¢-1 (FF R-2013 | = 2 i 2% 4 ’g WA 2
Document Number |  IRB-Regulations of Operation-2013 Title SOP for Study Closure
2T 13 : o .
PRIED gepempanpg | PEER g ope  omes
P The IRB Committees ... mUnclassified oConfidential oHighly Confidential
by Confidentiality
‘ e
i * H = |OAll units in the hospital
Appliedto (m# & - H3ip @ ARy G2 F AL E €
mOther (Prease specify): The IRB Committees
W | T K v T R F 5P Y
Version [No. Pages Summary of Revisions of the Document Date of Implementation
F |15 [8. B#&m 57325 5 575- 20190527
8. The original item number 5.7.3 was changed to
5.7.5.
9. ¥4+ 6.1-6.4-~6.7-
9. Appendices 6.1, 6.4 and 6.7 were replaced.
10. 71/ IRB m A ¥ v » gy T2 g A
1
10. Process related to hardcopies was revised to
comply with the new IRB policy of paperless
submission.
G | 14 |1 #¥ 4 H ?ﬁirrPTMSﬁ%%fﬁ%%ﬁ%i%y 20210528

1. Document title was added: “PTMS Review
Checklist for Closing Report.”

2. 2:x5541-4%%482%8%% -

2. Revised the review decision of Full Board Review

in item 5.5.4.1.

3. 3:x5542HB %% 82%8%% -

3. Revised the review decision of Expedited Review in
item 5.5.4.2.

4, 13:x56.3%2 5742 F1iFAw HYALZ28FF
= > i"a‘“'l“,f VIR ARE S T oo

4. ltem 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.

5. # 3" 6.1-63-66-6.9-

5. Appendices 6.1, 6.3, 6.6 and 6.9 were replaced.
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6. Appendices 6.1, 6.3, 6.6 and 6.9 were replaced.
H 14 |1 h "%-/- A&7y 2% éiﬁngﬁw‘.ar& 20230717
WEThEgaL R € 0
1. The original “The First/Second IRB Committees”
was renamed “The IRB Committees.”
2. M“,f},%! 5223 M F o
2. Deleted item 5.2.2.3.
3. #HHH$6.1-62-65~68¢ i
3. Appendices 6.1, 6.2, 6.5-6.8 were replaced.
Y %1 ficRl:
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#*Changing,

marking, or copying controlled documents without permission is

prohibited.
& The latest version of this document in the Knowledge Management System (KMS)

takes precedence.
approved and stamped by the SOP Administrative Center.

Distribution of hard copies of this document must be
Copying without

permission is strictly prohibited.
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There is no need for review by other departments or
divisions.

g RAEREEE

,j_x gfi’:ﬁl A E‘,%%E,&,ﬂ, ;;%%—* » % B PEE B bta’f{ﬁl“f%"ﬁo
>.<The head of each processing unit is advised to provide comments before

signing/stamping to approve. If needed, it is recommended that the head
of each processing unit discuss with the unit that made the SOP.
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1. Purpose
The purpose of this SOP is to describe the procedure for the
submission of closing reports and the review and monitoring of
study closure of approved protocols.

244"
;@’**"‘*ﬁ‘%; EREFTIINY 2RV GUEEBHRP{ YL 2
PER R E R TR T

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.

& 'J-
'JQ =
o

~E~\‘ \\\?{r

3. References
None

4. L3 2 &
#
"

o

4. Definitions
None.
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5. Procedure
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5.1 Flow Chart of Study Closure Review
AR # ARRE 2 it
Flow Chart Responsible Personnel | Relevant Documents
YT IR LR L AR A H
Submission of F % L %

Closing Report

FEF < ERERS
Confirmation of
Submissio

Yes

v
A F s N
2 pEF AL R
Review Category &

Selection of Reviewers

L i ts A
4%
& Approval after
\pproval revision
\ 4

tR% 2
Review

s EE
Further review
after revision

FEAEA TR

Response by PI

T
R €t
Send to full board

7oA

Approval
v

Board Meeting

Eh

Revision

CE SRy
L

Study Closure

Issuance of Approval of

v

K-t A
Records Retention

C

)

Principal Investigator

RyEL B
Staff Members

HiFad/
(&) 2= R
Executive Secretary/
(Vice) Chair

(R

Reviewers

h A

Principal Investigator

=N
Reviewers
RyEA B FT
(f)) 2=4 &
Staff Members/ Executive
Secretary/(Vice) Chair

RyEL R
Staff Members

Relevant forms for
closing reports

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

ﬁé%:‘afi

Submission documents

BATPPIMS 845438414

Study closure documents/

PTMS Review Checklist for
Closing Report

RIS ES R T
LAw R4
Form of Response to IRB
Reviewers’ Comments
§ R B
Meeting Minutes
ARTRN Jgg/pn;‘i/gﬁggglgjgﬁﬁir
Official Correspondence/
Approval of Clinical Trial
Study Closure
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5.2 Submission of Closing Report
521343 FAMEFE ERIL 2 3o
5.2.1 The PI should submit the closing report.
5223 H A A KL F AL THT

5.2.2 The PI should submit the closing report along with the
following documents:

5221 %44 o

5.2.2.1 Study Closure Submission Checklist

5222 %%#2 &/ PTMS %%27¢ 2 (Y #428 & > 4}
~ERRL L) e

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.)

5223 %R HpHE B kinf L o
5.2.2.3 List of Subjects and Description of Subject Enrollment.
5224 & % 2 F 23 3F & &4 (Wi 3f SUSAR) °

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

5225r’«$+ P“:'T‘Ej, J}‘/‘Fé ’JL_EJEE]F&
[-4 - *Tﬁﬁfﬁ—“r]--— ﬁ’rm M= Fé‘—%{ "é
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5.2.2.5 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. The binder will be returned to the PI
after the review is completed. ]}

5.2.2.6 H s o
5.2.2.6 Others.
S23FFRAFAANFT I IR R I B2 Y 50 B
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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.

524 k¢ F a2k FT LG R UEY S B L A
EFIRREL A AEF R RIS I IELATERF
Lo GHBRRIIRLEIE T RITRE R 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.

525%%??%@%3ﬁﬁBﬁ%ﬁiiﬁ%ﬁﬁ?;%ﬁ’&
FEAR Wi gL R g R AL SNy (IF
B h s ARSI ERISARLKT IR EAR)

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).

531;$Q I’ E—Fr\k

5.3 Confirmation of Submissions
5.3.1 1;?%:& ISR SRt T'iJ’ "f“ FEx4FL LIPTMS &%
’3—4 b KL o2 2 [dxgﬁﬁ?? TEHE AT
4/1} ER LA LB EGE LT A AERTIE o
% (i1 4 SUSAR)] -

5.3.1 The staff member should verify that the submitted
documents are complete. In addition to the Closing
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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 FRLE 2 5 0 APEA | LY HypE

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

533 FFFAFANEZHRESFRL > FarL R o

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

BAATF L2 P EFLLR
5.4 Decision on Review Category and Selection of Reviewers

5A1L AR #h3 AL A%8 FREALAC2RNEL[AH
AR Bl REFRT - A AR R F 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 Afcd 2 BEaFL v HNERE ~(B) LELERRE
BiefFocde b LA P T AP T RRFRsRl w2
ARSI glg;go

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” with an official notice by the administrative

procedure, which will be confirmed in the IRB board
meeting.

543T37% | F - RFABA CHLETEFZ(TYEHRFE S
'Ziﬁv“f%?ﬁ E) R A -BRFLAER 2 (AR 103
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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.

55ZF %%
5.5 Review

551 APEL A #MArz TH%FH $1R%6 40 brms
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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.

552Hi";“-i*{ﬁéﬁ\]g’iﬁf@gp“ 1 B A ?fr{:’iﬁ;;ﬁ
2 T IR TR B2 B %

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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5.5.3 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.

554 552 AL - RFREHIFE

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

5541- 4% %
5.5.4.1 Full Board Review

aFFhaiks (EHLE, 2 Fr Ry E  MEK
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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.

bEZ B2 A% 5 MR A EE- ﬁ;;;pa
PRAFABU AT RFELL 0 RFELR
iR RE R E r g0 HI T~ (B
TR FFROEES FFE,&#”&‘F— = o
Pl o REREERT- s gRPE -

b. If the review decision is “recommended for revision or
provided further explanation” and response from the Pl
iIs required, then the Pl 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 result is “approved to be

: )ﬁ&
S
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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.

CHELAFAMS S L TER2LHEGREHNH), >+ 3
AHEAEEUIPrRFADLL O RPEL R RETHE
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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 @45 %4
5.5.4.2 Expedited Review
ABZ R T AR EE LR AR EERE- HRP
PEAPFARUPRA T RFALRLEREL L HE
FHEHRALEP TREEF ) APELAE R
FLAz v RRl@ggdaL AEo
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 Pl should be sent
to the reviewers for evaluation.

bhHEAEhE 4 2%%5 5 T2 PEHE % eid- 0%
By o EAFARNUWPATRFELA 0 R
REFTREE O BT - S § RAEH R

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

N
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member should compile relevant documents and place
the protocol on the agenda for the next scheduled IRB
board meeting for discussion.

CHELRNF sy s THH 2233528 R
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c. If the review decision is “recommended for approval”
and no response from the Pl 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.

56 FiFAv i
5.6 The PI's Response to Reviewers’ Comments

561 %% 8L fFALE Lyt A R'E2 F 8%
MER S HREFELEA R

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 hi it izt a;J-g'_;}‘kA-r’\KflﬁpF\m«g%ﬁ
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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
on the agenda for the next scheduled IRB board meeting
for discussion.
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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.

5.7 % ¢ % &
5.7 IRB Board Meeting
5714 fHiErtwmzrda TokdEd o

5.7.1 IRB members should thoroughly discuss and review
closing reports.

5.7.2 &3  1s "E»Jﬂljl?’_’iﬁﬁﬂpﬁ’ USRI A

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

5isgﬁ&ﬂu%r#ﬁ B FEERLE MG B R L
ARG AREFEL R F P EASATRFALL P EL
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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 Pl 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 FHEZS L T8 EPE > 218 /2 (v hE D
L) AL TBPE > FRE28BPFX AT R
EEfTE o RPEA R ME (B) LEL AR ERT AT
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5.7.4 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
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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 P ¢HEREL T2 o Alis &d ik (40 F
B EE) RS FPHET Y -

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).

582 % wH > 2 P i

5.8 Issuance of Approval of Study Closure
SEFLFEARILE > KPFAEMERGFRE ~ (B]) L 2L R
BP R AT E TAMPET Rk a3 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.

59 Sé#AEP LR KB R TR T AMPAL %S
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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 & 4% 3

B AR ERppAeT R AL TR o

5.10 Records Retention

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

S5 KE ey %75 & 8L R RL]
Number Name of Document Retention Location Retention Period

BRI 3#

TExEFEEHHA IRB # % %
1 RO 7 )
Study Closure Submission Checklist IRB Archive Al IeasF 3 years atter
the trial is closed
2 BEIRL L/PTMS &% ¢ ;ﬁ-% IRB # % % EE R R
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Number Name of Document Retention Location | Retention Period
Closing Report Form/PTMS Study IRB Archive | Atleast 3 years after
Closure Application Form the trial is closed
R E BTk Ry i IRB %3 | FR% his3&
3 List of Subjects and Description of IRB Arclﬁi\je At least 3 years after
Enrollment the trial is closed
B 7 A F F AR kb A (W 3F ShEn oL & sk R
v ~ :4‘556%..‘:4’—%" 3 &
4 SU‘.SAR) 'RB 4 $£ AFt Ieastt:s ye;s after
Serious Adverse Event Report Form IRB Archive the trial is closed
(only SUSAR is reported)
AR RRF LA R EHEERE
> 5L
%ﬁ:é‘_iézﬂ.i,\i:ﬁé%: 4 [PTMS % % ¥ RE 4 Y
5 |+#4 & L% _ _ i == | Atleast3 years after
IRB Review Checklist for Closing IRB Archive | "ol ic closed
Report/PTMS Review Checklist for
Closing Report
AR G % L Lw % e ea L 3 sn
, #FaLfi6FaRATE RB j %z | L 3E
5 |Formof R to IRB Reviewers' | IRB ﬁcﬁiie Atleast 3 years after
ngmoent:sponse 0 eviewers the trial is closed
e v e HEEdis3E
7 | FEAEL 'RB 45 % Aﬁeast% q\ezlirs after
Protocol Review Routing Form IRB Archive oY
the trial is closed
WL RS 3
8 LR S R IRB 5% 2 Aﬁegfst; igrs 2fter
Approval of Study Closure IRB Archive 1oy
the trial is closed
- oo | WHERERS A
9 F AL 'RB 4 % % AFt Ieast; e;lrs after
Reviewers Selection Form IRB Archive 1oy
the trial is closed
6.5 i
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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.
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6.1 %X ¥

6.1 Study Closure Submission Checklist

6.2 %42 %

6.2 Closing Report Form

6.3 = 3 i H & e R R it &

6.3 List of Subjects and Description of Enroliment

6.4 frE * 2 F % 4F & &4 (151 3F SUSAR)

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

65 AT IEEE AL EREFRLZEZALLIIEIRRY
*

6.5 IRB Review Checklist for Closing Report

6.6 % - /- AR T 53 LELA 2L Av R A

6.6 Form of Response to IRB Reviewers’ Comments

6.7 % i inAe &

6.7 Protocol Review Routing Form

6.8 A WP T EHRE SR

6.8 Approval of Study Closure

6.9% 4% H#E 2

6.9 Reviewers Selection Form




