% NS = X -
’g"_ v C S N 29
Taichung Veterans General Hospital

D 2, =2 2/ . L, V4 +
v BT B OB ok B 4

Record of Composition and Revisions of Controlled Documents

~ %% | IRB-~ g -1 R AR-2010 [ 2 LA EHFE A ’g BARRE 2
Document Number IRB-ReguIatlons of Operation-2011 Title SOP for Continuing Review
=7 > [ X 4
Composea | WP BRE AL 4| FES M D [Tmpy
by The IRB Committees Confidentiality [MUnclassified [|Confidential [Highly Confidential
HESES
it * H = [[_JAll units in the hospital
Appliedto | # > T5srp P AT EEEALE €
Bl Other (Please specify): The IRB Committees
W He S ERTRE TP
Version | No. Page Summary of Revisions of the Document Date of Implementation
A | 8 |#7:7 - Newly composed. 20140519
B | 7 |d A Mkt i € FEAA B4 mEEH L iR A o | 20141125
This version was converted from “Version 5.4 of the Standard
Operating Procedure of the Human Research Committee.”
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1. The title of item §4 was revised (the original was “selection
of reviewers”), and the procedure and relevant documents
in item 5.1 Flow Chart were revised accordingly

2ATH 525 L HF AL ST AV FVEF EF LT
# Z_ \'—"&'Fw °

2. Explanation about review fees was added in item 5.2.5 regarding
continuing reports of contracted research projects

3.1 % 531 FZHIIT R R é PE ,g, E, E LT X E A
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3. The foIIowmg was revised in item S%f The categories of (1)
requiring only photocopies of the pages of ICF with subjects’
signatures and the pages with checklists for the subjects to fill out,
and (2) requiring the complete list of subjects.

4.13:x 542 v AL g T AMPE Y RERT LS
AT E | 2 g

4. The following was revised in item 5.4.2: The criteria for
issuing the Certificate of Project Extension.

5.i3:x 543 "#1% | EHER2L AR o

5. The procedure of monitoring new protocols was revised in
item 5.4.3.

6.,‘%(%554$§‘L5=,—¢rﬂ? ik RTINS g T
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6. Item 5.5.4 was added regarding the follow-up procedure of
the review result of “project extension approved and sent to
the full board for confirmation.”
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ltem 5.6.2 was revised regarding the follow-up
procedure of the PI's response if the review result is
“project extension approved and sent to the full board
for confirmation.”
| & g7
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8. The following was added to item 5.6.5: The Pl must
not implement the research before receiving the
Certificate of Project Extension from TCVGH IRB.

9.373# 5.85 M & RATRE F L2 JLINAR o

9. Item 5.8.5 was added regarding the procedure of
determining the review process based on the review
category of the initial review of the protocol.

10.1 i i 6.9 2 H 448 (R A MBS 1 35 E B
27 E ) i3 5.9 kEiRG LA

10. The wording of the title of Appendix 6.9 was revised
(the original title being “Certificate of Clinical Trial
Project Extension”), and the title of the document in
item 5.9 Records Retention was revised accordingly.

7.
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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”

2.7 THHFLIAALE  crs THHFLEFL X
TEIRERHKREL o ¥ 3 51-55.1-

2. The original “Reviewers’ Comments Form for
Continuing Review” was replaced by “IRB Continuing
Review Checklist, and Appendixes 5.1, 5.5.1 were
revised.

3.1 #x 5.1 nARW T EF 2 i ATHFAF ke

3. Item 5.1 Flow Chart “Confirmation of Submission
Documents” was revised: “Review fee payment
receipt” was added.

A3H 542 B ERH L FL REEF AL A2 (TE3 N o

4. Iltem 5.4.2 was added regarding the procedure of
selecting the Vice Chair to be a reviewer.

51 565% AR Lt FiFAwr PR EP o

5. Item 5.6.5 was revised regarding the time limit for
the PI to respond to reviewers’ comments.

6.77# 5.7.2 * ¢ H L %5 T2 P8 ) 2 WP o

6. Item 5.7.2 was added regarding the full board voting
result of “disapproval.”

7.0 584 % NEHFZ A2 WAZ B ERIHFL R o

7. Item 5.8.4 was revised regarding the time limit for
submitting continuing review applications and
guideline for submitting closing reports.

8.M",$},%z i+ 6.3 PTMS  BdFF § &Y 353 » 4k
F]E °

T

8. The original Appendix 6.3 “PTMS Continuing Review
Application Form” was deleted and a note was
added.
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1. The responsible personnel for “determination of review category
and selection of reviewers” was revised in the Flow Chart:
Executive Secretary (as Reviewer).

2.12:2x 521 # 7 PTMS ¥ sk B if <~ E50p o

2. Item 5.2.1 was revised: Details about required documents
for PTMS applications were added.

3.i3:c 523 W avtF A FF A3 N R I ARG d
PTMS ks 3ip dF 3 F 2% o

3. Item 5.2.3 was revised regarding the way of notifying the
Pl. “Via E-mail” was replaced by “Automatic E-mail
notifications will be sent out from PTMS.”

4mS5246XFH R LI E2XFEJERD F o Ap
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4. The original item 5.2.4.6 was changed into 5.2.4.8 regarding
photocopies of ICF pages containing checklists for the subjects to
fill out. Details about required documents for PTMS and
non-PTMS applications were added.

5.3:x 541 BEL R 2F 41"k (&) L=zL R -

5. Responsible personnel for selecting reviewers was revised
in item 5.4.1: “(Vice) Chair” was deleted.

6.12:x 55.1: ﬂl]*,éf TEFRAL BT AERGEN)E L
,;gl ﬂ_, i Z_ —?: F,’” ©°

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

7.1 553 RS ERNAEF Ll TRHBENF
BE S REFEE R & fees r%%ﬁ;;%;ﬁi BE o

7. Item 5.5.3 was revised: “The duration of the trial was too
long” was replaced by “the duration of the trial;” the original
“by request of the reviewer” was replaced by “may be
requested by the reviewer.”
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8. Item 5 5 4 was reV|sed Continuing review may be
conducted by full board review process or by expedited
review process. Items 5.5.4.1 b-c were added regarding
the details about placing the applications on the agenda for
IRB meetings. Items 5.5.5.1 a-c were added regarding
the expedited review process and details about placing the
applications on the agenda for IRB meetings.
9137561l F AR LEIFFAFA N I ATHT I -
9. The way of notifying the PI of the reviewers’ comments
was revised in item 5.6.1: “Electronic file” was added.
10.#]*% &k 5.6.2~5.6.2.1 g;é CR S N REATEEN
= «E*-m"‘»%y563 zva‘wguﬂg #5643
’ BNk A 3
10. Thﬁ foIIowmg phrases were deleted: “Project extension
approved and sent to the full board for confirmation” from
the original item 5.6.2 and item 5.6.2.1; “additional
explanation required” from item 5.6.3; and “sent to the full
board for discussion” from item 5.6.4.
ig 5. 8 5. 1 %*P“ AP T RERTEEHRGE L FT
EX iﬁ%ﬁ%ﬁiﬁﬂfamo
11. Item 5. 8 5 1 was added regardlng the issuance of
the Certificate of Project Extension approved by the
(Vice) Chair serving as a reviewer.
12,13 s 3k 't i* 6.26.3-6.6~6.7~6.8-6.9~ %2 37
#6100 AL A HEL TR O eFGT Eo
12. Appendices 6.2, 6.3, 6.6, 6.7, 6.8, and 6.9 were
replaced. Appendix 6.10 “Reviewers Selection Form”
was added. Item 5.9 “Records Retention” was added.
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1. The following was added to item 5.3.1: 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.
2.3 4 544 fEd Agflind e g2 p P i AR 103 &
07 " 28 p o
2. The issue date of the letter from the Ministry of
Health and Welfare “28 July 2014” was added in
item 5.4.4.
34TH 57.2 ~ 574 Fit § R R %2 R §-%L8m
Ao ¥ > R BT72muEARL 575 TRHEpN TR
i oo
3. Item 5.7.2 ~ item 5.7.4 were added detailing the
follow-up procedures on the voting results. In
addition, the original item 5.7.2 changed to item
5.7.5, and its contents modified accordingly.
4%Ti‘§§ 5.7.6: faﬂ?- S5 L THB kel s
R g LA G R (P R Y
{f’r\? ’%E_E)?ﬁ;’:}ﬂ'o
4. Item 5.7.6 was added: If the voting result is “other,”
then the staff member should notify the Pl of the
resolution. The follow-up procedure should comply
with the resolution of the board meeting (e.g.
Protocol suspension, or on-site monitoring visit).
5.4 %1+ 6.1-68-
5. Appendices 6.1 and 6.8 were replaced.
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1. Process related to hardcopies was revised to
comply with the new IRB policy of paperless
submission.
2. #4531~ 1 XFEEFLTH 1 E‘;(\;f:"«'ﬁ’gx"% 0
2. Item 5.7.6 Was added the Informed Consent Form
Pagel: subject information.
3. it 65 4 H 2
3. The wording of the title of Appendix 6.5 was revised
H | 21 |1. 29 AAHRPP R"%:uiE 4 A 2 2R:EFH B o 20191018
1. The following modifications were made according to

the recommendations of AAHRPP (Association for
the Accreditation of Human Research Protection
Program) reviewers.

CFTH 52491 FAHFA CERIBRFALAFAZEY

CR L TRR R A FH G M AR Bk o

. Added Item 5.2.4.9: Copies of training certificates

on clinical trials and medical ethics received by PI,
CO-l, Sub-l and research members.

i 5.3.31 F A TR B2 VVRFAREN F F LR T
3? FARAAML Eis ECADS % Er_ﬁi}:}? °

. Added Item 5.3.3: If the training certificates provided

to the Investigators do not meet the official
requirements, the proper documentation shall be
collected before application to the IRB Committee
for review is accepted.
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The original item number 5.3.3 was changed to
5.3.4.

it 6.1-6.20

. Appendices 6.1 and 6.2 were replaced.

20191018

A A HE LA TPTMS $ BiF a2 k23 A £ 81
LEIFRPE
Document title was added:
Review Checklist.”
. 5.249 W 4o 0 I E BFRFARLERD o
Added Item 5.2.4.9: Training certificates on Conflicts
of Interest.

#7# 5.2.4.10 : PTMS stz By fl@ .t ¥ F 4/
FPABRFIE T2EPAIAM Y SFRp 2 ¥ R4 o
Added Item 5.2.4.10: PTMS Statement of Significant
Financial Interest/Statement of Significant Financial
Interest and Other Relationships.

2 bb41-RFh2FhES -
Revised the review decision of Full Board Review in
item 5.5.4.1.

3:x55511H%%h2%h8% -
Revised the review decision of Expedited Review in

“PTMS Continuing

e

o1

item 5.5.5.1.
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6. Item 5.6.3, 5.7.3 and 5.7.4 were revised the Pl's
reply period to 28 calendar days, and deleted the
description of the extension.
7. Pkt 6.2-64-6.7-69-6.10-
7. Appendices 6.2, 6.4, 6.7, 6.9 and 6.10 were
replaced.
J |19 1.@r%’;—%g§*"gﬂ2‘ BEhEI R €, i T AR 20230717
Ipm/—
1. The original “Theg First/Second IRB Committees”
was renamed “The IRB Committees.”
2. 9% 5243-~5244- i
2. Item 5.2.4.3 & Item 5.2.4.4 were deleted.
3. #*% 5.3.3 ¢
3. Item 5.3.3 was deleted.
4.5.8.2 i3 :x3FV 458 2 5N o
4. Item 5.8.2 was revised the way of issuing the
Certificate of Protocol Amendment.
5. i+ 61-62-63-66~69-
5. Appendices 6.1, 6.2, 6.3, 6.6-6.9 were replaced.
AT A # 1 28
Composed/Revised/Deleted - Reviewed } Approved
A e SR A E LA
%‘t‘?'f; CAEZ 1 A A SOP 1w e o
S EURIGE L Rt X 1t 1 g0t N
AT R '1 KM %505 B 3T A > A A% fﬁ%:ﬁ:SOP B SR o B
Cc

#%Changing, markmg or copying contro led 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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1. Purpose
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The purpose of this SOP Is to manage IRB continuing review of
approved protocols. The purpose of continuing review is to
monitor the implementation of the research to ensure that the
procedure complies with the protocol approved by the IRB and to
ensure the rights and welfare of the research subjects.

2.4 *

2. Scope

21 EHF AF Y AR EFEREFTE AR FRI P 2
VEROUHF AT ORI EZREEX ;éi FoRe B TR
BFYefER A T od 4B ehs A% L RERks ;_« € 3t it
RoowEEAFT DA o

2.1 The scope of continuing review applies to all IRB approved
protocols within the validity period specified on the Certificate
of Approval. The continuing review frequency is decided
based on the level of risk that the study presents to the
subjects. The two initial reviewers should propose the
continuing review frequency to the full board for discussion
and resolution. Continuing review frequency should be at
least once per year.

22 FFAFAFERTP UM R NEHRIFL EARAUWF LG

2HhLieF 4 -
2.2 The PI should submit the continuing review report to TCVGH
IRB before the due date.

3.

o
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3. References
None.

4. Definitions
None.
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Review Application
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Confirmation of

ubmission

Yes
v

s

4
&

FLOSN2HEF
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Selection of Reviewers
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3¢ & Approve

% B % % Review
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Approve after revision after revision

S
Response by Pl
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Send to full board
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Review
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Revision
“EFA
Review
3
LK /gAfprove Disapprove
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Issuance of Certificate

C

A
- A
Records Retention

>«

Principal Investigator

LKyEA R
Staff Members

HiEfdl(B) 1=z
=y
Executive Secretary/(Vice)
Chair

FaLH

Reviewers

FRAEA
Principal Investigator

%R
Reviewers

At B
(®) 1=4 A
Staff/Executive

Secretary/(Vice) Chair

KA R
Staff Members

Submission documents/Notification of
continuing review/Forms relevant to
continuing review report
A Y
R S
Submission documents/Review fee payment
receipt/Protocol Review Routing Form

g EEBFAAF AL R BE L
Submission Documents/Continuing
review applications/
Reviewers Selection Form

PTMS i Hig a4+ 523 A €81
LEARPA
PTMS Continuing Review Checklist

AP hRREEFALAEF AT AT
S

Form of Response to IRB Reviewers’
Comments

Meeting Minutes
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3+
W
Official Correspondence/ Certificate
of Project Extension
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5.2 Continuing Review Application
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5.2.1 The PI should submit the continuing review application

documents. (If the protocol was previously approved,
submit one original copy and one photocopy.)

5.2.23+ 3% 3 :fil'r/\ ] Fl FERhEFALE RN RFI LT LG 3.08.10
&w\%?}zﬂir( ﬁ—/}\"r\l[%”—:;\::fﬁ;a_;zg\‘;d?i)
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5.2.2 It is the responsibility of the Pl to voluntarily submit a
continuing review report to the IRB according to the
required frequency determined in the initial IRB review
(once per year, once every six months, once every three
months, or other) or two months before the Certificate of
Approval expires, in order for the continuing review to be
conducted or for the research to be extended.

523&%“ﬁ*ﬂﬁ%ﬁiﬁii&ﬂﬂﬁﬁﬁﬁﬁWéﬁﬁ%rﬁ?
JRMp PR B At A4 A (PTMS ksudep & F
%%m+émi)‘¢“% FABRFRREFER » ATEFT

/F" < ];” o
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5.2.3 The staff member should notify the PI to submit required
documents for continuing review according to the
continuing review frequency required by the initial
reviewers or two months before the Certificate of Approval
expires. (An automatic email notice is sent out from the
PTMS.)

5231l FHFEVHHEFFT I
WIFE AR B EHEER
< ].‘L’ /‘\7]\._0

5.2.3.1 If the research will be completed before the Certificate
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of Approval expires, then the Pl may submit a closing
report and relevant documents within three months
after the research is completed without submitting a
continuing review report.

5232 3 F a2y iagpard s pltdaEs
AT A g Al 14 BATR N EAEHG AWL
FOAM Y BT o KF R AW RRAFLELAA LR
TR A (- FE-FK 2BV -~ Z B - X
FHE ) R E R

5.2.3.2 If the research is not able to be completed before the
Certificate of Approval expires, then the Pl should
submit a continuing review report and relevant
documents within 14 work days after receiving a notice
from TCVGH IRB. Once the continuing review report
Is approved by IRB review, the research project may
be extended according to the continuing review
frequency determined by the initial reviewers (once a
year, once every six months, once every three months,
or other).

S2A4mEFAZFNRFF VI p RN F 2P E AL/
PRLEURFFTH ALY 2§ BLERG LFE Lo
FAR G ARl R R L AT

5.2.4 If the research will not be completed before the Certificate
of Approval expires, the Pl should apply for project
extension by filling out the continuing review report form

and submitting it along with the following documents to the
IRB staff:

5.2.4.1 i A4 2 P&

5.2.4.1 Continuing Review Report Checklist

5242 ¥i% A+ 2/ PTMS U F % 4 7¢ 53 (¥ 3¢
B oA =
AEF)

5.2.4.2 Continuing Review Report Form/PTMS Continuing
Review Application Form (signed by PI)
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5243 %FF i H B e gy ik & o
5.2.4.3 List of Subjects and Description of Enroliment.
5244 £ % 2 F 3 3F & &4 (W3 4F SUSAR) -

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

52458 % (£3#+4%5 4 T‘*ﬁvé'%}’ﬁ L3 TRk TR R
ofe- ERFRF o BAOYEBE LY RV R
EF T R RGP ) o

5.2.4.5 Other (If the research involves collecting clinical data
and qualifies for the waiver of informed consent, but is
not completed within a year, then the Pl should submit
a continuing review application and a statement
describing the progress of data collection.)

5246 "TXFHFFALET L R T AR FIETEL (F5
PTMSE‘;%—%-EIJIE:*MQ —3‘7}'§7_J_,ﬁ RO ) T
A ;g;,PTMS ¢ ;;L%_mrﬁ% ga [AE»¥ - »F

) 2hR SR EL K 238 )

5.2.4.6 Photocopies of the ICF pages with the subjects’
signatures and checkilists filled out by the subjects (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 should be included in a
separate binder. The binder will be returned to the PI
after the review is completed).

5247234134~ F:«/fm\.—« AFAEFET AR 2 TRhRE%E
f% IWU/‘}“ ? JL fﬁri\ :—f_ #B Fﬁg 2l % ﬁ‘zﬁcﬁif/&p@ E j\ °

5.2.4.7 Copies of training certificates on clinical trials, medical
ethics and Conflicts of Interest received by PI, CO-I,
Sub-I and research members.

5248 PTMS %z BFJIER ¥ F L/ FMJIE T2
PATRRE ¥ EP 2 ¥ R4 o
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5.2.4.8 PTMS Statement of Significant Financial
Interest/Statement of Significant Financial Interest
and Other Relationships.

525 HiF 4%+ F*F’véﬁp EEY R F Y R A

FABAGET  AMP DA o

5.2.5 If the protocol is a contracted study, then the review fee
must be paid for each application of continuing review.

Applications will not be accepted or processed until the
payment is made.

53# %~ it
5.3 Confirmation of Submission
53.1 'é‘ E Bd‘;_ 5 /F’
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5.3.1 If the initial IRB review determined that ICF is required for
the research, then the application should include a
complete photocopy of each new version of the 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
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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. )

5.3.2 KpEA fPiHHE 2 B KU BG AL 20 BT L
FH o FRBRDPEF AL AT R 4Rk 4

5.3.2 When checking the submission documents, the staff
member should make sure that a list of subjects has been
submitted along with the continuing review report form. If
serious adverse events happened during the study, a
record of relevant reports should also be submitted.

5.3.3 T 2 i 0 KPEA f LILY FPHLZ i o ALY - St
FHBEAHF2 5 AR AE IRB H3issr M1, %
SE AL T2, R

5.3.3 After compiling the submission documents, the staff
member should give the application a number and process
the application. The number given to the first continuing
review report application should be “-1” followed by the
original IRB number. The number given to the second
continuing review report application should be “-2” followed
by the original IRB number. The same rule goes with the
third and the fourth, etc.
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544z F a2 B EFHLER
5.4 Decision on Review Category and Selection of Reviewers
.41 KPEd B2 2 $ %2 BENGFRE BE—AA 24 f
FLOAR2ZEBNETEIRRNEFTAF 2L ﬁ = z&i ° 4o
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5.4.1 The staff member should submit the application
documents to the Executive Secretary. The Executive
Secretary should then assign one or two reviewers,
preferably the original reviewers of the protocol. Under
special circumstances, new reviewers may be assigned.

5A2@izd BHEELL R HEERd D ETL AT K
RN ?ﬂg#‘,ziﬁg ) E‘ %)iﬁ‘f;ﬁ FRETEFFT o

5.4.2 If the Vice Chair serves as a reviewer, the selection of
reviewers should be approved by the Chair, and vice versa.
If the (Vice) Chair is unable to sign the approval, then the
Executive Secretary will be authorized to approve the
selection of reviewers.

5.A3TH A AN REBRY TRy S A H 8 F 3 ERAF 4
11{'% 7_‘_" _;ﬁ_ —j:_l"":"%éﬂ m—,ﬁ Lléii'ﬁ’ﬁﬁwﬁé g—%—?
IR ARG S (B) 2 EL R L @R ERGRA L
ﬁ%r&WP*@ﬁﬁéiwﬁﬁﬁ?%Jiﬁé’i**
gi\zc\.‘»;b

5.4.3 In the case that the PI has not recruited subjects due to
lack of funding, materials, or other reasons, and no
subjects have enrolled that would require any assessment
of safety, the continuing review application may be
approved by the Executive Secretary or (Vice) Chair and
the Certificate of Project Extension and an official letter
may be issued complied with the administrative procedure.
The application and approval will then be confirmed later in
an IRB board meeting.

544741 % |- RFAAER  CHLTHFIR(TEHG
Brx B2k F) AR Li-BFAEAEEGZ (AR 103
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5.4.4 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, protocol closure,
etc.) should be sent to the full board for review as well (in
compliance with the letter 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 should be conducted by the expedited
review process.

551 0% 4
5.5 Review

551 % AR EFHRZLAAGERPEFTEE  MTBHRLZHAF
Prelky AREHIEE 2 FE -

5.5.1 The reviewer should conduct the review according to the
basic ethics principles of clinical trials and ensure that the
iImplementation of the trial complies with required
procedures and protects the rights of the research

subjects.

552§§@m%@ PEREREL G 2N B EF R GEN
24 Pff'rv;*miﬂ’,‘aﬂ—( Bl AEZ AR EEER L
N e L =t

53&#5?%3*3 °

5.5.2 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.
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5.5.3 During the trial period, if the subjects’ rights are affected
due to any modification of national regulations, then the
reviewer may require the Pl to submit a protocol
amendment application.

55473 %2 AU TA - HEFALEFEIHEIFTAES -

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

55.4.1 - 4% %

AFEFAEFL TEREE | P FZrHR23F R
BT - UK g RARTH o
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5.5.4.1 Full Board Review

a. If the review decision is “recommended” and no
response is required, then the continuing review report
should be placed on the agenda for the next scheduled
IRB meeting for confirmation.

b. If the review decision is “recommended for revision or
provided further explanation” and response from the PI
iIs 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 result is “approved to be
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placed on the agenda for the next scheduled IRB
board meeting for confirmation,” then the application
should be placed on the agenda for the next scheduled
board meeting for confirmation.

c. If the review decision is “sent to the full board for
discussion,” then the PI should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and place
the application on the agenda for the next scheduled
IRB board meeting for discussion.

5551 % %%

ABL R EARSE R LI ERS I AR EER- HEP
VRAFARUIPA T RFALALE REL L HE o
FELAAEP TBIREF pRFELVA LB EAE
C2v BRABFFRLRE R

bELRehE h %5 (AREMHEF L o - P
B P FRAFARRURA YRS AL 0 KFELR
RETFTHEE > 835 =+ RS -

CEEANFaRF:F: "B, P 2F3F1HArh
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5.5.5.1 Expedited Review

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.

b. If the review decision is “not meet the requirements for
expedited review and sent to the full board for
discussion,” then the PI should respond to the
reviewers’ comments by the due date. The staff
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member should compile relevant documents and place
the application on the agenda for the next scheduled
IRB board meeting for discussion.

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 the
application is approved, a Certificate of Project
Extension should be issued, and the approval should
be sent to the IRB board meeting for confirmation.

563 FiFLiwH

5.6 The PI's Response to Reviewers’ Comments

5.61%% 440 RO Ky AREL FEFLL 0 BHBE
LpFUTIELFEAEL 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.

5623 v HE A% AR L2522 FiFA WY v iEh
LR AR R ARy AMERGEFRE ~(B]) 12
LRFP o UmRAI T RIT- 6 WP A SR A
g3t o

5.6.2 If the review requires the PI 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 board meeting
for discussion.

563F AR M E A AT N T B ALY R E42iH 28
BpEE s Aw BRRE AR

5.6.3 The PI should respond to reviewers’ comments within 7
calendar days. If the Pl does not respond within 28
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calendar days, the protocol should be withdrawn from IRB
consideration.

57x¢% 2
5.7 IRB Board Meeting

5712 B % 4R it ik LEAAET -
’i’ﬁ%[&%%“‘ﬁéﬁi TERBEI S w4 < gk
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5.7.1 During the review process, if the reviewer has concerns
about the execution of informed consent or about the
safety of the subjects, the reviewer may make a motion to
the IRB board meeting for discussion and resolution.
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5.7.2 If the IRB full board voting result is “approval,” then the
staff member should issue the Certificate of Project
Extension with the approval of the (Vice) Chair/Executive
Secretary.

573 $EB%F5 T8 E »FFiFi4t (vREA
TR) AL T BPER > FARE28 BPEXAT RA
EiTdtk 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 calendar days, the protocol
should be withdrawn from IRB consideration.

5.74 L% F: "B BHF > PHAF AR [GE
T BPAEAPTR o BB NAE28 BPE  EAE
28 BREARLAHTE]IP P RFAZ L KPR A RET
Fis#rBif- T+ gRiEsdm  FF BB F R R g2
AR PER o

5.7.4 If the voting result is “further review after revision,” the Pl
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should respond to the reviewers’ comments before the due
date. (The PI should try to respond within 7 calendar
days and no later than 28 calendar days. If the Pl does
not respond within 28 calendar days, the protocol should
be withdrawn from IRB consideration.) The staff member
should compile relevant documents and place the request
on the agenda for the next IRB board meeting for
discussion. Any other outstanding requests should be
handled according to the resolutions made in the board
meeting.

5.75 FEFLEE% L T2 | Kyt | # gli_;iij—r;_l_%
AFA L IFATEIRFEFATT AR LR

t
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5.7.5 If the voting result is “disapproval,” the staff member
should notify the PI of the resolution. The PI may not
proceed with the research. The research must be
terminated or closed.

5.7.6 FHEERE THE KPR f M AR gL
U A AR (e P ETERF CREPAE) A
I o

5.7.6 If the voting result is “other,” then the staff member should
notify the PI of the resolution. The follow-up procedure
should comply with the resolution of the board meeting
(e.g. Protocol suspension, or on-site monitoring visit).

5.8 A My %R A UBBEFT IR
5.8 Issuance of the Certificate of Project Extension

58154 A aRP AL/ EHE2EHF R M (f) 14
ARPFLE TR TARMET %P HEHG 4w
)

5.8.1 If a continuing review report application is approved by the
reviewers and confirmed by the IRB board meeting, then a
Certificate of Project Extension will be issued with the
approval of the (Vice) Chair.
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5.8.2 The staff member should issue the Certificate of Project
Extension and submit it to the Chair for approval

stamp/signature. Then the Certificate of Project
Extension should be sent to the PI.

583 d i BRATEFHIND I RNERG Y 0 ¥
A rchil- X¥ g DAFSFERE a3 2F YD
A2 ORI EERIL > IR FHR AL NERLT R
RoPamp R TAMET R EAEBRE AT
T o gy P TR A L o

5.8.3 The PI should submit a continuing review application
according to the IRB requirements. Even if the Pl submits f%
the application on the last effective date of the Certificate
of Approval, the IRB Secretariat should still accept and
process the application. If the Certificate of Approval
expires during the review process, once the continuing
review application is approved, the start date of the
Certificate of Project Extension should be expiry date of
the Certificate of Approval for the continuation of the
research project.

SBAﬂéf%A@%gwngmﬁmim%ﬁ FooF AR
PHERVFTEINE B PSR TREHFL 0 oF
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5.8.4 The PI should submit a continuing review application
before the Certificate of Approval expires. If the Pl does
not submit the application, then a closing report should be
submitted within three months after the expiry date of the
Certificate of Approval. If the Pl does not submit a closing
report within six months after the expiry date, then any new
protocol submission application from the PI will not be
accepted by the IRB until a closing report is submitted.
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5.8.5 If the protocol was initially approved by full board review,
then the staff member should compile relevant documents
and place the application on the agenda for the next
scheduled IRB board meeting. After the application is
approved by the full board, the Certificate of Project
Extension should be issued. If the protocol was initially
approved by expedited review process, then the Certificate
of Project Extension may be issued first and confirmed in
an IRB board meeting later.

5851 > N A 8y %R I;HHHE a7V B?f =8l
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5.8.5.1 If the Vice Chair serves as a reviewer, the Certificate of

Project Extension should be signed by the Chair, and
vice versa.

5.9 4% 13

5.9 Records Retention
ARRE A B R ERpAeT e XL s L ke
Relevant personnel should keep all records carefully following
the guidelines below.

S & # f—-?fﬁ- %13 0 2L %73 Hp ¥
Number Name of Document Retention Location Retention Period
X , , ' REA L F (8 3 &
| Pirhang saey RBHEE |, ot i

At least 3 years after the
trial is closed

EHF LWL P IRB 3 % 2 HERELis 38

2 |Continuing Review Report ” = | At least 3 years after the

Checklist IRB Archive trial is closed

Notification of Continuing Review | IRB Archive
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6. Appendices
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“PTMS Continuing Review Application Form”, “PTMS Continuing
Review Checklist” and “Official Correspondence” are generated
from the online system, preventing the usage of the wrong version;
therefore, these three items are not listed in the appendices.
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