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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 5.4 was revised (the original was “selection
of reviewers”), and the procedure and relevant documents
in item 5.1 Flow Chart were revised accordingly.
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2. Explanation about review fees was added in item 5.2.5 regarding
continuing reports of contracted research projects
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3. The foIIowrng 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.
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4. The following was revised in item 5.4.2: The criteria for
issuing the Certificate of Project Extension.
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5. The procedure of monitoring new protocols was revised in
item 5.4.3.
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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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7. Item 5.6.2 was rewsed 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 ”
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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.
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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.
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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.




Taichung Veterans General Hospital

~ 2, = 25 , L, v +
~ Es =T I'Z }% X &\'— EAS

Record of Composition and Revisions of Controlled Documents

~ e | IRB-~ g-l T§ #-2011 |~ % - i PN E ?i EFER TN
Document Number | IRB-Regulations of Operation-2011 Title SOP for Contlnumg Rewew
=T 7 = K
i ey a g 4| FESF MY Dne Omps
by The IRB Committees Confidentiality [Unclassified []Confidential [JHighly Confidential
ES =
if * H = |[_]JAll units in the hospital
Appliedto (B ¥ » T 35=ip P AT GEFALE €
B Other (Please specify): The IRB Committees
W R H T BRI & F%p
Version | No. Page Summary of Revisions of the Document Date of Implementation
D 8 1.k " A B:25% % R €, L Fa "% -/ AR 7 6572 20160318

Bath g _

1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”
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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.
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3. Item 5.1 Flow Chart “Conflrmatlon of Submission
Documents” was revised: “Review fee payment
receipt” was added.
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4. Item 5.4.2 was added regardlng the procedure of
selecting the Vice Chair to be a reviewer.
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5. Item 5.6.5 was revised regarding the time limit for
the PI to respond to reviewers’ comments.
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6. Item 5.7.2 was added regarding the full board voting
result of “disapproval.”
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7. Item 5.8.4 was revised regarding the time limit for
submitting continuing review applications and
guideline for submitting closing reports.
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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).
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2. Item 5.2.1 was revised: Details about required documents
for PTMS applications were added.
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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.”
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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
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5. Responsible personnel for selectln ‘reviewers was revised
in item 5.4.1: “(Vice) Chair” was deIeted
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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.
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7. Item 5.5.3 was revised: “The duration of the trlal was too
Iong was replaced by “the duratlon of the trial;” the original
“by request of the reV|ewer was replaced by “may be

requested by the reviewer.”
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8. Item 5.5.4 was rewsed 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.
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9. The way of notifying the PI of the reviewers’ comments
was revised in item 5.6.1: “Electronic file” was added.
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10. Thﬁ following 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.

ﬁSSS 1R 2 AP TR IEHRFAFV
EE A ﬁ#&liar HEf TP oo

11. ltem 5.8.5. 1 was added regardlng the issuance of
the Certificate of Project Extension approved by the
(Vice) Chair serving as a reviewer.
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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 5.4.4 1 Mm 3R~ g~ pPh i TR 103 &
07" 28p |

2. The issue date of the letter from the Ministry of

Health and Welfare “28 July 2014” was added in
item 5.4.4.
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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%%;5' 576 FHLRBES TH @ RPEL R
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4. Item 5.7.6 was added: 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.##%# 6.1-6.8-

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~ CRXFERLET YL _T;»Fé “"TLO
2. Item 5.7.6 was added the Informed Consent Form
Pagel: subject information.
3. kit 6.5 4 H - H e
3. The wording of the title of Appendix 6.5 was revised
H | 21 |1. 29 AAHRPP R"%:nE 4 A 2 2R EFH B - 20191018
1

. The following modifications were made according to

the recommendations of AAHRPP (Association for
the Accreditation of Human Research Protection
Program) reviewers.
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. Added Item 5.2.4.9: Copies of training certificates

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

. 3”’?% 5.3.3: J——"“j b’%#fafé’%ié""éﬁi’éﬁcﬁi”-“ﬂ? v ],_’L »r J,FLL,
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. 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.




Taichung Veterans General Hospital

~ 2, = 25 , L, v +
~ Es =T I'Z }% X b\'— EAS

Record of Composition and Revisions of Controlled Documents

¥ [ IRB-A ¢-1 e § 2-2011 [~ & Z 4L EBG B p AR S
Document Number | IRB-Regulations of Operation-2011 Title SOP for Contlnumg Review

ey | hmg kg | PEE M Oge Dy
by The IRB Committees Confidentiality [Unclassified []Confidential [JHighly Confidential

ES =

if * H = |[_]JAll units in the hospital

Appliedto (B ¥ » T 35=ip P AT GEFALE €
B Other (Please specify): The IRB Committees

=3 2 E R 750 B
Version | No. Page Summary of Revisions of the Document Date of Implementation
H | 21 (4. ¥:x/kh 5.3.32 %5 5.34- 20191018
4. The original item number 5.3.3 was changed to
5.3.4.
5. ¥z 6.1-6.20
6. Appendices 6.1 and 6.2 were replaced
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1. Document title was added: “PTMS Continuing

Review Checklist.”

2. 5249 K 4 7 I F BFR FARED o

2. Added Item 5.2.4.9: Training certificates on Conflicts

of Interest.

3. A7 5.2.4.10 : PTMS i3z BEFJIZMm Y sp 4 /8

FPAANE TR RV 4R 2 Y F & o

3. Added Item 5.2.4.10: PTMS Statement of Significant

Financial Interest/Statement of Significant Financial

Interest and Other Relationships.

3:x5541-44%52Fh8%% -

Revised the review decision of Full Board Review in

item 5.5.4.1.

5. 32555184 %h2%h8%% -

5. Revised the review decision of Expedited Review in
item 5.5.5.1.
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6. Item 5.6.3, 5.7.3 and 5.7.4 were revised the PI's
reply period to 28 calendar days, and deleted the
description of the extension.
7. Bt 6.2-64-6.7-69-6.10-
7. Appendices 6.2, 6.4, 6.7, 6.9 and 6.10 were
replaced.
J 1Ol AR TS-/- @y GRFaLA ¢, Bxs [ 4420230717
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1. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees.”
2. 4% 5243~5.2.44-
2. Iltem 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 58 2 5N o
4. Item 5.8.2 was revised the way of issuing the
Certificate of Protocol Amendment.
5. 34t 6.1-6.2-63-6.6~6.9-
5. Appendices 6.1, 6.2, 6.3, 6.6-6.9 were replaced.
T ETIEY S
Blank. Continued on next page.
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Revised the Review Category in item 5.4.1.
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Item 5.4.4 was added: The protocol of c-IRB mechanism
will return to the full board review process.

##H2 62640

Appendices 6.2, 6.4 were replaced.

3:2531E%F > e 20260512
Revision of Section 5.3.1 Review Submission Documents
Confirmation.

o4t 6.2

Appendix 6.2 was replaced.
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% Changing, marking, or copying controlled documents \ W|thout permission is
prohibited.

% The latest version of this document in the Knowledge Management System (KMS)
takes precedence. Distribution of hard copies of this document must be
approved and stamped by the SOP Administrative Center. Copying without
permission is strictly prohibited.
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Processing Unit Review Comments Head of Processing Unit

I EFF A
There is no need for review by other departments or|
divisions.
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*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

%?ﬂﬁﬁii%fAWPimﬂ%ﬁiﬁéf”@@%ﬁ’&%
ENEBETPRFLEHRF LITE o

EHF LD AAEFVAFORGFERLTIFERG L ULE
LEE N F o AR P iR -

The purpose of this SOP iIs 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.:F % gjariﬂ

2. Scope

21 EHFAEFH T AL EFLRGFT I 0 ARFY P 2
PEFOEHF LIRS RTELRGEERE TG L
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’i‘,l\z—q._&% LAt~ oo

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 FEAFAZRARDTYP AP RNEHPIFL E A A HAL G

RELEAEF L -
2.2 The PI should submit the continuing review report to TCVGH
IRB before the due date.

3.

\\\?{:

& 4
5 2 =
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3. References
None.

4. 30

o

Hr IV

4. Definitions
None.

P026.05.12




£

ﬁ)

VA

¢ 2y

Taichung Veterans General

Lo
R
A \\B S

Eﬁ 3
ospital

., 5 , P2 | 300
@ﬁ%%RM@ﬂﬂ%Mlﬁf EHF hPEMAAE D Page
Document Number |IRB -Requlatons of Operation-2011 = " | SOP for Continuing Review Hp =X .
Title ; L %
Version
5.8 p %
5. Procedure
51 K% & ? 12 7 A% [
5.1 Flow Chart of Continuing Review
e AN e e
Flow Chart F()espon5| € Relevant Documents
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Review Application
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Response by PI
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Revision
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Review
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Issuance of Certificate
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Records Retention
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Principal Investigator

LKy R
Staff Members
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Executive Secretary/(Vice)
Chair
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Reviewers
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Principal Investigator

1
Reviewers
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Staff/Executive
Secretary/(Vice) Chair

LKy 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
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Submission Documents/Continuing
review applications/
Reviewers Selection Form
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PTMS Continuing Review Checklist

AMFE T GRREFALAREF ALY
A
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Comments
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Meeting Minutes
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5.2 BiG &4 Y i
5.2 Continuing Review Application

BRIFFIFABFYHRF > & (E2EBHT A L2 Po0
ALl 2 26)

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.)

5227 254 F FiziERg AR LOGBG AP LF
BE AL (- E- S~ 2B -~ B - SN HA
AR EFFT IR B RETREILRE 0 R
FHBE ANR T BT o

5.2.2 1t 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.

523yt AXRFALA R RDERG LI - 257 357
5o B e h AL (PTMS G sisp &%
FRAIEE ) FREAFARFERFER > A LEF

o e
/Fl‘? 1= o

"
)

=

=

5.2.3 The staff member should notify the Pl 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 F#E v HGFHFVEIHNHp I RIS PP F A AT
‘&)‘L% FREZBIPp BRI TRERELL 2

4- ‘ 7}\_— o
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 FV R /A NRGEFT LY I A 0 Rl HAEAL
B feRl A gidaris 14 B TR N HMRAEHRF AL
RepM e REA 5 FRAWE 2RFAELAL R
miﬁw\%ﬁﬁﬁ—?( B N I e N | R B
AH W) ut LTy E okl o

5.2.3.2 If the research is not able to be completed before the
Certificate of Approval expires, then the PI 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).

S24TAZHEFT I P RS TFZIFEIEFA R
PREZREPRFFTH N2 2§ B L HG AFL £
SEAR AP R I E LR T 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:

5241 ¥F AL P ¥
5.2.4.1 Continuing Review Report Checklist

5.2.4.2; ﬂw\% B2 A/ PTMS 4B H 3 4 Y i3 (¥ 3+
& M = )

5.2.4.2 Contlnumg Review Report Form/PTMS Continuing
Review Application Form (signed by PI)

“?ﬂ
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5243 £ #F FHEE R EL -
5.2.4.3 List of Subjects and Description of Enroliment.
5244 ¥ 7 1 F i+ 3R k& &4 (Wi 3F SUSAR) -

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

5.245 8 & (FE %3 A LA R LY Nlpk TR S
EoR- ERFRF R ORNEBFEY G FIHR

wF AR M) -

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 M%#¥ kA3 J?éfé’pfﬁﬁpéﬂa’“’ﬁ' A (%5
PTMS ; FERREZ BT I ML pRTE ,;agav:u
A FAPTMS ¥ %713 % Tr [ > %3y - 3 F

Ba): AR A BRIHA KL 2iT8).

5.2.4.6 Photocopies of the ICF pages with the subjects’
signatures and checklists 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).

52473 Fi4F A4 % Pﬁ/f& AFAZFET AR 2ZTRARERS
}*}%‘i‘ W24 F R EAAMIICGRAREDN A o
5.2.4.7 Copies of training certificates on clinical trials, medical

ethics and Conflicts of Interest received by PI, CO-l,
Sub-I and research members.

5248 PTMS iz BFHIFR Y F L/ BEFpMfE B2
PATRRE T2 4R3LP 2 ¢ SR 4 o
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5.24.8 PTMS Statement of Significant Financial
Interest/Statement of Significant Financial Interest
and Other Relationships.

525@&%ﬁ$%ﬁﬁ%éﬁi%i“§’ﬁﬁ@$ B GE HE
FLEFELFRT 0 AMT ﬂzkw@ﬁv¢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.

53i# %~ it
5.3 Confirmation of Submission

531F AP AL#FFEFPLI2R% Lo s (DF -
@%*”&ﬁﬁ—Wmﬁmwiéiéﬁ’ﬂ%wki%@
Bttt (R ASFAT)I[E 7] 2 [FREK9E
F)> @3 5453 PTMS & 55 o (2)2 8 f % = B ut 3f 2 {4
AP rFTR R AFATEF 2R FEERLE  WF M I
R EYT  FFATEE 2 R BFE R LT e o (3)

F
?*PTMS@&éﬂ HEATA T S . Ol Gl Sk Ml
FHRA) FERIERMA E EiTR o

AR PHATS (WD X H PR g et 30 » ()
T D R ERANE ML o(Z)ar%d@@ 30 i (P A&k i 2
Ar4TIRAE): iirf%ﬂﬂjliﬁﬁi’&ﬁﬁﬁ
Mgl 30 o QHrk RFI T IR LT EHNAREE !B
AR E LB LRy F - B S LM

2 30 I)v ’ﬁxflﬁ?\'l f:,—uﬁx,—.h 60 l)7 °

5.3.1 If the initial IRB review determined that an ICF is required
for the study, the submission principles during review are
as follows: (1)For each version of the informed consent
form, one complete electronic copy must be submitted. For
the remaining _consent forms, only the [ Subject Basic

Information Page) , [Signature Page) , and [Pages

P026.05.12
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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.

532 KyEA EiftiE g~ 2o "flﬁfm\% HaRE A BT s:;éiﬁ
FH - FRRUFGFLEET VTR L F Lo

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.

533 FAl B2l RPEA R RILY FPHEZ Ko B AE -
TUEHFAFLE o NAERAE IRB %fifs4et T-1,0 %
ZRFFRE T2, gt o

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
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continuing review report application should be “-2” followed
by the original IRB number. The same rule goes with the
third and the fourth, etc.

5442 F a2 EFHLER
5.4 Decision on Review Category and Selection of Reviewers

S5A41ZL A2 EBUETHERARE F4A~F324 0 2 BL ool iFsk
ARELRTBIEL A F A -

5.4.1 The review category would be reviewed by the original
reviewers of the protocol. Under special circumstances,
the (Vice) Chair is assigned the new reviewers.

5.4.2‘:‘/:2515172&{:%&:;?15& i pd 4 T:Fiﬁif"t‘:l"
2o e o F FlrrmiE g F’J&E”’fg*iﬁﬁé‘* BTFPT 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.

5432 F 1 HFANBEHRDPFFEF AN E 6 F 2 ERAF 4
ek o X ;’E‘Efﬁﬁ’éﬁjﬁ%ﬁ an& 2 HEHF 4 57
dHERTA (B) AEL A RN FRERERLES
’}’”’? I'Agﬁ,g:r /Pé‘%% %iwﬁ ;——:a.J; AR S N
gim\-&;ﬁ

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.

5447 %%  FE-RFEMRA LFZEFFR(TEHRG F -
Brix 2% %) R Li-H%hMAAEL2Z (RF 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. (The protocol of c-IRB mechanism will
return to the full board review process.)

552 f% %

5.5 Review

551Z B REREHZZ AAGERPEFE E » TR HKR2Z AT
PRe by REEHZFE LR

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.

5.5.2 % &% i 4t ~ f%xﬁﬁiﬁiiﬁﬁﬁﬁﬁéﬁﬁ;%
J,,pff'vv@ﬂ’—"za'\?’ (gf),uziﬁm%ﬂij’?%géi’?b
AT - & gpﬂjiqig—gﬁ_‘p’} PRNVA

ST S
dmapgreg

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
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be required to attend the next scheduled IRB meeting to
give explanation. An on-site monitoring visit may also be
arranged if needed.

S553RFHERGFHEF > FFIRP ZRB L A PEX R
SFEARLIGF A ARNFEBD F

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.

5.4k 4 %2 AU RA - BT LEEEFLIEFLREE -

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

5541-4%% 3%

AFFAREFL TEREE P2 F v R2IF ONER

P Bafo A RAPR

bHE R ZAends s T2RB I AR EE- HRP

VRAFARNUIPA T RFALL KPR RET
| ) A i

PR RRE s f PR E SRR (B
ZREP o EE PR s TRAE BT- 5
Pk R EE BT S ERPH o
CHARF e s s TEHA T BRERD), 3
AFARNAVGPrHEAET DL 0 KPELR %ﬁ’rﬁ-‘f\#ilé
#r BT - ”\"gviaﬁi\ffv °

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
Is required, then the PI should respond to the
reviewers’ comments by the due date. The staff

P026.05.12
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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
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.

55518 % %%
adit R aerF il ZRB LA EE-HRP
FEABARUPP T RZALLEBE LI HE o
FERALAP TR F »RPELAL B H L
L2 w BRABFEALALR L T
bﬁiﬁmﬁﬁ —L%?"; r]f4b&?%%§,pI1;.‘jf"%
B P EAFARNUY A rREAITL > KPELR
BOE TG H 0 i 5§ AL -

Qﬁiﬁﬁ%ﬁ“%%é NiiE | P AP HFAEARR
23 F o RARMEA R BARZETERERFRE ~ (&)
AELAR RV T F VIR A EER

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

P026.05.12
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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
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 PI 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.

562F 1A v h
5.6 The PI's Response to Reviewers’ Comments

5ELYFALAF LA yrt fREL FAFLL > LA
i@guﬁiﬁgﬁféigA,%gwﬁo

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 Bhi A2 2% P FiFA v pw i g
LR RPEA R RAEZY BRERGFRE ~(8]) LT
ZAFP . URRATTE ORI A TR S
g3t e

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 board meeting
for discussion.

5.63%F AR LA FiFALEENT B ER Y R E47E 28
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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
calendar days, the protocol should be withdrawn from IRB
consideration.

[l !
5.7 IRB Board Meeting

BILARF AR dofd P LERAET > A305 7 i 7
X rMPRRRER éiﬁ VT ERKRFLI N Eh o d < g
£

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.

572 §FRILL55 T, % d KA BmiE (B) 1
ZRAGERIPTE B2 TAMFETRR I EEHS 4

4
Fq:?aJ

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 L% F: T8 v Fad et (vhEA
LR) XL T HPEX > FRE28BFPHFXTAT R
ETHCE 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.

574 PEB%F i TBERAHF »FHEIFABTW [
T RPFEAPTR o BRER ARE 28 BPFR > BRI
28 B P EAPIEFAFEIP Y RFALL  RKIEL A RET
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5.7.4 If the voting result is “further review after revision,” the PI
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.

575 FALEREL TAPA o Ryt | bkl o g
iﬁA’?g;%Anwﬁﬁﬁﬁﬁpf’?gwﬁﬁiﬁ
% o

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

5.76 FH L &% 5 THB | RKPEA | B4
4’@*§W%%ﬁ<%:%é% 5 3
1 o

R S T
LR R EPRE)

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).

58 A M FEHRFTLEHRFAFVIR
5.8 Issuance of the Certificate of Project Extension
5.8.14 iﬁﬁfﬁl‘ﬁ.&/ﬂ EPARZEBEES M (B) 14
RRPRAE TR TAMETIRRTLEBF AT
é‘ o
v J

5.8.1 If a continuing review report application is approved by the
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reviewers and confirmed by the IRB board meeting, then a
Certificate of Project Extension will be issued with the
approval of the (Vice) Chair.

582 d KA R B> TA WM RHRIFERFEFTE 0 &
AEAREREF IR RG -

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+ H i RFERT AV AP IRIEBF LY 0 T
% 4 rnkis- X ¢ %” rkqﬁ%ﬁ%ﬁa&’ﬁ’ﬁg‘;@ﬁprﬁ
Ao REEMELEIL  XNF AR AL NGRS R
i;j"]‘%//ELE‘ﬁE R r&,gg,};ﬂﬂ/«é’ggi iwﬁ;$?
20 R A e A A o

5.8.3 The PI should submit a continuing review application
according to the IRB requirements. Even if the Pl submits
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.

5843 h L RN HINPRALRG B G AR
CHERNHTAIPEZ R P A TREFL o EH
TR BN B PAERERLT AEF AL
FHEIFA WAL EAIER A GH LR HAL > 4
ST R

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
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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.

585 FRI;ANIEEFEL T- 38 0 PIRMALERET
ALT PN BT X R EEE R W%Mﬂ /@&%;
TUEBFAFTE S FRVENEEEHLITH LS
By MV ARE: TAHET R EEHRS EFT S 18
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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 B T A g5 % 3 B a7
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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 X 4’3‘13‘ =
5.9 Records Retention
AR A B R HheT R L F B &0 B

Relevant personnel should keep all records carefully following
the guidelines below.
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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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6.1 Notification of Continuing Review
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6.2 Continuing Review Report Checklist
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6.3 Continuing Review Report Form
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6.4 List of Subjects and Description of Enrollment
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6.5 Serious Adverse Event Report Form (only SUSAR is reported)
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6.6 IRB Continuing Review Checklist
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