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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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|8 1. The list of relevant documents was revised in item 20150923
5.1 Flow Chart.

2773 5.2.3.4.a-C ¥R & Ap B P K

2. New content was added to the comparlson table in

item 5.2.3.4 a-c.
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3. he payment method and review process were
updated in the investigator’s brochure and case
report form in item 5.2.8.
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4. The title of item 5.4 was revised (Sthe original was “the
decided amendment of risk”), the list of relevant
documents was revised in |tem 5.1 Flow Chart.

5.2:¢ 543103 F a4 £ 2 BRapL & LATCH
335V 3+ }@W A

5. The Fayment method and procedure of issuing the
Certificate of Approval were updated in the
?zegtll%ator’s brochure and case report form in item

6.7#73# 5.6.5 ﬁ*%mrﬂ»‘"&"} PR g/
R G e RARME

6. Item 5.6.5 was added regardlng the procedure of the
review decision being “amendments approved and
sent to the full board for confirmation” without
requiring the PI's response.
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7. Item 5.7.2 was revised regarding the procedure of
the review determination being “amendments
approved and sent to the full board for confirmation.”
8.12:x5.7.4: M% FLEE: TRABE > LKL E
AME D o
8. The following was deleted from item 5.7.4: The
review determination of “amendments approved and
sent to the full board for further review.”
9.i3:25.75: ﬁﬂﬁﬁ%*@’@ﬂ FEABrEEwRNE o
9. The following was deleted from item 5.7.5: The
response regarding protocols of minor amendments
and major amendments
10.i% szvt it 6.7 2 H ¢ i]e- R A Wepskss 13-4 1)
%fﬂéyzér&%lﬁ’“léﬁ tEBrkFV R
10. The document title in Append|x 6.7 was revised: The Cert|f|
of “Amendment of Clinical Research” was replaced by

“Amendment of Clinical Trial ‘
ER R Ry Sl e
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11. Append|x 6.8 was added: Submission Checklist of “Contracted

Research Project Approved by Another Legal IRB”
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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”

2RI Fa® L4 e[ ki %E?@%/#.&@Iﬁﬁ
Yo% > ¥ 132:251+~553- 5.10 ~ it it 6.4 -

2. The onglnal “‘Reviewers’ Comments Form” was
replaced by “IRB Review Checklist for Protocol
Amendment,” and items 5.1, 5.5.3, 5.10 and

20160318

Appendix 6.4 were revised.

(2026.04.10)
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3. Typos were fixed.

4373 543133 F F ML Ak A AR T -

4. Item 5.4.3.13 was added regarding regulations on
the number of subjects if the research involves
competitive enroliment.

5ATH 552 #ER LI L RHETFLLE 2 FE > 0o

5. Item 5.5.2 was added regarding the procedure of
selecting the Vice Chair to be a reviewer.

6.12:25.75 ¥ jrut L v R AL AL -

6. The regulation on the time limit of extension for
submitting response was revised in item 5.7.5.

7.773 576 C-IRB & ¥ s L w AR -

7. ltem 5.7.6 was added regarding the regulation on the
time limit of extension for submitting response in the
case of c-IRB protocol review

8.2:x59.1: 'F']M]:\E?;;fﬂ:% (0N S Hp o

8. The following was deleted in item 5.9.1. The return of
submitted documents and the validity of the
Certificate of Amendment of Clinical Trial.

9.4 "ffﬁv M 6.2PTMS £ { 5 9¢ 3 » X beiimp o

9. The original Appendix 6.2 “PTMS Documents” was
deleted, and explanation was added.

_;,
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1. The responsible personnel was revised regarding
“Determination of Review Category” in 5.1 Flow
Chart.

21475211 HHK < it
PTMS % %.¢ .ig—réc 2L o

2. The list of required documents for protocol
amendments was revised in item 5.2.1: Explanation
was added regarding the preparation for submission
of a previously approved protocol and regarding the
application through PTMS.

3@&525L@4F”¢ﬁﬁﬁxwﬁﬁﬁi ;T 2EpA
FERE TR SR A o

3. Item 5.2.5 was revised: The research members are
required to submit statements of disclosure of
significant financial and non-financial conflicts of
interest.

AP R 528 FiHFALLIp 2
FE L 2 nAe o

4. The original item 5.2.8 was deleted regarding the
requirement of re-issuing the Certificate of Approval if
the investigator’s brochure or the case report form
was updated.

5.12:2£ 54310 L #F A £ p (IB)%2 %32 £ (CRF){ #7
LIcF LT 2 L»F'EJJ poo

5. Item 5.4. 3 10 was revised regarding the explanation
on waiving review fees for updating investigator’s
brochure and case report form.
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(2026.04.10)
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6. Item 5.5.1 was revised regarding the responsible
personnel for selecting reviewers: “(Vice) Chair” was
deleted.

7.3 55383 A AREFH ML IETRATHE o

7. The following sentence was deleted | ltem 5.5.3
regarding the administrative review of protocol
amendments: A payment slip does not need to be issued.

8.2:x56.1:#"%FF AL HFNTHAEBFLALL -

8. The following sentence was deleted from item 5.6.1.

Further review comments (if any) may be written on a
separate piece of paper.

9.12:2 5.6.2: #] "fﬁiw LAGFFELE LR
9. The following sentence was deleted from item 5.6.2:
The response to reviewers’ comments should be

sent to reviewers for evaluation.

10.#73% 565345 %2 % 4% 1] - 5651bc- &% %
» gﬂ}%ﬁp&ﬂ@ : #‘ri@} % % 4 5.652a 4 ik
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10. The following items were added: 5.6.5 Protocol review
categories, 5.6.5.1 b-c Procedure of scheduling full board review.
The following items were added in 5.6.5.2 Expedited review: a.
further explanation required, b. submit to IRB board meeting for
discussion, ¢. amendment approved; the amendment will be
presented in an IRB board meeting.

111257 F AL R A L2358 DR WMT F 4% o

11. The way of sending reviewers’ comments was
revised in item 5.7: “Electronic file” was added.
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12. The following original items were deleted: 5.7.2 - the review result

of “amendments approved; the protocol will be
confirmed/recorded in an IRB board meeting;” 5.7.2.1 - the
protocol amendments will be scheduled to be presented in an IRB
board meeting; 5.7.3 further explanation required; and 5.7.4 the
protocol amendments will be submitted to the IRB board meeting
for discussion.

13.373# 592 (&) L ZL f#EEF AL AT EP o

13. Item 5.9.2 was added regarding the explanation on the approval

of the (Vice) Chair serving as a rewewer

14.12:c5.95: 4 € X B %2> ik —iLF &P o

14. The following sentence was deleted from item 5.9.5: Significant

changes to a protocol should be submitted to the full board for
review.

15.12 2 5.9.6 : # % "—f‘i-#% 2T
pm/‘;g%; o L ;'a:} HP o

15. The foIIowmg was deleted from |tem 5.9.6: the explanation

regarding the issuance of Certificate of Protocol Amendment for
expedited review protocols.

16.41% hiti* 65691 5% A LI TIH#
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16. The original appendices 6.5 to 6.9 were deleted: IRB Review

Checklists (for research involving pregnant women or fetuses,

children, neonates with uncertain viability, prisoners, or nonviable
neonates).
Appendix 6.9 “Reviewers Selection Form” was added.

| 923
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Appendices 6.1, 6.2, 6.6, 6.7, and 6.9 were replaced.
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1. Item 5.2.3.4.b was revised: The presentation of the comparison
Table, except for the Investigator's Brochure, is handled in
accordance with the above provisions.

2.12:2x5234.c 5 i3FA LR o

2. Item 5.2.3.4.c was revised the Investigator’s Brochure.

34 5.4.2 A g flna e 2 p s T E 103 £
07 *» 28 p |

3. The issuance date of the letter from the Ministry of Health and
Welfare “28 July 2014” was added in item 5.4.2.

4373 582 ¢R/ILLEEE T ) 2 d Kypi
ﬁ L& (8) LELZ AR GFRIAEFEE B2 T AR

LAV ABLI RFVE e

4. Item 5.8.2 was added: If the IRB fuII board voting result on the
protocol amendments is “approval,” then the staff member should
submit the case to the (Vice) Chair/Executive Secretary for
confirmation and issue the Certificate of Protocol Amendment.
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revision,” the PI should submit supplementary documents (or
respond to reviewers’ comments) within 7 calendar days. If the PI
does not respond within 14 days, the protocol should be withdrawn
from IRB consideration. Before the due date, the PI may request
for extension of up to 14 calendar days with an acceptable excuse.
The PI may not request for extension more than one time. If the
Pl intends to request for extension after the deadline for requesting
for extension is past, the case shall be submitted to the Executive
Secretary and the (Vice) Chair to determine whether it should be
processed. If the case is determined to be processed, the staff
member will issue the Certificate of Protocol Amendment after
submitting the case to the (Vice) Chair/Executive Secretary for
approval.

6.37# 5.8.4: FH L %
B3y [G8T7 6B
1

6. Item 5.8.4 was added: 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 days and no
later than 14 days. If the PI does not respond within 14 days, the
protocol should be withdrawn from IRB consideration. Before the
due date, the Pl may request for extension of up to 14 calendar
days. The PI may not request for extension more than one time.

(2026.04.10)
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the case shall be submitted to the Executive Secretary and the
(Vice) Chair for approval). Once the staff member has received
and compiled the response and supplementary documents from
the P!, the case should be placed on the agenda for the next
scheduled IRB board meeting for discussion. The board meeting
will determine how to process any other additional requests by the

PI.
TR Ap B

7. 'ﬂf@lRB.ﬂi —\ILT:»“-%‘IE"}.)’: ’ ll} X I—é‘
2P F
7. Process related to hardcopies was revised to comply with the new
IRB policy of paperless submission.
8.2/ 5.8.22 &5 5 5.85¢
8. The or|g|na| item number 5.8.2 was changed to 5.8.5.
9.4 # "+ 6.1-64-6.6-6.8¢
9. Appendlces 6.1, 6.4, 6.6, and 6.8 were replaced.

S ETRE: S
This column is blank and continues on the next page.
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Document title was added:
Protocol Amendment.”

. B 543 FRF AP F oI EMEZE A
w5 (CDE)22 cheIRB (Apc$ { 8 P - Ko
Revised the part of the administrative change in item 5.4.3,
in order to be consistent with the c-IRB’s administrative
change which was announced by Center for Drug
Evaluation(CDE).

. 132 5651- 4% E2FhHEE -

Revised the review decision of Full Board Review in item

“PTMS Review Checklist for
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1. Item 5.2.3.4.b was revised: The presentation of the
comparison Table, except for the Investigator’s
Brochure and Case Report Form, is handled in
accordance with the above provisions.
2.2.12:25234.Cc: A FFA IR 2 BRFL L OB E
QafFR ER> PRI OV HEMY 2 HEH P
px 2 % {324 (4o summary of changes / rationale of
changes) -
2. Item 5.2.3.4.c was revised: The comparison Table of
the Investigator’s Brochure and Case Report Form:
(1) keep the original method of presentation; (2)
provide a summary of changes and the rationale for
changes in Chinese.
H| 19 L A7+ ¥ 2 :TPTMS B %% 2% 4 & 83 3 %78 (20210528

5.6.5.1.
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Revised the review decision of Expedited Review in item
5.6.5.2.

2 573-583-584z2 FiFAw
BPAE o IRPEY SFREUERP 3
Item 5.7.3, 5.8.3 and 5.8.4 were revised the PI's reply
period to 28 calendar days, and deleted the description of
the extension.

P2 5742 ¢ GFRERP 2 F o

Deleted the description of the extension in item 5.7.4.
P4+ 61-65-6.7-68 %2 69-

. Appendices 6.1, 6.5, 6.7, 6.8 and 6.9 were replaced.
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Blank. Continued on next page.
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1. The original “The Flrst/Second IRB Committees” was
renamed “The IRB Committees.”
2.13:x5422 a5 Mei39 cIRB% A4 %2
¥EF - S AR FHL o
. Item 5.4.2 was revised: The protocol that has exited the
mechanism of c¢-IRB review will return to the full board
review process.
593 Fv EHE S N o
. Item 5.4.2 was revised the way of issuing the Certificate
of Protocol Amendment.
#2595 % 596 -
Item 5.9.5 & Iltem 5.9.6 were deleted.
i+ 6.1-62-64~68-
. Appendices 6.1, 6.2, 6.4-6.8 were replaced.
$:x541% 8758 20250910
. Revised the Review Category in item 5.4.1.
. B #H26.1-68¢
. Appendices 6.1, 6.8 were replaced.
Bl "'2/ F F LR
Composed/Revised/Deleted Reviewed Approved
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o |2 -

N

NP RPOORDS WW

4\"‘

X?ﬁ;Qja]é',;;fg‘pll?rial‘:&c%’;__/#_lkﬁ_— i
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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. 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
EBTFEF T Ko

There is no need for review by other departments or]
divisions.

Mgt I 1A 3ARAUPE ERFFI RS TR E Ry o
%The head of each processing unit is advised to provide comments before

signing/stamping to approve. If needed, it is recommended that the head of each
processing unit discuss with the unit that made the SOP.

(2026.04.10)
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Version
1.pen
1. Purpose
“%WﬁﬁimﬁmaPﬁJAWP“ GEFELR §doiv AL 2
FAV AL
The purpose of this SOP is to manage the IRB review of protocol
amendments.
2.4
2. Scope
AERERFASHANIIREF AL EL RO
@%’Pi*iﬁoﬂ xZed AT GEEALAER A2

ﬁiﬁw‘{m—, E‘.F'Eiip{!bf‘f °

This SOP applies to amendment applications of protocols
approved by the IRB. Protocol amendments must be reviewed
and approved by the IRB before implementation.

4 .Definitions
None.

(2026.04.10)




‘J\"L’ A 2,5
e LA S N A

Eﬁ £
Taichung Veterans General Hospital

o, » v i o s 4 PRl or19
v»%%RM$LW%M27f CEE B E LI Page
Document Number |IRB-Regulations of Operation-2012 | = - SOP for Protocol Amendments B =R :
Title . N
\ersion
S.EREMNE
5. Procedure
5115 %% 4 8 L5 42
5.1 Flow Chart of Protocol Amendment Review
Az # % L
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Amendment Application Principal Investigator: | Protocol Amendment Application Form
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5.2 k¢
5.2 Protocol Amendment Application
5213 F i FA BB r x> (EX BG4 A1 P i
1% 26 )
5.2.1 The PI should submit the protocol amendment submission

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

522 %%~ 22 T2rv 3 | 3 2 rle 5 o fLEEHF
heFL 0 BUEHPFAFLELER SV XER LR -

5.2.2 If the Certificate of Approval of the protocol has expired, a
continuing review report must be submitted and approved

before the application for protocol amendment will be
accepted and processed.

5237 F i Al 2, et 38 s kMG E LB

v it

5.2.3 The PI should submit the following documents, which must
include current protocol amendment documents and
previously approved documents:

5231 +H21%Y 3 A/PTMS L kY 53 (Y3543 %
$)-

5.2.3.1 Protocol Amendment Application Form/PTMS Protocol
Amendment Application Form (Signed by PI)

5232 Mit /B p F cRmP B L R F o

5.2.3.2 A summary of proposed changes in the research and
the rationale for the changes

5233 HF B2 M 22 B RA o
5.2.3.3 Revised documents related to the protocol.

5234 H NP R4 IR AR 2B R EHRE > 2 2] ik
B F R ML T o

AFTH 2 o GBI WS EREA
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bR L nE R o kT P FAFA P2 BRFL L
RN NV &=L

CAHFAEIP 2 BRF|L LEREL  QRFRERS N
ROV HEN? P ERDFLPN F R P
(4- : summary of changes / rationale of changes) -

5.2.3.4 A comparison table of the original protocol and the
proposed modified protocol with the changes
highlighted or underlined should be provided.

a. Comparison tables showing revisions of additional
documents should be submitted.

b. The presentation of the comparison Table, except for the
Investigator’'s Brochure and Case Report Form, is
handled in accordance with the above provisions.

c. The comparison Table of the Investigator’s Brochure and
Case Report Form: (1) keep the original method of
presentation; (2) provide a summary of changes and the
rationale for changes in Chinese.

52353 T ZRIIPIRAZ P o

5.2.3.5 The version and date of the modified protocol should
be specified.

5248 ¢ 2 HE FEOEXY FIHMABIEF S

PiFJﬁ 7
%ﬁ\‘ﬂ’—‘ﬁ% = ;%—Q [E

5.2.4 If the protocol is a contracted study, then the review fee
must be paid for each application of protocol amendment.
Applications will not be accepted or processed until the
payment is made.

5253t vk (1) B34 2 fbA T r ($) Fatd a4
2 T & Fé)ﬁJ r;;ul‘_‘ﬁ‘_ﬂ N EIE =R (= i B
§ TR SR RREP S * THEMIIE EAMBY
Gl d e [F@ AP REE @ F o d kR
FFAFEA o pe AR E A %fA’ff%-@]l\Lr”L“‘L
FAFA (FRIFHAHA L RTEAEAZIREFTE
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AFEA) PREFNFeEEP T ]

5.2.5 If a co-investigator or sub-investigator is added to the
research personnel, the following documents of the
co-investigator or sub-investigator should be submitted: CV,
training certificate, conflict of interest statement,
confidentiality statement, and statement of significant
financial / non-financial relationship. [All investigators
(including principal investigator, co-investigator, and
sub-investigator) should fill out and sign a “Conflict of
Interest Statement” to prevent the case in which a
company-sponsored protocol lists the actual Pl as Sub-|
and lists a TCVGH-affiliated investigator as the PI to avoid
disclosing conflict of interest.

S.2.6 ATH 47 T HTE & i TEr R RS
5.2.6 If a new research site is added in the protocol, the

“Research Site Authorization Statement” must be
submitted.

27+ A4 A f Tk ks pAss TARE AP EASEA P
FABA BN EARDNFEB IS (P FABA

5.2.7 If the PI retires, he/she should not continue to be the PI of
the study. The PI should apply for protocol amendments
in advance to change the PI of the protocol.

531;‘§Q I’ E’-p;o
5.3 Confirmation of Submissions

APEA R e plche B TR EF AR 2 T RREGRE 2
flFewdmd 2 A9 /RAZTPHIE K L% - X330
TPl AE IRB Hbiis4ct TH#HL, > ¥ X3P EBL %

Pl T#2, » riptsgde o

The staff member should process the application and give it a
number according to the SOP for protocol submission and the
SOP for confidentiality and conflict of interest statements. If it
Is the first revised version of the proposal, the document
continues to use the original IRB assigned number, with "#1"
added for the first amendment, and "#2" added for the the

(2026.04.10)
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second amendment, and so on to Iindicate the revised
versions.

5.4 4% % %

5.4 Evaluation of Review Category

54138383 42 RkidA 240 S RE %ﬁ%ﬁ%
REF (B A LA A EATSBERALE -2 T FREE
B2 & s PlEFHAERT B FI T -

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. For the
administrative _review of a protocol amendment, the
determination would be made by the Executive Secretary.

542" 37 & - %E}—?%ﬁwéﬁé“f TEFR(YERF S -
I;ii%éi%i)*’l’\?-a wEEH L2 (AR 103
£ 07 % 28 p &2 4510 “ng“” F % 1030120703 &3 ) ©
"i37%  E X THERETA (. § 2 E—/JEL 2 (wEHF A
BrEx ~2%..8) "FLi@giREF A (280 cIRB
FAWAIZEE S v F- RFAERIHL o)

5.4.2 If the protocol is 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 qualifies for expedited review
as a new protocol, all of the follow-up monitoring (including
continuing review, protocol amendment, protocol closure,
etc.) should go through expedited review procedure as well.
(The protocol that has exited the mechanism of c-IRB
review will return to the full board review process.)

DA KPEA R EZENTBIBP EFFRE A EBREINAR
F/I(®) AL R FREEL 5 (B) 12X A htro

5.4.3 The staff member may conduct an administrative review of
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a protocol amendment application of any of the items listed
below. Once a protocol amendment passes the
administrative review, the staff member should submit the
amendment to the Executive Secretary/(Vice) Chair for
approval, and to the (Vice) Chair for confirmation of the
approval.

5431igﬁ*%i*ié: L3F A R s (f%) F3rdisFrlFmy
AR RAIFASNBRFE AR LB o~ B E o
5.4.3.1 The addition or change of Pl/Co-1/Sub-I/researchers,
Pl/research personnel’s title, or affiliation.
SAI32 K M R BFRNGTPH -

5.4.3.2 The addition or change of the institution that
implements the research.

5433 % { #FRIE (7)o

5.4.3.3 The change of the research sponsor (company).

5434 TR {IXFFR LT P BMEAFTA (i FmLELES
L#THF) -

5.4.3.4 The change of the information of the contact person

(such as the change of research nurses, telephone
numbers).

5435 H B Bdsiph A R TR B o
5.4.3.5 The change of the information of other
research-related personnel.
5436 F %+ a R H o
5.4.3.6 The change of the address of the research site.
5.4.3.7 ?L%%/Fﬁ LM RN TRl
T (4t EF )

5.4.3.7 The adjustment of the format and corrections of
typographical errors (including incorrect wording) in
the protocol/ICF or other relevant documents.

5438 B HaEL LR AK -
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5.4.3.8 The adjustment of the format of the case report form.
5439 3t A FL N A > AT ERN T o

5.4.3.9 Modification of the version number or page numbers
without changing the content of the document.

54310 7 =% %G b &I F Egé‘;ﬂ%z;édﬁ EE2 A4FAL LN
(IB)% B % 3%+ 4 (CRF){ #7 °
5.4.3.10 An update of the Investigator’s Brochure (IB) or the

Case Report Form (CRF) without changing the
risk/benefit ratio or the impact on the subjects’ rights.

5.4.3.11 & 2 ;55 8P *2 o

5.4.3.11 An extension of study period.

54312 i3l Fla Mabidis » 2 A AGTIR0Y Gryuams s
4 EAARTIINE Riger2 Frmo ot F A A N FEKRL S
REREELAETFALAB T HT T HEHFR
o0 R AR M BN FREAMAT AT AL
REria o

5.4.3.12 A protocol approved by TCVGH was requested by
the Ministry of Health and Welfare to be modified.
The PI or the clinical trial sponsor may modify the
protocol and/or the ICF according to the review
comments by the Ministry of Health and Welfare. A
photocopy of the official correspondence and
documents containing relevant modifications should

be submitted to TCVGH-IRB for confirmation and
recordation.

54313 FF R s A Ae R A2 E A BT R A
EREE N

5.4.3.13 If the study involves competitive enrollment, the
number of enrolled participants in TCVGH will be

changed, while the global total number of participants
will not be changed.

54314 8 5 (#]) 1zt s Foc {4
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5.4.3.14 Other administrative changes confirmed by the (Vice)
Chatr.

544 FRET/(8) L EL RHTEA BT R e 37 501
2T ;IJ)/‘;IE %’ ¥ X gg,}g% o

5.4.4 Major changes to the protocol as determined by the
Executive Secretary/(Vice) Chair must be submitted to the

full board for review. Major changes include but are not
limited to:

54A1EM$Hﬁ%@ﬁﬁﬁ%°

5.4.4.1 Changes to the inclusion and exclusion criteria for
research participants.
5442 X FH WP § AT

5.4.4.2 Significant change to the number of research
participants.

5443 £ 53340 EE LB PG AEHEEEPT
¥ A2 EEZ B ST s g } 2R o

5.4.4.3 The proposed changes to an expedited review
protocol are beyond the scope of the expedited review
checklist, or if major changes are proposed.

5444 B 5 R EHE (¢ 360 GEAIE e ) o

5.4.4.4 The rights of the subjects are affected (including
changes of the risk-benefit ratio).

54458 g3 L A F AR -
5.4.4.5 Other protocols that reviewers have concerns about.
S5#EFALR
5.5 Selection of Reviewers
SE1APEA M2 EF 2 PUENFRIEE—FF LR 3
Lo AR ZERNGEIERREFAFLLR SR Al
5%)’%}#‘/% 5 & ATEIE 4 ﬁ %E °
5.5.1 The staff member should submit the application

(2026.04.10)
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documents to the Executive Secretary. The Executive
Secretary should then assign one or two reviewers,
preferably the original reviewers of the protocol. New
reviewers may be assigned under special circumstances.

552@pixzd R aL B Bkt d 234 f 307 o
1 , 7’}‘6 B Flec g #iE o El ﬁ%ﬁ*ﬁ TR EFTFT o

5.5.2 If the Vice Chair serves as a reviewer, the protocol
approval should be signed by the Chair, and vice versa.

Under special circumstances, the Executive Secretary may
be authorized to sign the approval.

553 FHFMREI/I(H) L ETL R iletrF2 B2 Ry A5k
FhLFRFAEERFH rPTI\/IS BriirirgadEn
LEARP A

5.5.3 If the Executive Secretary/(Vice) Chair determines that the
protocol amendment qualifies for an administrative review,

then the review does not need to include the PTMS
Review Checklist for Protocol Amendment.

56LF% 4
5.6 Review
561i§@&%$%‘%#’ﬂ@ﬂ@F%ﬁ’ﬁiﬁ%iﬁﬁ
PR ARG AREREHX RS A% ik o
5.6.1 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.
562% a4 fi=h (L%, & THpgrLy  LFMPL
ﬂ%iiﬁn’—’ﬁ‘ﬁﬁiéiﬁﬁiiiféiﬁ

A TK“I;!P‘}—’

5.6.2 The reviewer should evaluate if the modified protocol or
ICF will affect the safety and rights of the research subjects.
The staff member should send the anonymous reviewers’




SAR v 14
e SRR S N %’F%
0]

Taichung Veterans General spital
, s | F= 01119
2 45| IRB-A £-1 174 £-2012) 5 B EFAEEERD Page
Document Number |IRB-Regulations of Operation-2012 | = - SOP for Protocol Amendments B =X ,
Title Version N

comments to the Pl and request the PI to respond within a
limited time period.
563 %if sip  ¥)ERFR

PEEL AR F AT AT
5.6.3 If important information is updated in the Investigator’s
Brochure which might affect the safely and rights of the

research subjects, the reviewer should determine if the ICF
should be modified.

56.4F AL fFF 5B RIRE~ 340

5.6.4 Any concerns of the reviewers should be submitted to the
IRB board meeting for discussion.

565+ h%2 3 AU i - BB EEHLF 4 -

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

5.6.5.1 - 4% 4
ar LR TEREWE ) 27

P BiT- A R -

b HEZ B2 Ahe % % 2RI S ER- HWP

‘;&‘H
B \.
=
fel
=
Jrml.
i

PEIBFARTU A RFELL KPR RET
PR rErEr g rEIRERE - (B]) 12
LR 2R TRAET- s §

Pitk o RIE R BT S PR
CHERFLES: T2RFZAFBGREHAFK) ) 0 3
AFARVGR T RFADLL 0 RFECR RETHEES
B dif- A 4§ RAZI -

5.6.5.1 Full Board Review

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

b. If the review decision is “recommended for revision or

(2026.04.10)
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provided further explanation” and response from the
Pl is required, then the PI should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
submit them to the Executive Secretary and the (Vice)
Chair for approval. If the result is “approved to be
placed on the agenda for the next scheduled IRB
board meeting for confirmation,” then the case 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 Pl should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
place the case on the agenda for the next scheduled
board meeting for discussion.

5552@%%5

ﬁm$§ SR ELTERY T AKREE- HWP
AEARTURFRFALLE REL LGP o
'ﬂi”‘”%—w%%yé«ﬁ&ﬁ Matd o
91,&;1@? R A O R e o A
,L%?,ﬁ 7;?;&@,;% , ":—-ﬂ;’i%
%?r,gﬂ,’ KPEA R
;PE 7‘§x ‘ﬁ‘—‘ :" * ¢ pi‘ﬁi\z‘f .

B AL THE, AP ALE
234 BJ’L\TL%& ARAH#RTZE EMER f”fég' (&)
LEAREP AT R AR A

5.6.5.2 Expedited Review

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
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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 Pl should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
place the case on the agenda for the next scheduled
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 case to the Executive
Secretary and the (Vice) Chair for approval. Once
the case is approved, a Certificate of Protocol
Amendment should be issued, and the amendment
should be submitted to the board meeting for
confirmation.

5.7 1A wv h
5.7 The PI's Response to Reviewers’ Comments

571% %24 81 2 kyet | RB'EL F AL R A
NEUT SRR AL ré B s g ]I,DA R 7 b
FhHLAEFAAAVYERA v R -

5.7.1 If the reviewer has comments, the staff member should
remove the reviewer’s name before sending the comments
to the PI. The comments should be sent to Pl in an
electronic file. The Form of Response to IRB Reviewers’

Comments should be included for the PI to give response
to the comments.

ST2F v RA R38Rk PR riTa
LR KPR RABZTREEHARE ~(B) 12
ZHEFPO MRRAT TR BRI X EgPPHF A TR S
g;jlv °

5.7.2 If the review requires the Pl to submit response to the
reviewers’ comments, then the PI should give response by
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the due date. The staff member should submit the
response to the Executive Secretary and the (Vice) Chair
for evaluation to decide if the case should be placed on the
agenda for the next scheduled board meeting for
confirmation or discussion.

573 AZ LU FAFALETHNT BRIy B F42:1F 28
B p s hw BRI FHRCE

5.7.3 The Pl should submit the response to reviewers’
comments within 7 calendar days after having received the
comments. If the Pl does not respond within 28 calendar
days, then the protocol will be withdrawn from IRB
consideration.

574c-IRB% ¢ B L3 BLiFx 2 RP -

5.7.4 In the case of c-IRB protocol submission, the due date for
the PI to respond to comments should be within 3 work
days.

58+ ¢% 4
5.8 IRB Board Meeting
5.8.1 1 & T 7|18 -ﬁ TR L €3

5.8.1 The following modifications may be determined to be sent
to the board meeting for discussion.

5.8.1.1 AT & H ' ia R -

5.8.1.1 Addition or deletion of a treatment.
5.8.1.2 &7 E‘f”']“,’f’]‘ﬁ IR o

5.8.1.2 Addition or deletion of an examination.
5813 @ * 2 BHHEF A KA R H 4o

5.8.1.3 A significant decrease or increase of drug dosage
used in the study.

5814 35 K2 87> Fadni ¥ o

5.8.1.4 Changes in research design or implementation.
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5.8.1.5 % ZE= ;2 ciee 8§ > Gl v JRETA FFPR T B o

5.8.1.5 Changes in how the drug enters the subject’s body, e.g.
from oral dosage to intravenous injection.

5.8.1.6 fp » [ i i+ chic % o
5.8.1.6 Changes in inclusion/exclusion criteria.
5.8.1.7 X H Ml § L &K TwCH -

5.8.1.7 A significant change in the number of research
participants.

REESFRL TR R d KPR EmE () AF

BRI REIPE T B2 TAMETRERITIE8 1T 237

=

v J°

5.8.2 If the IRB full board voting result on the protocol
amendments is “approval,” then the staff member should
submit the case to the (Vice) Chair/Executive Secretary for

confirmation and issue the Certificate of Protocol
Amendment.

583 ¢RI LEFEFE T8I A > PFiEHAHE (P h
FAHALL) A TBPER > FARE28BPHXPAY
BRIEERTE -

5.8.2 ¢
%

5.8.3 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.

58AFHELERS:E TBIRFERF > FFALFARNAY [EE
T BPHAEAPTR O BET A RE28 B > FAE
28 BPEAREFFEFIP Y RFARLL  KIEL A RET
I BT A gRBHm o FFEB R R g2
AR FFIL -

5.8.4 If the voting result is “further review after revision,” the Pl

should respond to the reviewers’ comments before the due
date. (The PI should try to respond within 7 days and no
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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 application on
the agenda for the next scheduled board meeting for
discussion. Any other outstanding requests should be
handled in accordance with the decisions made in the IRB
board meeting.

585 F 4+ ¢HEREL T2 P o KPR #% ¢k vt
FAFA BT pHERAEFRY o

5.8.5 If the voting result in the board meeting is “disapproval,”
then the staff member should inform the PI of the result.
The documents submitted for the application of protocol
amendment must not be used in the research.

59 %FvEIHF R
5.9 Issuance of the Certificate of Protocol Amendment
5918 %2FEF AL > RIFARMEHNGFRE (&) 124

BRPFAPS TAMEL % a8 557 d o

5.9.1 Once a protocol is confirmed by the Executive Secretary
and the (Vice) Chair for approval, an official letter of
notification and the Certificate of Protocol Amendment
should be issued.

592piEzd TR AL AP HExERd I EZL AT F
Z_ 7T PE- o

5.9.2 If the Vice Chair serves as a reviewer, the protocol
approval should be signed by the Chair, and vice versa.

5930 KA BBz T Ay /3% 38 %%vE - >
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5.9.3 The staff member should issue the Certificate of Protocol
Amendment and submit it to the Chair for approval

stamp/signature. Then the Certificate of Protocol
Amendment should be sent to the PI.

(2026.04.10)
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5.9.4 If the PI applies for protocol amendment and continuing
review simultaneously, the continuing review must be

approved before the protocol amendment is sent to the
(Vice) Chair for review and approval.

5.10 %

5.10

&3

Records Retention
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Relevant personnel
following the guidelines below.

P

should keep all

Wy % I8 ko
records carefully
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Number Name of Document Retention Location Retention Period
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1 Protocol Amendment Submission " At least 3 years after
) IRB Archive o
Checklist the trial is closed
Box? FAPTMS £ 37 33 U
,  |Protocol Amendment Application IRBH#% 2 | 5 ‘ii{‘gq‘;é jfter
Form/PTMS Protocol Amendment IRB Archive e
S the trial is closed
Application Form
PN TRES 5 48 IRB # % % E i QR
3 Comparison Table of Proposed © .= | At least 3 years after
IRB Archive e
Changes the trial is closed
AT REF AL E e R
Fhiga ,e,iiﬁ%éﬂfz\/PTMS i sxem L3 s 3 i
24523 HERARLTARKD A IRB # % % A
4 IRB Review Checklist for Protocol IRB Archive Att:]eea;srtij i);egrosszgter
Amendment/PTMS Review Checklist
for Protocol Amendment
}\ E’EH m IE', E ;v‘\ PN L 2 x’ pa
Tﬁi FALIAgF AR RE & 3 sEskd (s 38
9 7 X
S Form of Response to IRB Reviewers’ | IRB Archive At Ieas'; 3 years after
the trial is closed
Comments
Lo , kLIS 3 E
B WEm 24 IRB #% % ' "
6 Protocol Review Routing Form IRB Archive At Ieast. 3 years after
the trial is closed
, E e R
Ok LW SO S IRBAZE | L o,
7 Certlflcate of Protocol Amendment IRB Archive At Ieast. 3 years after
the trial is closed
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6. Appendices
"PTMS T %¢ 3% ,~"PTMS B3 %423 a£m 2 E50H
Prd bl o J R R REAEY L5 AR E
“PTMS New Protocol Application Form”, “PTMS Review Checklist
for Protocol Amendment” and “Official Correspondence” are
generated in the online system and would not have the problem of

the wrong version being used; therefore, these three items are not
listed in the appendices.

6.1 138 i 2734

6.1 Protocol Amendment Submission Checklist

6.2 1 kY 54

6.2 Protocol Amendment Application Form

6.3 12 1 s ¥R &

6.3 Comparison Table of Proposed Changes

6.4 MFTHEEFHLA L EEAERITTRETE
6.4 Protocol Amendments Review Checklist
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6.5 Form of Response to IRB Reviewers’ Comments
6.6 % & 424

6.6 Protocol Review Routing Form

6.7 AWM T AR AT XV S

6.7 Certificate of Protocol Amendment
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6.8 Submission Checklist of *“Contracted Research Project
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