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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 list of relevant documents was revised in item
5.1 Flow Chart.

2373 5.2.3.4a-CHEEAABHMP F o

2. New content was added to the comparison table in
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3. The 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 éthe original was “the
decided amendment of risk”), the list of relevant
documents was revised in |tem 5.1 Flow Chart.

5.12:2 54310 F 1L 2 2 B RFL L LA
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5. The Payment method and procedure of issuing the
Certificate of Approval were updated in the
investigator’s brochure and case report form in item

AT % & F IO e %,
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6. Iltem 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$a574+HT%§%%érk%@ﬁ’%ﬁﬁ*§
AE IR 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.”
9.2:x5.75: %]ﬁ,{%{(f]’&'lﬂ rTEEABTTEER fi}]\ K o
9. The following was deleted from item 5.7.5: The
response regarding protocols of minor amendments
and major amendments
10.42 pxw.’ 6.7 3 ¥ f’i% B T AMRERA Y E B
%— ﬂi’JFI;rAgﬁjm/pé‘%Ep ﬂ'}i-ﬁvpﬂé—;
10. The document title in Appendlx 6.7 was revised: The Certlflcate
of “Amendment of Clinical Research” was replaced by
“Amendment of Clinical Trial.”
11%%@ i 6.8 TR B g FAEULELILTF
'} 1k % N 1‘7‘ ‘&f /':LE
11. Append|x 6.8 was added: Submission Checklist of “Contracted
Research Project Approved by Anotlher Legal IRB”

20150923

s
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1. The original “Human Research Committee” was
renamed “The Flrst/Second IRB Committees.”
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2. The original “Reviewers’ Comments Form” was
replaced by “IRB Review Checklist for Protocol
Amendment,” and items 5.1, 5.5.3, 5.10 and
Appendix 6.4 were revised.
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3. Typos were fixed.

4573 5431334 F L ek A R T -

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

5.ATH 552 #ERH L TL RHETFAL R 2 FE N o

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

6.i2:2 5757 jrut £ v R V2 R -

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

7.373# 5.76CIRB % ¥ gt £ v AR Lo

7. Item 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.

8.12:x5.9.1: M“,’fﬁ?iﬁiié B2V 2oy 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.%]",% Riti® 6.2PTMS % { % ¥ 353 » T 4esiipl 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.

213r{5215 = 3 AR E
PTMS % %¥ ‘E%—z: J_HLE 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. 525  WAFT AR T REEFHBRNEE
AR TRV 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.

APE R 528FFifFALp 2
FV R 2 AR 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 4F 1 =p (IB)2 B %
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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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6. Item 5.5.1 was revised regarding the responsible
personnel for selecting reviewers: “(Vice) Chair” was
deleted.

7.4 553 TR Fh ML FFZRMFH -

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

8.2:%561:#ItFF AL HFUIYHRERFHELL

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:x5.6.2: sy RALLgF AL R £ 077 -

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 5.6.53 5 %2 % 4% 1] - 5.65.1bc- &% %
> g RARP RTH F % 4 5.65.2a LA iR
b+ gidm CchRILBI 2 ghmp o

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.

11.3:x57#LFAL B L L2V I RTHWT F 4/ o

11. The way of sending reviewers’ comments was
revised in item 5.7: “Electronic file” was added.

2
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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.

13.37# 592 (f]) 1 5L f#EEF AL A R0M -

13. Item 5.9.2 was added regardmg the explanation on the approval
of the (Vice) Chair serving as a reviewer.

14,13 :x 595 pre £ X B %2> Rik—iF HyHT 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.@,%@5.9.6ZM§%%%£ THwersda BT A4
FilEkiy-d 0L kFvd ) 2 0p o

15. The following was deleted from |tem 5.9.6: the explanation
regarding the issuance of Certificate of Protocol Amendment for
expedited review protocols.
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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.

T %

b

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.

2.12:25.234.c s AiFALP o

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

34 542 A AETIINS > F2 pH L T A K 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.

4773 582 R IFLEEE T 2 d KL
ﬁm#(%)ﬂW1W%F%%ﬁ?@’@ir4@
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4. Item 5.8.2 was added: 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.
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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 Pl 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.
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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.
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F | 20 If the Pl intends to request for extension after the deadline is past, | 20190527

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.

7‘ﬂf§-|RBJﬂ Wit ITE > Berlr T3 e T4, 40 W

2N F

7. Process related to hardcopies was revised to comply with the new
IRB policy of paperless submission.

8.1k 5822 5.5 5.85-

8. The orlglnal item number 5.8.2 was changed to 5.8.5.

O #"*61-64-66-6.8-

9, Appendlces 6.1, 6.4, 6.6, and 6.8 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 and Case Report Form, is handled in
accordance with the above provisions.
2.2.12:x 5234.Cc: A FA IR 2 BRIL LR AL
QaFh TR >N T Q7 H EUY 2 g |
nE 2 s {124 (4osummary 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 1. #7128 24 TPTMS 2 & %% 2% 4 & 873 & ¥ % | 20210528
AKE R
1. Document title was added: “PTMS Review Checklist for
Protocol Amendment.”
2. 3543 FRF{HEPINFPFONIEMHEEA]
wetsk? w(CDE)2> 4 chc-IRB (7sc® { P - Ko
2. 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).
3. B:x5651- 42 h2%5%8% -
3. Revised the review decision of Full Board Review in item
5.6.5.1.
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4. Revised the review decision of Expedited Review in item
5.6.5.2.

5. 12: 573-583-584z2 FiFAw RIprIL 28
BPAR o IHPEY GFREUERP Y F .

5. 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.

W& 5.7.42 ¢ GrEERP ¥ F o

Deleted the description of the extension in item 5.7.4.
¥+ 61656768 %2 6.9

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:% 542> a5 Tei¥0cIRB% A4z %27
VEF- K 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. |
3.5.93 B :Fv g o
3. Item 5.4. 2 Was revised the way of issuing the Certificate
of Protocol Amendment.
4. 9% 595 2% 596 -
4
5.

N

. Item 5.9.5 & Item 5.9.6 were deleted.
P+ 61-62-64~68¢
5. Appendices 6.1, 6.2, 6.4-6.8 were replaced.

L 1 Rt
Composed/Revised/Deleted Reviewed Approved
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WA 2L KM s BT A ‘w\’z} FRESOPEme g » fe#p 776 o

% 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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Document Number | IRB-Regulations of Operation-2012 Title SOP for Protocol Amendments
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Processing Unit Review Comments Head of Processing Unit

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

,j_)z gﬁﬁlﬂ'? Eg%ﬁiﬂ,f;#:ﬁ_—,w‘ggm—*#&ﬁ Tg:\_%f,vf%ﬁgo

><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
i ’g 2EAED mE’ mﬂ—\x—.ﬁ HAMFETGEELL R g'fl?f?/%y:—
FhV AL
The purpose of this SOP is to manage the IRB review of protocol
amendments.
2.4 §
2. Scope
AERERT IS H AN EREALA B Ign
@%7F¢sé$oﬂ X RIS IR EE S ENRE T

Higie 4 ae  EREAHRGF

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

o

o ol
«

4 .Definitions
None.
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51501 %% &% LA H

5.1 Flow Chart of Protocol Amendment Review
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PTMS Review Checklist for
Protocol Amendment
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5.2 Protocol Amendment Application
521)‘1‘% #f’k-g‘lflj '\?lf(f:—,—f—/ﬁj'% Ef’ﬂ\

12 2 )e

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 %2 22 TH V3 | 32 le G > FAE Y HE
LFEL S BEHFHFLUEE > 2T RXIEB L K o

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.

523 FaFARNDTE s e EBIER G2 LDIS
S ERIRE N

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

5231 Fi3 % #F4IPTMS # { % ] fﬂ_é— (¥ H4 T
$)

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

5.232 M/ H kg ] % P WP BT R F] o

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

5233 H EF 2 kY 22 B TR A o

5.2.3.3 Revised documents related to the protocol.

5234 BN PHRFEFLB 2B wisHRA 2 F X
Jeud L E RS T o

TH Y P eI m SR A

‘—\w

a.
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b.¥ffe A DEIR= 50 iE T FH AL SN 2B REL L
LR LR PRI

CAFALP 2 BR4p2 2R i Qe R rm- N
PRE QT H D CER DGR G R LEY
(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.

52351 F 2 ZTRIPIRAZ P o

023.08.10

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

&

S

o

PooRBFE AR o

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.

25 aTH 4y (1) Prd oA 2L (1) Prd i«
TR AR TYRED TR IAF A SRR
NTELRAERENE 2 THEFMOE BN
VaRE o [FWARPARENFRHEY IR J At
FEPF AL p e r R AL BR Ry
FAERE SR G SRk EIE LR - JEIE RN = e |

o (>




NS = 2R ) >
’2’}_ PR R 8 f 3
(6]

v 2

Document Number

Taichung Veterans General spital
s g N =1 5/19
IRB-# ¢-1 17 -2012 . B EEAhE AR Page
IRB-Regulations of Operation-2012 ?' SOP for Protocol Amendments B =X .
Title Version | 5

AfEA) PRERTFeEEr T o ]

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-I
and lists a TCVGH-affiliated investigator as the Pl to avoid
disclosing conflict of interest.

5.2.6 3 Ti%étlﬂ'ﬂ}"%‘ Rgee- Fﬁﬁ?{}%g%}x\;%%J

5.2.6 If a new research site is added in the protocol, the
“Research Site Authorization Statement” must be
submitted.

527233 3 4% 4 piTk4 sz 94\ TR AR R F A
% %ﬂ:&)@—/xii#&-—h—u. _JI'-:%- ’ iﬁi;‘LE_l_%fk o
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.

53 3% $ < I*Eip,u

5.3 Confirmation of Submissions

Wypt Ripfedlene B TP E 3B E R, 2 T RRIBRT 2
flEe@sErd 2 30RAZPHIE K FL¥ - X350
FTEOCAMAERAE IRB MELidet THL, > F - AP EBT %R

Pl s TH#H2, » rptggdn 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
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second amendment, and so on to indicate the revised
versions.

54 4% % %> 3
5.4 Evaluation of Review Category
B.ALARPEA B3t 22 i 2 HARE/(H)LEL R o
HiERF/I(g) rEd flztirdagrzkni A
FhH,8 TR RA (AP-BRAEFLEZ[EIREFTL ),

5.4.1 The staff member should submit the protocol amendment
application documents to the Executive Secretary/(Vice)
Chair.  The Executive Secretary/(Vice) Chair should
decide whether the protocol amendment application
qualifies for an “administrative review” or a “substantial IRB
review (fuII board or expedited review).”

542" 37k FE-BBRAEFE O BHAZERFER(TEHRG E -
@JEZ:%‘%% F) TR A-BEARFESZ (R 103
# 07 7 28 p 2 A fI3R s ¥ F % 1030120703 gL ) «
AR FEMNIBAFAOCHLERER(TYEHS S -
Brk 2% %) mRLiEIEAF A (279 CIRB
FEWHIZHE O RIwEF- LG AR FHL - )

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.)

BAB LKA R @R TBABPRFTARFL  EREIRAR
/(B AELRFRABE  F (B) L34 | R
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5.4.3 The staff member may conduct an administrative review of
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.

54314 {F4 #f A REE (W) FFHAHFAEY
AR EAFAARERFAT AR TRE o

5.4.3.1 The addition or change of PI/Co-l/Sub-Il/researchers,
Pl/research personnel’s title, or affiliation.

SAI32 Kt R L FRNITHH -

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

5433 R L wHRHE (7)o

5.4.3.3 The change of the research sponsor (company).

5434 ER{XFHFRRLF ! BMEAFTA( L ELES
(L) e

5.4.3.4 The change of the information of the contact person

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

54358 B &gk A R T L& o

5.4.3.5 The change of the information of other
research-related personnel.

5436 F %+ n R o

5.4.3.6 The change of the address of the research site.

5437 3 E /P AT M 2 ERBENADEN R TS
Bl ('&‘7 : Pﬁ“:j‘ )

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.
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5438 B HaRL L RHAH
5.4.3.8 The adjustment of the format of the case report form.
5439 i3 Pk AMmEL e A A BN E o

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

54310 7 ;%5 h “&ﬂ}l}j}jﬁ%%égié’gﬁiﬁ BFzaELLp
(IB)2 B %ar 2 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 E 1 558 'L o

5.4.3.11 An extension of study period.

5.43.12 i3 Fls MaPibis > X WA ARTIINY e
A EAARTIIRE Rigezz Fmo b F A F A N ERL L
R REL AR AR AR R EERR
ToovRIAEAPM BN F R MY G2 ‘é‘ﬁi
Rogtid 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 F%tF s L Ak AR B ET R A
Fofcd 4 e -

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.
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5.4.3.14 Other administrative changes confirmed by the (Vice)
Chair.
544 FRT/I(g) L Ezd Xz LB LR e i @
REIET  REAEAE
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:

5441 =i ~[# "ﬁ% WE 2 R o S

5.4.4.1 Changes to the inclusion and exclusion criteria for
research participants.

5.4.4.2 % 3FF WP} R &R o

5.4.4.2 Significant change to the number of research
participants.

5443 F 5 r 3 AUER CBIPFCAGEH L FAFF
Pftd 2 5 iE 2 B KRR s £ 5302 jhw 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 FXFHERE (2 eBI L)

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

544586 w3 AL ARG FRRBLER o
5.4.4.5 Other protocols that reviewers have concerns about.
S55#F% 42

5.5 Selection of Reviewers
551 k74 B -5 FE 2 ﬂ'—%vlfﬁ*{rrﬁé‘} Blif —aw 242 R %
Lo E R 2 ERBMETERAE 24 B L pA o 4eig
PR REELABIELR 4 -
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5.5.1 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. New
reviewers may be assigned under special circumstances.

5521z AL AP HExERd 1IELAHT 0 F
L’WF ?Wﬂmmém’MﬁﬁﬁF%%@Fﬁﬁo
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 FHFMREF/I(H) L EzL A iletrF2 B2 Rini 7k
24 FREAZERIZINTPTMS B 5523 4 £8h1
LEIERPEE

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.

561 F % 4
5.6 Review
56 1% AR FERLANGERIETS L AT REKRZHET
PR LR RREEHE RS A2 R
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%1%’3‘—'*% ﬁjér»@é%k%ai@ T
FrAEE ] RKPEAERF LI ARARGFAE

Ao TRET R

5.6.2 The reviewer should evaluate if the modified protocol or
ICF will affect the safety and rights of the research subjects.
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The staff member should send the anonymous reviewers’
comments to the Pl and request the PI to respond within a
limited time period.

5633+ F i Ep | £7
2 F- R N
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 4% 8% A FF 5 RIFEIF gt o

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

565+ 532 F AL - BRFLEEPIFE -
5.6.5 The review category of the protocol may be full board or
expedited review.
5.6.5.1 - &% %
arFhed i T2RILE, ¥ 2FvR2FE IR
BT K ERAATEH o
bﬁiﬁgyém By T p S EE- Hmp | o
)J-:i- ;}ﬂ:A)@.f«mﬁpP\ w % %ﬁ b;]} ’ ,;)\7&;:4 E{ ?%—F‘ﬁ
'f']gjz— %'”,L‘;)‘g#bj‘ﬁ”‘*{‘fﬁiéa“ (%‘J);—_I_T{
TRFT EETOREE TRAE BT Tt §
il o PIE &P BT s gRTH -
CHARAFAREL T2RI LB EHH),
AFARTAGPrRFALLL 0 KPR R R ETH
P BT K gk AR o
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.

*%

ik

O

-‘-\-
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b. If the review decision is “recommended for revision or
provided further explanation” and response from the
Pl is required, then the PI should respond to the
reviewers’ comments by the due date. The staff
member should compile relevant documents and
submit them to the Executive Secretary and the (Vice)
Chair for approval. If the 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.

5652/ %% %
iﬁm%é HRELTERY T ABEE- HWP
)J_i ;}é&f@%kﬂﬁpp\mﬁ%g&ia i & ;Jffi °
FRADLEP TBIGEF R R E M EAE
L2 BRAKGFALE R TR

b AL Reng bR 5 i (A BEH 2 Fh oo g
AP EAHFARTUA T RFELL 0 KSR
RET G N BT S5 § AR

CEELAhFandsr s 'UE, 2737 F1F AR
2.3 F 0 PR EA ﬁ)@i#&;if&ﬂrﬁ;%{gﬁag ~(@)
AELRRPEPEETEIIRIA g R

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
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“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 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 PI 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.

573 FiHF v H
5.7 The PI's Response to Reviewers’ Comments
S5T7T1% %L A7 AP KA ARBLFEFLLDHRRA
REMT IR EASFA T LY EApFR A ey 42
vaifgFan v hE: i vrh e
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.

BI2 v BERZ AR L2FE 3 F1FA WY p v i i
TR 54?*%* REARZT BREEHGERE ~(8]) L&
ZRFP o MERIIVE RS- I EHPEAFRT S
gff;/\"

5.7.2 If the review requires the Pl to submit response to the
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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 case should be placed on the
agenda for the next scheduled board meeting for
confirmation or discussion.

573% AR AU F A BFALENTHBPEIY B F41F 28
BpExvA®r HREETHTE o

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.

574cIRB% 2w K3 L3 BLicx % RA o

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

58+ f%a
5.8 IRB Board Meeting
58182 T WP § 0 TGS § it

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

5.8.1.1 #73 EW*'J",% e e

5.8.1.1 Addition or deletion of a treatment.
5.8 12 ATH &I AT R -

5.8.1.2 Addition or deletion of an examination.
5813 * 2 BHHEF L ARTF S E H 4 o

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

5814 F T K2 BF D F e H o
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5.8.1.4 Changes in research design or implementation.

5.8.1.5 % ZE 3 ;2 criee % > Gl v JRETA FFIR 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 & » /3t “f FERENS STEE

5.8.1.6 Changes in inclusion/exclusion criteria.

5817 XFF WP J L&A

5.8.1.7 A significant change in the number of research
participants.

582 ¢RILEHEL T, 212 d LyEt A miE (§]) 4
LRI ERERT G B2 T A ME T Rk %Jﬁ%

- 3+
-

J [e]

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 L EEF: "B A »FFAFAFE (PR
FHAL) AL T BPHER > FRE28BFPHFRAY
BRI RE

5.8.3 If the voting result is “approval after revision,” the PI should
submit supplementary documents (or respond to
reviewers’ comments) within 7 calendar days. If the PI

does not respond within 28 calendar days, the protocol
should be withdrawn from IRB consideration.

584 FHESHH: TBLUHFT > FHLF AR [GE
T BPREAPTER O BB AARE28 B ER o FALE
28 B A RICFERFIM T RFAL L LS R RET
AL BT - S §RABNH FFHBFZ RO ks 2
AR FEE o

5.8.4 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 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 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.
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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.
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5.9 Issuance of the Certificate of Protocol Amendment
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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.

592miEL AHEEFaLAAM AR L ELiPT 0 F
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5.9.2 If the Vice Chair serves as a reviewer, the protocol
approval should be signed by the Chair, and vice versa.
593d Aﬁ“ Az M LRERS R RFTE - P
CRN I SR FL%¢%$4 13 o
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




Taichung Veterans General Hospital
> it E= 11719

ER v S s om e B3

% % 45U |IRB-# £-1 £ £-2012 ‘. 15 B EFAFEERZ Page

Document Number |IRB-Regulations of Operation-2012 ng’ SOP for Protocol Amendments B =X | 55
Version

Amendment should be sent to the PI.
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5.9.4 If the PI applies for protocol amendment and continuing

5.10 .
5.10

review simultaneously, the continuing review must be
approved before the protocol amendment is sent to the

(Vice) Chair for review and approval.

> e

Records Retention
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Relevant personnel
following the guidelines below.

P

should keep all

B3 %98 R bk o
records carefully
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Number Name of Document Retention Location Retention Period
B kiFEEEEA IRB #,% % R R
1 Protocol Amendment Submission IRB Arc/ni\Te At least 3 years after
Checklist the trial is closed
2r kY GA/PTMS #{ %Y 53 hEA L 3 sk o
, |Protocol Amendment Appllcatlon IRB % % | o Fliit%q\el;r?; jfter
Form/PTMS Protocol Amendment IRB Archive Loy
S the trial is closed
Application Form
DANITRE S g IRB #% 3 EoE R G
3 Comparison Table of Proposed IRB Arc/ni\j;e At least 3 years after
Changes the trial is closed
AWP”ﬁ@%ﬁiﬁgvtiﬁd
FLEHILFHE KR EA/IPTMS 2 ¢ lEa il 3 sk o -
Ry ‘$‘5§‘£§\1$ 3-&
A5EFAEHALFRARP A IRB #% % ' "
4 IRB Review Checklist for Protocol IRB Archive Att:lee)a;tj i};egzssggter
Amendment/PTMS Review Checklist
for Protocol Amendment
&t"/zﬂ’“ &2 > h R Aw Ea L 3 sk o
> Form of Response to IRB Reviewers’ | IRB Archive At Ieast 3 years after
Comments the trial is closed
- , BRI 3#
B WE IRB #4 % % ' "
6 Protocol Review Routing Form IRB Archive Al Ieast 3 years after
the trial is closed
7 AR T RRE%RTEB L AT S IRB # % % WkRER1E 38
Certificate of Protocol Amendment IRB Archive | At least 3 years after
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the trial is closed

FhHER#EL
Reviewers Selection Form

IRB # % %
IRB Archive

WHkRER1E 38
At least 3 years after

the trial is closed

6.5 %
6. Appendices
"PTMS % { %7 3% ~'PTMS %2381 9%
Prd T2 LA BB 0 R RGET 2 B pe R TN L
“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.
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6.1 Protocol Amendment Submission Checklist

6.2 13t ¥ 3%

6.2 Protocol Amendment Application Form

6.3 12 & W {8 ¥R £

6.3 Comparison Table of Proposed Changes
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6.4 Protocol Amendments Review Checklist
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6.5 Form of Response to IRB Reviewers’ Comments
6.6 % A2 %

6.6 Protocol Review Routing Form

6.7 AT FEHRITFB T RFV 2

6.7 Certificate of Protocol Amendment
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6.8 Submission Checklist of

“Contracted Research Project

Approved by Another Legal IRB”
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6.9 Reviewers Selection Form
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