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

2R TE AR LA kG TR AT RHITLFINRY
% ,:51-552-555-556-5.7"

2. Replaced “Review Comment Form” with “IRB Review
Checklist™: 5.1, 5.5.2,5.5.5, 5.5.6, 5.7.

3R T-4ghugordd THIFAETFE s TH
$L¥FFH 05311 57 k&G 6.1

3. Replaced “Full Board Review Protocol Submission
Checklist” and “Expedited Review Protocol
Submission Checklist” with “New Protocol Submission
Checklist” in item 5.3.1.1; revised 5.7 Records
Retention and Appendix 6.1.

AFTH SA2BERH L TL A HETF AL A 2 1FE 5o

4. Added the procedure of selecting the Vice Chair as a
reviewer in item 5.4.2.

S.7 FRRE o

5. Fixed typos.
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VersionNo. Pages Summary of Revisions of the Document Date of Implementation
A | 9 |#7:7 - Newly composed. 20140519
B[ 6 |d “H%kL A gHRFTIAAEAL BB mE o 120141125
This version was converted from “Version 5.4 of the
SOP of the Human Resezl:lrch Cor%mlttee”.
C| 7 [1.:x51/n#R: A "aFFAx L HF > TITH | 20150923
5.6.3 3 2 tf F2 nidr ; BeAphi 2 & o 5? ‘
1. Revised item 5.1 Flow Chart; added ‘Compilation of
Reviewers’ Comments’ and item 5.6.3 Procedure for
Advice and Guidance; revised relevant documents.
2.77# 556 % 4 & f )j‘g;fIMH EC R ) WU o S e S L =
LERN D o
2.'Added item 5.5.6 Reviewers shall evaluate the
hazards and potential benefits of the protocol.
D| 7 [Ih " "HAF%IA¢ (-5 ' 5-1- ‘WF{H25440¢,° | 20160318




] R i ~
2 ;?,_ v = R X [
Taichung Veterans General Hospital
> 2, = 2 £ . L, Vs +

~ B® T om &k & %

Record of Composition and Revisions of Controlled Documents

1. Revised the versions of references 3.1, 3.2 and 3.6.

2.5 #% 5.1 iR AL B4R BE 2 1 o

2. Revised relevant documents in item 5.1 Flow Chart.

3.12:x 522 L E s RG-S *E’Li
M”E%Zw‘0¢}%ﬁ£&$ ﬁ*ﬁé TH
PTMS s LY s-% Pl 5 & &— PP o

3. Revised item 5.2.2 documents required for protocols of all
categories; deleted “required two photocopies” under
“Protocol submissions for full board review and expedited
review;” added “One hard copy of original documents in the
case of PTMS application” under submissions of protocol
amendments and contlnumg review reports.

41272 5.4.1 X F 8~ 5 : 357 r‘**tﬁ%if} % AR T4
*F’»*F?M;?i‘@? LR AR o (fl) 34 R 2%
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4. Revised item 5.4.1 Igewew Category Evaluation; added
“The Executive Secretary shall make a primary
recommendation as to whether the protocol qualifies for
expedited review for the Chair or Vice Chair to approve (if
the Executive Secretary is also an IRB member, she/he may
make the decision directly);” meanwhile, revised the
responsible personnel in item 5.1 Flow Chart.
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6. Rewsed App_endix 6.2 Meeting Notice; replaced
“Exempt Review Protocol Submission Checklist” with
“Exempt Review Application Form;” deleted Appendix
6.3 “Expedited Review Protocol Submission
Checklist;” replaced “Application of Protocol Closure
Report Checklist” with “Protocol Closure Report
Checklist.”
E|] 8 [112:%x31-32-36%% 2 KA. 20170709
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5.4 'J",f hb42ii=x
5. Deleted the explanation about the Chair and the Vice
Chair serving as reviewers in the original item 5.4.2.

6.2 :x5.4.2: M",f%lli X R B EFLLAZF -
6. Revised item 5.4.2; deleted the part about the Vice
Chair selecting reviewers.
73 55 HIERGERE RAEALFE S L YT -
7. Revised item 5.5: Deleted “Review Category shall be
judged by the Executive Secretary and the Vice
Chair.”
8.12:x553% 4PV RTBP/EXTZO6B -
8. Revised item 5.5.3 Review time limit: Replaced
“seven” calendar days with “six.”
9.i2:x 554 £ATHEFLH 27T LB -
9. Revised the personnel responsible for the reselection
of IRB members in item 5.5.4.
10. AF 56 céik 32 6.2 L 8 LHZ2RRE - R
fe 9 1222 5.6.2 ~ 5.6.3 " i+ K BL o
10. Adjusted the order of items in item 5.6 Records
Retention and Appendix 6 to be consistent;
meanwhile, revised the appendix number in item
5.6.2 and item 5.6.3.
11.3 4% ' i 6.1-6.10
11. Replaced Appendices 6.1 to 6.10.
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1. Process related to hardcopies was revised to comply

with the new IRB policy of paperless submission.

2. 3:x 522 A E K2 K2 o

2. Required documents for protocols in item 5.2.2 were

revised.

3. Mf541 T4 BE e B B B pYE 2 oo

3. Deleted item 5.4.1 “The staff members should stamp

submitted documents and fill in the date.

4. 373 557 3L AN F AP BT EOT I R R
e S i T A A IR TEALH
% | F‘)‘ ;,ta#l:xﬁ; gz 4, 4 o

4. Added item 5.5.7 The reviewers should judge whether
the subjects are selected fairly and whether the terms
of exclusion are reasonable based on the principle of

justice and fairness.
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1071661626 5.4 '}_J_ %236~ 7iFE> " 2018)
1. Updated reference 3.4 into “Regulatlons for
Organization and Operation of IRB Committees
(Ministry of Health and Welfare, promulgated in 2012
pursuant to Wei- Shu -Yi-Zi No. 1010265129; articles
2, 3, 6, 7amended in 2018 pursuant to Wei- Bu-Yi-Zi
No. 1071661626) ”
2.13 x4t 6.1+6.2-6.4~65~6.7 -
2. Revised Appendices 6.1, 6.2, 6.4, 6.5, and 6.7.
G |18 1. FIEIRB &A1t # % (T4 > Beeer T2 5 7 | 490 2 | 20190527
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. Added item 5.5.8 The procedure of reviewing the

. Revised 6. Appendices.

A 558F AL A F AR FH P LLALS 20190527

Informed Consent Form.
T 559% 4L i % éxPéJa‘p% A2 o
Added item 5.5. 9 The procedure of reviewing

recruiting subjects.
'9 PI 6 e'Kl\"d’l— o

5.
5
6. #
6.
-
7
1.
1. The following modifications were made accordrng to

237
2.Added item 5.5.10 contents.

3.+ 6.1-65-6.6¢

3.Appendices 6.1, 6.5 and 6.6 were replaced.

&y AAHRPP R% e 4 | 2 23R8 (7313 o 20191018

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

¥ 55103 p 7 o
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1. Updated reference 3.2 into ““Regulations for Good
Clinical Practice” amended on August 28 2020,
pursuant to Ministry of Health and Welfare
Bu-Shou- Shl Zi No. 1091407788.”

2.11)%{5‘\“"\ i+36 5" i‘%ﬂlOQﬁ 01 * 15 B N2
K %—}r’a110900003861%*w oo DR o

2. Updated reference 3.6 into “Medical Care Act, amended and
promulgated as per the Presidential Order Hua- -Zong-Yi-Yi-Zi
No. 10900003861 dated 15 January 2020.”

3.1 i+ 5.3.7.2 2 q"&'}%\’é%%?éﬂr’ﬁjﬁ‘ i;é'%/%ﬁ
bt’ﬁi%ﬂ)(/;i#ﬁii— Z‘\J . .

3.Replaced “List of Subjects and Description of
Enrollment” with “Name List of Clinical Trial Subjects”.

4. 773 5.5.8.12 3 p F o

4. Ad ed item 5.5.8. 12 contents.

5. i 6.1-62-63-64-65-66-6.7-68-6.9-6.10

5.Appendices 6.1, 6.2, 6.3, 6.4, 6.5, 6.6, 6.7, 6.8, 6.9,
and 6.10 were replaced

J |19 [1. n}‘;1553%§ﬁpm R O6IREPR R 6B iTX -[20211209

1. Revised item 5.5.3 Review time I|m|t Replaced “six
calendar days” with “six work days.”

S EERE

Blank. Continued on next page.

\\\?{r




g R i
A LA S - N -9
Taichung Veterans General Hospital

. 2, = V% . ., y
v~ #oT oBR &k & £

Record of Composition and Revisions of Controlled Documents

> Bl RBAG-1EFAA | ¢ 2 L PR R RALA G
Document Number | IRB-Regulations of Operation- 2006 Title SOP of Managing Protocol Submissions
Composed| MFLEREELIG [ BRES g 0w o
n The IRB Committees Confidentiality mUnclassified uConfldentlaI oHighly Confldentlal
EESES

if * H i |0All units in the hospital

Appliedto |mH is » FH3Ep P AT KGR E AL R €
mOther (Prease specify): The IRB Committees

EENEE S v IR P

VersionNo. Pages Summary of Revisions of the Document Date of Implementation

K |19 Bl w1 AR W%ﬁiﬁﬁﬁhm”@ﬁ 20230717

S Y

The orlglnal “The Flrst/Second IRB Committees” was

renamed “The IRB Committees”.

i 44 2 2 37~39¢

Items 3.7-3.9 were added in References.

%% AAHRPP R :u3 2 122 273 5.2.3 ¢

According to the recommendations of AAHRPP

(Association for the Accreditation of Human

Research Protection Program) was added Items

5.2.3.

12:25312: R5@BpPEITZ5RF1ITX o

Revised item 5.3.1.2: Replaced “five calendar days”

with “5 work days.”

i2:x 55927 pM % o

Revised item 5.5.9.2.

et 6.1~6.7 2 6.10~6.11 -

Appendices 6.1 ~6.7 and 6.10, 6.11 were replaced.
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Composed/Revised/Deleted Reviewed Approved
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XChaﬁ%mgd marklng or copying controlled documents Wlthout perm|SS|on is
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><The latest version of this document in the Knowled%e Management System (KMS)
takes precedence. Distribution of hard copies of this document must be
approved and stam‘oed by the SOP Administrative Center. Copying without

permission is strictly prohibited.
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Document Number
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IRB-Regulations of Operation- 2006 Title SOP of Managing Protocol Submissions

¢ yEH =

Processing Unit

FHL
Review Comments

B2 SR

Head of Processing Unit

AN E T T Ko
There is no need for review by other departments or
divisions.

Ko g AR A P AR FEALG PG L RPFF IR R BB
% The head of each processing unit is advised to provide comments before

signing/stamping to approve.

processing unit discuss with the unit that made the SOP.

If needed, it is recommended that the head of each
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1. Purpose

The purpose of this SOP is to provide standard regulations to
manage the review of human research protocols at TCVGH to
ensure the lawfulness of the research.

AT AN AR YA R ROE D S AfEh

2. Scope
This SOP applies to managing review items of all human research
protocols of the following categories at TCVGH.

2.1 -4 a3 F %

2.1 Protocols for Full Board Review
221 %034 %

2.2 Protocols for Expedited Review
23 L FER

2.3 Protocols for Exempt Review
24 5%

2.4 Protocol Amendments

2.5 EHF AR L

2.5 Continuing Review Reports

2.6 g/ k3¢ 4

2.6 Protocol Suspension/Termination Reports
2.7 %42

2.7 Protocol Closure Reports
288U EFLER

2.8 Other items needing review
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3. References

31T ARz myr2 105 £ 4 7 14 p 2 AT GENE T ¥
1051662154 5.4 i3 i

3.1 “Regulations on Human Trials” amended on April 14,
2016,pursuant to Ministry of Health and Welfare Wei-Bu-Yi-Zi
No. 1051662154.

32" HERRATRAF&KTEER ;100 £ 08 * 28 p A 45113530
¥ 83 % 1091407788 5.4 3 1

3.2 “Regulations for Good Clinical Practice” amended on August
28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.

33T ARy 2 ) WiBER- £3 % 10000291401 5.4 4] %
> 260> AF 100 & 12 * 28 p % {7

3.3 “Human Subjects Research Act,”26 articles in total, stipulated
and promulgated pursuant to Zong-Tung Hua-Zong-Yi-Yi-Zi No.
10000291401, effective since December 28, 2011.

34|_A§¢‘7157L,WI‘37§‘§:§§ g &_\‘;. 'F?IWT'%/Z‘J o fTRIREA
Kﬁ’f | 3% fem Pg F % 1010265129 B4 > 2012 o (G2 A&FI30 530
F % 1071661626 BABIE % 2367 i< > 2018)

3.4 Regulations for Organization and Operation of IRB
Committees (Ministry of Health and Welfare, promulgated in
2012 pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 3,
6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No.
1071661626).

35|—H%B"1§FI éf??ﬁ,&é&’gﬁﬁﬁﬁ%li#]ﬁJfﬁ%‘f%L‘
1010265083 ?fi 2012

3.5 “The Scope for Human Trials Applicable to Subject Consent
Waiver” pursuant to Wei-Shu-Yi-Zi No. 1010265083, 2012.

36°¢ 3\1_32110945 01 * 15 p ®3%i&#=% - x5 % 10900003861 5.
£ D 28ks o r%'),%f/ZJ °
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3.6 Medical Care Act, amended and promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated
15 January 2020

37110 # 12 " 14 p %ﬁ%rﬁ‘%ﬁi % 1101668486 ¥ 5 o> 2, r%‘r‘%ﬁr}%ji
PR R —F AR TERR

3.7 “The Human Trials of New Medical Technology - Review
Standard Operating Procedures” announced by Ministry of

Health and Welfare on 14 December 2021, pursuant to
Wei-Bu-Yi-Zi No. 1101668486.

3.8109# 01 » 15 p Wi - 5 % 10900004021 5 4 4] % =
* TER R EE - 224 85 i

3.8 Medical Devices Act, promulgated as per the Presidential
Order Hua-Zong-Yi-Yi-Zi No. 10900004021 dated 15 January
2020.

3.9 110 # 04 " 09 p &2 4G I3t fFdx & ¥ 5 1101601721 524 37

gt TFRENEARAEREEEE ) 0 2K T2 i

3.9 Requlations on Good Clinical Practice for Medical Devices,
promulgated as per the Ministry of Health and Welfare
Wei-Shou-Shi-Zi No. 1101601721 dated 09 April 2021.

& 2122 X
4. L E &K

4. Definition
4.1 PTMS k% @ 2k #F % R+ % & % % (Protocol Tracking
&Management System » i # PTMS) -

4.1 PTMS: Protocol Tracking & Management System.

et/
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S.0FEME
5. Procedure
5.1 33 % ¢ 2420
5.1 Flow Chart of Managing Protocol Submissions
e i L Pl A

Flow Chart Responsible Relevant Documents
Personnel
PRI LAk R Aen 2/
PN AyEd R AL REFAELAEF AT LR A
XIEF e PI/Staff Members Relevant Documents of All Subm|SS|ons/IRB
Acceptance of Submissions Review Fee Schedule

P b HB ALY R I—ﬁﬁ% /;
PRIER LB REEPHAIEHG AL
?%%%%iﬁr$ﬁ7%4p##%$%$ﬁl#
HEMeh@dRs iy LRIFRTHRE
Submission Checklists of All Categories/Meeting
KPR Notice/Application Forms of All
Staff Members | Categories/Protocol Review Routing Form/List of
Organized Documents/Protocol Amendments
Checklist/Continuing Review Report
Checklist/Protocol Suspension or Termination
Report/Protocol Closure Report Checklist/Name

Eg e G
Confirmation of
Submissions

Yes List of Clinical Trial Subjects/Management
l Database
o = U
S aviow oty [ (#) 2 p B0 LG RALR L MF S LY
gory Executive Secretary Submitted Documents/Reviewers Selection
(ifalsoanIRB Form/PTMS/Email/Relevant review forms
member)/(Vice) Chair according to the SOP
v KA BIR AL R | A HMATAESALA €S FEELIIR
# 2 # & Review of 13539 & 7o TARPAANET AR ALE 6381
Submissions Staff Members/ 2w 4
Reviewers/ IRB Review Checklists/Form of Response
Expert Consultants to IRB Reviewers’ Comments
A
~ wekd FE /R FIEE kA AR B
AEFALY AR A et
Compilation of Reviewers LIRS R Prot P‘I?\;V'thd | Applicat
Comments Staff Members rotocol Yvithdrawal Application
Form/Record of Guidance on Human
l Subject Protection and Research Ethics
Q@HYF ¥ Records Retenti@ L EAaRyEL R
Staff Members
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5.2 Acceptance of Submissions
When receiving submissions of all categories, IRB staff

members shall process them by following the guidelines below.

5.2.1 % A&
MY AR -

r Agg,(,:rw il

FRAAREF AT A, > 2

5.2.1 Confirm completion of payment pursuant to the “IRB
Review Fee Schedule” of TCVGH.

5.2.2 &

5.2.2 Confirm receipt of documents required for submissions of
all categories

F—L 4 —’Q Ak\F] YQJ
Subm|SS|on Category

B2
Required Documents

-G Ay EE TR
Protocol for Full Board Review | Electronic files

Breavds T HhR

Protocol for Expedited Review Electronic files

XSt Eh-GEsFATHE T IE

Protocol for Exempt Review

One orlglnal documents and electronic files

B rtEk
Protocol Amendments

T F % (22PTMS x sue R
P2EFRFAEFTHE ?-I:Méa”’*)
Electronic files (one hard copy of original and duplicate
documents if applied not on PTMS)

EHE AL

Continuing Review Report

TIHE (SPTMS 557 %50 ~- b Ao

F2FH FATHERFAGE)

Electronic files (one hard copy of original and duplicate
documents if applied not on PTMS)

iR/ 3R 2 TFAhE (PLPTMS st? F%:plinc- 236 %
Protocol EFHEZTIRE)

Suspension/Termination
Report

Electronic files (one hard copy of original documents if
applied not on PTMS)

TIH% (APTMS i &? F %020 h- 2353
BEAE A EESE S

Protocol Closure Report

Electronic files (one hard copy of original documents if
applied not on PTMS)

e kg ada

EE

T3 4% (PLPTMS i & -

Ple = A=~ 7
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Others items needing | »2 2 ¢ 342752 T F+M%)

review Electronic files (one hard copy of original and duplicate
documents if applied not on PTMS)
5234 B EFAAE NI A TS X XLEF > 253 N3 e

S I e

5.2.3 In case of extraordinary circumstances such as the
pandemic or natural disasters, when the review method is
changed, the documents must be kept intact.

314=-’$-Q 4 EI-\:M
E IR RPEL R 1;;}7? rﬁéﬁﬁ%-&;? i+ 7 TH | FEIe B R E g P
FEF AR AND FEMEE 2 2 m;“{,ﬁft}_o# HisEFm2 24
/F'? B\ B';ﬁ"  PTMS ,:lﬁ ifu}i—/ﬁ";’l‘%_l_;ff& li:l\_?—' »:Lrp E%Q i+,
P EF2 E- L FPEIF ] A RL L PlTEL

Rg4-

5.3 Confirmation of Submissions

Staff members shall confirm if all needed documents are
submitted, and check the correctness of the documents
according to the submission checklists of all categories. Upon
finding any missing or mistaken item, staff members shall send
a PTMS notice to the principal investigator (Pl) and return all
submitted documents to the Pl. Any incomplete submission
may only be returned once. If the Pl disagrees, the case shall
be sent to an IRB member for judgment.

531- 4% 434 %
5.3.1 Protocols for full board review
53&1%ﬁ&ﬁ4§@rw%ggggéggﬁﬁﬁ
61) Eip:_‘;—? =S T“'»:E' '%ﬁ’g °

5.3.1.1 Staff members shall confirm if all documents are
submitted according to the “New Protocol Submission
Checklist” (see Appendix 6.1).
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5.3.1.2 A protocol for full board review may be scheduled in
the agenda of an IRB board meeting if the preliminary
review was completed and the Pl responded to
reviewers’ comments at least 5 work days before the
scheduled board meeting.
5313 kysr Ak T ¢l | magn> B 7 48 -
5.3.1.3 Staff members shall confirm if all documents are
submitted pursuant to “Meeting Notice”.
5322 a7 4%
5.3.2 Protocols for expedited review
5321 £y A Bk T35 3 535~ 23 H | e 24
T H A o
5.3.2.1 Staff members shall confirm if all documents are
submitted pursuant to “New Protocol Submission
Checklist”.
5334 % 8334 %
FAPLEA R T AME LRI AF Y T Ay BT
%A

5.3.3 Protocols for exempt review
Staff members shall confirm if all documents are submitted
following the checklist on the “Exempt Review Application
Form”.

534 3% %
5.3.4 Protocol amendments
5341 $i-kyst R T30 k3 P4 | i 2L E 4
A o

5.3.4.1 Staff members shall confirm if all documents are
submitted pursuant to “Protocol Amendments
Checklist”.

5342 B0 H S HB AT BT HET A A2 e
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5.3.4.2 All amendments shall be included in the comparison
table.

5343 2 { it u AU AR S NI LT o

5.3.4.3 All amendments shall be underlined, boldfaced or
highlighted.

535 HF aHFE
EiuyEl BT G HF AL Pt E sy 223 Ao
5.3.5 Continuing review reports
Staff members shall confirm if all documents are submitted
pursuant to “Continuing Review Report Checklist”.
5.3.6 s/ 2k 45 2
%ﬁ&%Aﬁ@r“é%%%iﬂ%%Jﬂiﬁ%?ﬁﬁ%
Eiw\-‘o? i+ K?’ "E’ﬁ
5.3.6 Protocol suspension/termination reports

Staff members shall confirm if all documents are submitted
pursuant to “Protocol Suspension/Termination Report”.

537 % %x#% 2
5.3.7 Protocol closure reports
5371 ¥£5akyeA B 2% 32y d miny S8 7 # Ko

5.3.7.1 Staff members shall confirm if all documents are
submitted according to the “Protocol Closure Report
Checklist”.

53T2RRILE L (PR B BHRLT WS PR
w\%“&\%§@$ﬁ£§ 4@ﬂ?3~iﬁ#
S 2 RERAT %ﬁm¢¢k]#w°??% »lA
Féi Eb%q{%ﬁ%,mﬁﬁz\ - PELREE ’—p\d
4@pw WEALER EaAhE A

5.3.7.2 If the nature of the trial conforms with the
“experimental research of new medical technology,
new medicament, new medical implement, or the
bioavailability and bioequivalence of generic drugs on
humans” stipulated in Article 8 of Medical Care Act,
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medical records shall be preserved indefinitely
pursuant to laws. Two copies of “List of Subjects and
Description of Enroliment” shall be submitted—one for
the Section of Medical Records, and the other for the
IRB Archive.

5373 % Z L EF Ry NP ARAE TP TAGEY o

5.3.7.3 For non-drug clinical trlals, some entries on the forms
may be specified as “Not applicable.”

5&8#i#%?ﬁﬂfﬂﬁ?%ﬁ?@ﬁﬁ4*VV7&%&M’¢
Ve Test TEF TR pap2 2 T A ¢ HmEt
*&gJ °

5.3.8 Each new submission shall be given a number according
to the principles of assigning numbers stipulated in the
SOPs. The number shall be recorded in the column of
“IRB Number” on all forms related to the submission.

539 L EFVEEFRFER YU BETEF L L
it TERFHE | o

5.3.9 Upon completion of the administrative review of protocols
of all categories, staff members shall record the title of
each submission in “Management Database.”

45T F 87
5.4 Evaluation of Review Category

BALER-KyEA Rk A F AR EF 2 THIERL
ﬁ%ﬁﬁ%%°%ﬁ%*%%ﬂ?wﬁ%éa@w gk
FaALEd (@) iEd RH T (FHREFRTILETLE
IV EREFY ) » TARTEHEFTELA  FHE TR
HERER ) o

5.4.1 After confirming all required documents are submitted
pursuant to the SOPs of all categories of submission, staff
members send them to the Executive Secretary. The
Executive  Secretary  shall make a  primary
recommendation as to whether the protocol qualifies for
expedited review for the Chair or Vice Chair to approve (if
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the Executive Secretary is also an IRB member, she/he
may make the decision directly), and in case needed,
select reviewers and fill in the “Reviewers Selection Form.”

542 £33y AR FRTBESZT LR 60 WTPTMS kit
AR MEd g hALR -

5.4.2 After the Executive Secretary has selected reviewers, staff
members shall notify the reviewers via PTMS or via E-mail.

55i#2% %
ERAyEf AP EIE T 434 ERAE 20T BT
RC R R

5.5 Review of Submissions

Staff members shall send protocol documents to reviewers
pursuant to the regulations in the “SOP for Managing Protocol

Submissions.”
551% 8L A e FRR HLEIRT é‘iﬁ%ﬁ%%’ﬁ B 2_
S LLE

5.5.1 The names of reviewers shall be confidential to avoid any
potential interference or pressure related to the protocol
under review.

552 kyA ARG TR FALRAILFTARA o
5.5.2 Staff members shall prepare the IRB Review Checklists.
5538 8% A8 2H6HFIIFX o

5.5.3 Staff members shall fill in the review time limit, which shall
be 6 work days.

554~ %8 FHLAFREF EFRLE
TR FITRAPEL o A ERE

$hLH -

5.5.4 If an assigned reviewer discovers any potential conflict of
interest, or if the reviewer’s expertise does not match the
content of the protocol, the reviewer may return the
protocol to the staff member, and the Executive Secretary
shall select another reviewer more suitable for the task.

3
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5.5.5 Reviewers shall conduct the review with fairness and
objectivity. Reviewers’ comments shall be written in detail
according to each item in the IRB Review Checklists. In the
case of any possible interference or pressure, reviewers
shall report the incident immediately to the Chair or Vice

Chair. The IRB is responsible for eliminating any
interference or pressure.

556$§iFU@ﬁPX$“im&%ﬁmﬁp?ééﬁ““(ﬁwirﬁ
PHFALHARERARTA 2 hE JlEFR) o
5.5.6 Reviewers shall evaluate the hazards and potential

benefits of the protocol (pursuant to the evaluation of
hazards and benefits in the IRB Review Checkilists).

557324234 BT £ o ;&7 BB AT
32T gL T EFTH G P\)\b"’al'ikli»%p ii
LN e

R
%
T %
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5.5.7 The reviewers should judge whether the subjects are
selected fairly and whether the terms of exclusion are
reasonable based on the principle of justice and fairness.

558 F LA FAXFF TP RZAS !
5.5.8 The procedure of reviewing the Informed Consent Form:
5581 % 4L A% ap - % “%ﬁ%i EXN N S 3
ﬁ'°i€ _?:_]z ‘1-» E %l';h’TF é;_"z—r K]—,”i-’ﬁi—'é}all)@.%&t
3 f %2 TRk iR 2 wwm - F AL
AT A E F] F oA * ﬁ,ﬁ] e ) "'T)i Fl&is 0B
FE 521 5% o
5.5.8.1 Reviewers shall evaluate contents in the Informed
Consent Form, and the procedures in obtaining the

subject signatures. The Informed Consent Form must
provide all information each subject needs to know

BT
S E o
\\\?{r Iﬂ\

2L 2 N s
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prior to enrolling in the study. Reviewers shall
confirm that each subject is free to participate in the
study voluntarily after considering all factors involved.

5582 % 2L F " F AP RAZTRAFHKRETD » BRI FEF
SR i E I S R S R Sar
FRAELA AL EFEBE S VAP REEFERL D
FoRELFFIRES LEREFRLT

5.5.8.2 Reviewers should pay attention to whether the
principal investigator or the designated personnel can
give subjects, their legal representatives or those with
the right to have sufficient time and opportunity to
inquire on details of the study beforehand. The

Informed Consent Form must be obtained from the
subject under voluntary conditions.

5583 % 2L A F AW LA FRAILFA LD Higpg2 4
ﬁ’{?ﬁiﬁéﬁxﬁﬂﬁ%ﬁﬁgmzﬁﬂxﬁﬁ

FRLFZNFE TG ARG ATPIR S TR A M 2
TR FRFCELE L Y gp’éxﬁﬂ

NS

\

[

CRRERLE Lo TP R -

5.5.8.3 Reviewers should pay attention to confirm the principal
investigator or the designated personnel is able to
provide each subject all necessary information in full
on the study, explain contents of the Informed Consent
Form and provide all written opinions related to the
study approved by IRB. A colloquial and
non-professional language should be used to enable
subjects to fully understand the contents before
signing and dating the consent form at the end.

5584 FALANF AP FRWNVILFAVZRZ(FR
E AP E S A EEE 2 GCP 3% &
r P":' l&“»BRI"‘ °

5.5.8.4 Reviewers shall confirm that the principal investigator

completes the Informed Consent Form in accordance
with law (Medical Care Act, Human Subjects Research
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Act, Regulations on Human Trials, GCP, etc).

5585 % 4L A% ap ﬁﬁéﬁn AEAFANE T TERA
BEAFTRAERTH 2 FENEEEN % 28
zm_#a MZBATEN o FEFERZATE AT 0 BB

THELRLP BETEREFLEN G REF]
%@%a?ﬁ’j@i%%%piﬁ@

5.5.8.5 Reviewers should assess whether the principal
investigator has the ability to ensure that the recruited
subjects receive timely and up-to-date information

related to their rights, safety and well-being throughout
the course of study. In the case that important new

information arises that may affect the consent of /iufoess:

subjects, the Informed Consent Form should be(2023
revised and the written information be provided to
subjects with immediate oral disclosure.

55&6%51ﬁ%*gﬁ,ﬁzﬁygi%A*pzwﬁ,é
TR ZAR NPT S U B2 18]

5.5.8.6 Reviewers should demand the principal investigator to
establish a mechanism for responding to inquiries or
complaints from the subjects during the study period.

5587 $ AL A¥FAM  FHFRLREFEFLE 2 REL RS
ilfﬁz‘ﬁw'%mFii’%%f:’"ﬁthgiéguﬁeig.ﬁ\éi
fA;IEl‘AE‘J FafEz A2 H Lﬁgﬂ} %/TFé%;,
#F A ‘\zi\‘%}ﬁﬁﬁ- pi“:%?:é;f“‘z -,—:ll“ﬂr‘? A 1{7\‘_15;\.0

5.5.8.7 Reviewers should examine the Informed Consent
Form to ensure it provides all necessary written
information to the subjects, and in no case that any
subject, legal representative or person with the right to
consent to waive their legal rights or to be exempted
from signing the Informed Consent Form. In no case
that the legal responsibility of the Principal Investigator,
the Organization, the Sponsor, the Contract Research
Organization be waived.

5.5.8.8 7 rinf Al § & IRL L Mk o I AT A
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5.5.8.8 In the case that human trials need to be used to treat
emergency conditions when informed consent cannot
be obtained beforehand from the subjects, legal
representative or person with the right to consent, an
emergency plan must be detailed in the study protocol
and be approved by the IRB Committee. However, if
written consent of the subjects, legal representative or
person with the right to consent can be obtained, that
should be done as soon as possible prior to the start of
study.

5589 § AL F T ikl kL4 hdE L IRB #3T
"

P o

5.5.8.9 When the principal investigator may be in contact with
adults who are unable to give consent, the IRB should
evaluate whether:

5.5.89.1 4t dierzt 3 £ 7 Ebéalepxpéﬁz\wii’ﬁ,e,msb
1; o

5.5.8.9.1 The proposed study protocol is sufficient to assess
the capacity of subjects to give consent.

55.8.9.2 % #F ¥ e R EERLE A Y BT T SR E

i

5.5.8.9.2 The consent of subjects is necessary, and the
consent is sufficient for the study.

5.5.8.10 E%%éﬁiﬁ}‘ﬁ&ﬂ[@m'ﬁlﬁ FELLEMIpH & B
%g':l‘f':ri}]‘;."és ) ‘\:E’s]g'fr'r]‘ﬂ :E» gj\aéc;‘*é.ﬁ& Ké}\f ’ﬁq%
l:}f/ﬁi,%”l'ﬂ' -L’ ﬂ: L*&Eiﬁ1if’f%ﬁ

5.5.8.10 Signing the Informed Consent Form is a necessary
prerequisite for the study. If the informed consent is
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not reasonably expected to be obtained, or if the
informed consent increases the risk of the subjects,
the principal investigator must submit an application
to the IRB Committees for approval of this situation.

55811 # &L fF wﬁwﬁ b2 %Ko 3R ﬂ“’iéa@
(S "f ol &2 7&_)-? iz 101 & 07 " 05 P fF
AR FIIR (e A F ) F ¥ 7 % 1010265083 . },4 3T
T2 TEHLEEFA T H R R AP REFER,
X B FE AL % ol g 2o B1F o

5.5.8.11 Reviewers should determine if the research protocol
can or cannot be exempt from the informed consent
procedures based on the risk level of the study
according to the announcement by the Ministry of
Health and Welfare (formerly known as the

Department of Health) on July 5, 2012, pursuant to
Wei-Shu-Yi-Zi No. 1010265083.

55812 $ 4L A i A F 2 A3 W2 A L2 X
%’iﬂﬁ?%i%‘@ﬁMﬁwiﬁﬁ%ﬁﬁﬁi
R e R I AN Al R NN
ﬁig 2 ‘_‘;‘_E‘ﬁ\’ N Kf‘f‘i @Kﬁ] hoo B(TIER T iﬁp}\

5.5.8.12 The reviewers examines whether participants with
lack of deciding ability are involved according to the
protocol, and requires the principal investigator to
propose relevant specific protective measures. The
reviewers should also evaluate and track in
accordance with the participants, cases, time,

location, and physical, psychological, social and
experience, privacy and other impacts.

559% a1 A aXFHiFLn
5.5.9 The procedure of reviewing recruiting subjects:
5591 % 4% § afﬁ FHREOLRETH s RTRA RS
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5.5.9.1 Reviewers should examine the various materials used
In recruiting subjects, including print advertisements,
multimedia materials, rewards, methods, and
schedules received by potential subjects to ensure
fairness in recruitment.

5592 % 2& A AFREZFHFIER r~i$ EARNE Y FRE N
% ﬂﬂ-&ﬁ\z%bvé‘ j&‘ﬂjél Fg}%‘

5.5.9.2 Reviewers should evaluate the appropriateness of the
advertisements for subject recruitment, and ensure
that no emphasis is made in the advertisement
regarding free medical treatment for the subjects.

5510 # ¥ 2 4 &EAY HEAHTSE 2847 0 50 43 IRB %
AAE®RFEBE TG 0 TR T 250

5.5.10 In the case when community members shall participate in
the research project during the review process, in order to
strengthen the IRB's ability to review the the research
involving community participation, the following methods
can be used:

55101 A »EFALH 2B P b w1 f &L R

5.5.10.1 Inclusion of IRB members with expertise in
community based participatory research.

55102 # =% A% £ E NP 7 kv IR

5.5.10.2 Education of IRB members in community based
participatory research.

5.5.10.3 £ 3% IRB > g A5 1 2. 5% o

5.5.10.3 Sharing IRB experience with this type of research.
56 rE% AR L2 ER
5.6 Compilation of Reviewers’ Comments

561%§iﬁﬁ4'ﬁ#53§é«5\}%ﬁi FuER AL L 0 B REL
F ET 197"" ’R2_% piqﬁ ,E;/EL °

5.6.1 Reviewers shall provide comments or opinions pertinent to




DA = PR g%
e L SRV § %'Fh
0

Taichung Veterans General spital
=
> 17/19
éﬁwﬁﬂ%iﬁﬂﬁ%WMj% FHETERIRER Page
Document Number|IRB-Regulations of Operation- 2006 | - I?— SOP for Managing Protocol Submissions | %=t K 5
Title Version

every relevant issue and shall avoid inconsistent
comments or opinions.

5.62% bF AU ENH > PHIFALTINFETEEY AR
*rﬁ4@$J°;; 4R - RBiEdE CHEREFR
IE» 19 ;IF& g 7}‘7— °

5.6.2 If the PI decides not to execute the research before the
protocol is approved, she/he shall submit a “Checklist and
Application Form of Protocol Withdrawal”. After being
reviewed and approved by the Chair, the Vice Chair and
the Executive Secretary, the protocol withdrawal shall be
reported to the IRB board meeting for confirmation.

5.63 %71t RAEPA VRN E S L RH LRy REF
Ejfrzjilmﬂjﬁrﬁgvi%\J M%‘H“f xgé’j‘g'ﬁtﬂ' I';;
SR R TR LS R %é@ﬁﬁp“%
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5.6.3 It researchers and other protocol-related staff have
questions or concerns related to issues about human
subject protection and research ethics, they may request
advice or guidance from the IRB. Staff members shall fill
in the “Record of Guidance on Human Subject Protection
and Research Ethics”, and send it to the Chair or the Vice

Chair for approval after having provided advice or
guidance.

7 &R
ARREA R R RpAeT R L L FG L s
5.7 Records Retention

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

iR

¢, ¢, y & 5 f/i‘ T#% ,g\!—" e - H
S ¥E L& L Retention %13 #p *T Retention
Doctment Number Name of Document . Period
Location
$EBRER Y EAE RB #% 3 | roiehis3E
1 R ¥ . .~ |3 years after the trial
New Protocol Submission Checklist IRB Archive is closed
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2 | PELE RBMAZ |5 gﬁgﬁ%f?gtsﬁ |
Meeting Notice IRB Archive | ° Y&ars atter the tna
is closed
SREL g s E
3 . S .~ |3 years after the trial
Exempt Review Application Form IRB Archive :
is closed
4 | BEEEeps IRB 4% % 355'5?%‘%;‘@@*1‘. |
Protocol Amendments Checklist IRB Archive |° Y&ars atter the ria
is closed
Y E
5 EHE AL PEA IRB # % % ; péﬁﬁ...‘?fef,gtsf |
Continuing Review Report Checklist IRB Archive |° Y&as atter the ria
is closed
g iR ) A R IRB#% % | #&F&i 3
6 . o IRB 3 years after the trial
Protocol Suspension/Termination Report . :
Archives is closed
L | #ruepws RB 3z |, PAFRES S
Protocol Closure Report Checklist IRB Archive 3 years after the trial
is closed
e E
o | FEEUEE RBh#g | PHESAESE
Review Category Evaluation Form IRB Archive |° Y&as atter the fria
is closed
SREL s F
9 FAHLRPEA IRB # % % 3‘1#,5&,,.?:?,&:]3? |
Reviewers Selection Form IRB Archive |° Y&ars after the ria
is closed
Protocol Withdrawal Application Form IRB Archive 3 yeariz i{:get:e trial
SRS R ERAN N en . | mmEiE3E
| HEEs IRB 4% 2 15 ears after the trial
Record of Guidance on Human Subject | IRB Archive y is closed
Protection and Research Ethics
6.5 i+
6. Appendices
6.137%% 4%~ ii‘;’piﬁf
6.1 New Protocol Submission Checklist
6.2 # § Sl 1
6.2 Meeting Notice
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6.3 A My E g
6.3 Exempt Review Application Form
6.4 XXt EL
6.4 Protocol Amendments Checklist
6.5 EHE H4FL it 4
6.5 Continuing Review Report Checklist
6.6 -3 orin /R 2 £
6.6 Protocol Suspension/Termination Report
6.7 2HxiF 2L
6.7 Protocol Closure Report Checklist
8% AMATR &
6.8 Review Category Evaluation Form
6.9% &% AE 4
6.9 Reviewers Selection Form
6.10 fick ¥ -3
6.10 Protocol Withdrawal Application Form
6.10 £ {8 1 & Wik 47 i TUAR M G o i e 2

6.11 Record of Guidance on Human Subject Protection and
Research Ethics




