Record of Composition and Revisions of Controlled Documents

2 NS o 20 ~
% v > A B5 9
Taichung Veterans General Hospital

> FOR = 2/ . L, Us +
v 3T B R & B %

HI AP L35I RRAE

v %% IRB-A~ g-l T4 2#-2008 | ~ i {;%&_ o
_ , _ SOP for Human Research Determination and
Document Number | IRB-Regulations of Operation-2008 Title _
Exempt Review
%Tiﬁ f: e s 'li?f-@» N N ,
e weiazatiy | BRSNS lagw Ome Omew
by The IRB Committees Confidentiaiy mUnclassified [Confidential [JHighly Confidential

o H >
Applied to

HESE
[ ]AIl units in the hospital

Al \'f\j_%\ .
I-,'EL I 1 #F @I.ﬂg .

CHEE AR ALR ¢

mOthers (Please specify): The IRB Committees

EN I MR RS TPy
Version| No. Pages Summary of Revisions of the Document Date of Implementation
A | 5 [#737 - Newly composed. 20140519
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This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”
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Revised the title of the protocol to “Human
Research/Clinical Trial Protocol.”
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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees”
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it 6.2~6.3°
2. Added “Certificate of Exemption from IRB Review”
and “Evaluation Form of Exemption from IRB
Review” for human research protocols in items 5.5,
5.7 and Appendices 6.2, 6.3.
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Replaced Appendix 6.2 Certificate of Exemption from
IRB Review
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Replaced Appendices 6.1, 6.3.
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Replaced Appendix 6.1, 6.2.
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1. The title of the document was revised.
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The original “The Flrst/Second IRB Committees”

was renamed “The IRB Committees”.
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IRB number was added the term of C: The Third IRB

Committee
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Replaced Appendices 6.1, 6.2, 6.3.
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1. The title of the document was revised.
2. &y AAHRPP R 2 232132 5.4.1 -
2. According to the recommendations of AAHRPP

(Association for the Accreditation of Human
Research Protection Program) was revised Item
5.4.1.

igrert it 6.1

Replaced Appendix 6.1.
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DeIZted the original Item 5.2.2.
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The wording of item 5.2.1 and item 5.3.1.1were revised.
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Replaced Appendix 6.1.
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*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

RIS EF R A
There is no need for review by other departments
or divisions.
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% The head of each processing unit is advised to provide comments before

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

(2026.04.10)



NS o 20 ~
% PR R B OF In
TaichungVeteransGeneralHospital

.

" B =X
2 12 g IRB-4 ¢ -1 £ 4.-2008 j AR A RES ZAREZ | page 1/8
Document Number |[RB-Regultions of Operation-2008| © - | SOP for Human Research Determmanon and Exempt R =

Title Review J K
Version
1.p 0
RERARAS LD AR WL ERFEAR G AL P
To%E (UTHAELE) foﬁ&l ) xﬁ@ 101 # 07 » 05 p ¥ ¥
F % 1010265075 &4 T {#@ 4 ﬂ%ﬁ:@ﬁg%ﬁy 4}@,55”7,‘
i#%]J FT:‘I;O
1. Purpose

The purpose of this SOP is to provide guidance for processing
protocols qualified for exemption from IRB review (also referred to
as “exempt review”), in accordance with “The Scope of Exemption
Categories for IRB Review” announced by Ministry of Health and
Welfare on 5 July 2012, pursuant to Wei-Shu-Yi-Zi No.
1010265075.

2.4 *
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2. Scope
Review Category: Exempt Review Protocols

3.4 < it

3. References
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3.1 According to Article 4, Paragraph 1 of Human Subjects
Research Act, “Human subject research (hereinafter
“research”): refers to research that involves obtaining,
investigating, analyzing, or using human specimens or an
individual person’s biological behavior, physiological,
psychological, genetic or medical information.”
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3.2 According to the letter of explanation issued by the Ministry of
Health and Welfare on 22 March 2012, pursuant to
Wei-Shu-Yi-Zi No. 1010064538, “[Human subjects research]
does not include research on social behaviors (i.e. studies
about interactions which occur when humans are in contact
with other humans or society) or social science (i.e. studies
involving observing, analyzing, and critiquing social
phenomena, culture, or the arts).”

33f Jﬁtl‘%%?’ﬂ‘ AHF13%*t 101 & 07 * 05 p fF¥ P? F % 1010265075
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3.3 “The Scope of Exemption Categories for IRB Review”
announced by Ministry of Health and Welfare on 5 July 2012,
pursuant to Wei-Shu-Yi-Zi No. 1010265075.

3.4 FrclafEa 45130 102 # 4 * 18 p fF¥ ?5 F % 1020270485
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3.4 Letter of clarification issued by the Ministry of Health and
Welfare on 18 April 2013, pursuant to Wei-Shu-Yi-Zi No.
1020270485, on items 3 and 5 of “The Scope of Exemption

Categories for IRB Review” (also referred to as the Scope of
Exempt Review).

4. L3 T
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4. Definition
None.
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5. Procedure
5.1 4. % % 4 325 42 ]

5.1 Flow Chart of Exempt Review
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Flow Chart P Relevant Documents
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ACCEpt_anFe of M esl,:]a:)ﬁ;rs Exempt Review Protocol/Exempt Review
Submissions Application Form/Protocol Submission Checklist
LEYFEI PRI AR E
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el Y i A Exempt Review Applic_ation _Form/
C %]; fi E"Nf ;;Taﬁﬁ Protocol and Abstract in Chinese/
onfirmation o Members Conflict of Interest Statement/

Submission

Confidentiality Statement/CVs/
Photocopies of Human Research Training
Certificates
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Decision on E . Human Subjects Research Act/Letter of
xecutive N . v
Exempt Review Secretary/ Clarification (Wei-Shu-Yi-Zi No.
(Vice) Chair 1020270485)/Application Form of Protocol for
Exempt Review/Evaluation Form of Exemption
v from IRB Review
, I R
3 3 ApE R iraig el
| f Certifi Staff AN
ssuance of Certificates Members Notification of Exempt Review Protocol/
¢ Certificate of Exemption from IRB Review
R EPR AL
Submission to IRB “'Staﬁﬁ € R &
Board Meeting Members/ Meeting Minutes
Attendees
AR LEFEEETTELR ]
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Staff Exempt Review Protocol/
Members Notification of Exempt Review Protocol/

Certificate of Exemption from IRB Review
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5.2 Acceptance of Submissions
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5.2.1 The principal investigator shall confirm that the protocol is
not human subjects research and submit the application
for exempt review in the PTMS system.

% o
5.2.2 After staff members have received the application, they

shall check if all documents are submitted according to the
“Protocol Submission Checkilist.”

523 A& ¥ AEHATTEI ML MM F o N P B
FFAEREHC

5.2.3 Staff members shall create an electronic folder in the IRB
protocol management system with a new IRB number and
relevant information in order to follow up on the progress of
review.

5 3 17— %Z 2 l'_ E—\!l\l
5.3 Confirmation of Submissions
5.3.1 k¥4 R AgsnT ATk m A

5.3.1 Staff members shall confirm the completeness of the
following documents:

5311 *#FELFE L% F3/PTMSY 51 -

5.3.1.1 Certificate of Exemption from IRB Review_/ Certificate
of PTMS.

53127 ~ & -
5.3.1.2 Abstract in Chinese
5313 83 F%k*E 3 -

5.3.1.3 Human Research/Clinical Trial Protocol
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5.3.1.4 Conflict of Interest Statement by the Principal

Investigator
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5.3.1.5 Confidentiality Statement by Research Member,
updated CVs and relevant proof of sufficient hours of
human research training.

BI32uyA AP HEF R G RR2 2 Wi FA4E o

5.3.2 Staff members shall notify the Pl to submit missing
documents.

5.3.3 fAscF A BRBA T RE > LI ER A B
wEn bR E R TR

5.3.3 Upon completion of the administrative review of protocol
submissions, staff members shall assign each protocol

submission with an IRB number and set up a designated
folder for all relevant files of the protocol.

& 5| ¥ - 5 Ey FZ v | %I L1-AB ER
Digit 1st 2nd 3rd & 4th 5th to 7th 8th
, 5% LR EE
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of the digit yp P category earor number IRB
submission .
Committee
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codes |S: 7§ &iTRE review A: The First
S: Collaboration with a IRB
company Committee
Cilepp Ay B: o
C: Research within ol WAQ % A
TCVGH Rg
N : B ﬁ?;’he Second
N: Research from the Committee
National Health
Research Institutes C: %= A fus=
(NHRI) T HmE b1
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5.4 Decision on Exempt Review
SALATF L AT HE ARXFFME LG -

5.4.1 Decision on whether an activity is research involving
human subject, and exempt review.

5411 FwFT~(B)1EL2 Az - BERHILTHE2
o
5.4.1.1 The Executive Secretary and the (Vice) Chair shall

make determination whether an activity involves
human subjects.

5412 FxF ~(@l) 224 Eiabz- " M?WH?L“;;J % 5 iz 4
o RAFWHALEAGFALATREERY T4
Fh e

5.4.1.2 The Executive Secretary and the (Vice) Chair shall
decide whether a protocol is qualified for exempt
review in accordance with Article 5 of “Human
Subjects Research Act” and “The Scope of Exemption

Categories for IRB Review” announced by the central
competent authority.

542 & 3 ’bﬁfﬁé 2 102 & 4 ¥ lSBfF%‘PE””M 1020270485
B0 [ 18 I"’%Eiﬁgﬁfﬁ"%@lzﬁ R HFEFEY 3R
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5.4.2 According to the letter of clarification on items 3 and 5 of
“The Scope of Exemption Categories for IRB Review”
issued by the central competent authority on 18 April 2013,
pursuant to Wei-Shu-Yi-Zi No. 1020270485, if the research
subjects are minors, prisoners, indigenous people,
pregnant women, or individuals with physical or mental
disabilities, the protocol shall not be in the “exempt review”

B
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5.4.3 The IRB of TCVGH has the final say on whether a protocol

is qualified for exemption from IRB review or not.
Protocols not qualified for exempt review shall be
submitted again for review.
55 % &
LELAZTERAE o RPEAAR TAE AT 2% 4
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5.5 Issuance of Certificates
After a protocol has been approved for exempt review, staff
members shall issue the “Notification of Exempt Review
Protocol” and “Certificate of Exemption from IRB Review.”
5.6 2~ €A
HEERETREAMTT
;‘1%9 1}'1’2 % °
5.6 Submission to IRB Board Meeting for Recordation
Protocols approved to be exempt from IRB reviews shall be
submitted to IRB board meetings for recordation.
7 % & i%F
AR BRppAeT RE > L L EG
5.7 Records Retention
Relevant personnel should keep all records carefully following
the guidelines below.
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Retention |Retention
Number Name of Document : :

Location Period

1 AT TR Y D IRB#*% | 3#
Exempt Review Application Form IRB Archive | 3 years

5 AR TR A GERAENS IRB 4% % 3 &
Certificate of Exemption from IRB Review IRB Archive | 3 years
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6. Appendices

6.1 Ay A% 33

6.1 Exempt Review Application Form
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6.2 Certificate of Exemption from IRB Review
6.3 4 E THABREALRER A, TRE
6.3 Evaluation Form of Exemption from IRB Review
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