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E | 4 ##HFEE2AMETIHELGRETEEP S - 20170709
Replaced Appendix 6.2 Certificate of Exemption from
IRB Review




FE L N
Taichung Veterans General Hospital
ARSI S T SN AR - S
Record of Composition and Revisions of Controlled Documents
L AR R EXT U LY
SOP for Human Research Determination and
Exempt Review

2 e | IRB-& €-1 17§ 3-2008 | < LAL
Document Number | IRB-Regulations of Operation-2008 Title

S . A S )

CRE R weremgadig | DM agw Ome DEgw

Composed The IRB Committees Level of mUnclassified []Confidential [JHighly Confidential
by Confidentiality i

HESES

i¢ * H = |[_]All units in the hospital

Appliedto (mH s » 2T @ AT RREF AL §
mOthers (Please specify): The IRB Committees

R T i TIPS %5 p Y
Version|No. Pages Summary of Revisions of the Document Date of Implementation
F| 8 [##&%261-63¢- 20181026

Replaced Appendices 6.1, 6.3.

G| 8 |zt 6.1-6.2¢ 20201117
Replaced Appendix 6.1, 6.2.

H| 8 |1 L~ & tfi- 20220920

1. The title of the document was revised.
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% Changing, marking, or copying controlled documents without permission is
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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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There is no need for review by other departments
or divisions.
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>.<The head of each processing unit is advised to provide comments before
signing/stamping to approve. If needed, it is recommended that the head
of each processing unit discuss with the unit that made the SOP.
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1. Purpose
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.
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2. Scope
Review Category: Exempt Review Protocols
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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).”
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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.
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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).
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5. Procedure
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5.1 Flow Chart of Exempt Review
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Decision on Executive Human Subjects Research Act/Letter of
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(Vice) Chair 1020270485)/Application Form of Protocol for
Exempt Review/Evaluation Form of Exemption
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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
human subjects research and submit the application for
exempt review.

522 ir TAMAETFELFY FF o A FAEFDT A (4
MPIFALFEFE 232 328 T Rfa)e
5.2.2 The principal investigator shall prepare an original copy of
the required documents following the instructions on the
“‘Exempt Review Application Form” (The submitted

documents will not be returned to the Pl. The PI shall
keep a copy for her/his records).

523 d KypA LI > ik TEF2 Ehrd | PHYEALTA
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5.2.3 After staff members have received the application, they
shall check if all documents are submitted according to the
“Protocol Submission Checklist.”

5.24% Mg B F AT A FMELEAAM P F 0 M P (S
7 F BiEREH

5.2.4 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.

53 %~ Fm

5.3 Confirmation of Submissions
531 &yet BAEn™ ATkl 2 A

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

5311+ 'E_QEH ;L“ ;J—%. % % v ;%_%, .
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5.3.1.1 Certificate of Exemption from IRB Review
53127 v & -

5.3.1.2 Abstract in Chinese
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5.3.1.3 Human Research/Clinical Trial Protocol
5314 FaiF A fliwwhHpd o

5.3.1.4 Conflict of Interest Statement by the Principal
Investigator

53157 xR B EP LT - EMBHETAAMET A KT
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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.
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5.3.2 Staff members shall notify the Pl to submit missing
documents.

5.3.3 fF5cE GRS o Bk EAeT R B3 P hE AL B
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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.

B R

75 5| ¥ - 75 gy 2 I ] $713-74 5 NG
Digit 1st 2nd 3rd & 4th 5th to 7th 8th
cx ok 2 i o Rl
S ] S p % hAS PN TS &/ Fatf ¢
Meaning T e of\ rotocol Review Vi — ¢ Serial Ko
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Committee
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codes [S: 3 & TRE review A: The First
S: Collaboration with a IRB
company Committee
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5.4 Decision on Exempt Review
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5.4.1 Decision on whether an activity is research involving
human subject, and exempt review.

5411%ﬁm (B AEE AT -FEBETHE A ER
B E sl
5.4.1.1 The Executive Secretary and the (Vice) Chair shall

make determination whether an activity involves
human subjects.

54128 Fawd ~(®) 222 AR TAHMFALE | 50522
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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.
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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”
iIssued 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”
category.

5A3 AR T THALGKREFALAEF L ) F) (2%
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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.

LEAZTRR RS o KPEARR: TLEARET 2% 3
LR4FE2 2 TARFIPELREFERP T
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~ gHRETEH
HEARL TAEAMETGRFALRE o ARF f i
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.

57 Db‘li[}
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5.7 Records Retention
Relevant personnel should keep all records carefully following
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6. Appendices
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6.1 Exempt Review Application Form
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6.3 Evaluation Form of Exemption from IRB Review




