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SOP Code JAH/IRB SOP
Preparing Standard Operating Procedures (SOPs) and Guidelines for Institutional
review boards
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SOP/001 Writing, Reviewing, Distributing and Amending Standard Operating

Procedures for Institutional Review Boards

AR LRI R G R T AR A 2 132 B iR
Constituting an Institutional review board
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SOP/002 Constituting an IRB
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SOP/003 Confidentiality / Conflict of Interest Agreements
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SOP/004 Training Personnel and IRB Members
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SOP/005 Resignation, Disqualification, Replacement of Members &

Appointment of Independent Consultant
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Initial Review Procedures 7~ # #2 /%

SOP/006 Management of Protocol Submissions  :+ 4 2 5% ¢ 12
SOP/007 Classification of Protocols Procedure % i+ % # j#4f

SOP/008 Assignment of Reviewers %

SOP/009 IRB Review Guidelines « ##7 6124 B € % & &2 (T X % 4f
SOP/010 Use of Study Assessment Forms AEF LR LA SRR
SOP/011 Expedited Review i % % &

SOP/012 Initial Review of Submitted Protocols % % %~ %

Protocol Amendments, Continuing Review, and End of Study
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SOP/013 Review of  Protocol Amendments 4 %72 %{ % %
SOP Code JAH/IRB SOP

SOP/014 Review of Resubmitted Protocols -4 4 i % & 427

SOP/015 Continuing Review of Study Protocols  :if g% % 42 5

SOP/016 Review of Final Reports ‘& %44 % 3

Monitoring Protocol Implementation  # 3° 3+ Z #7715 7/

SOP/017 Intervention in Protocol Non-Compliance #= % 7 1 3 KE 2 Ege

SOP/018 Management of Study Termination 33 #7i% ~ ¥ b 2 Jrk 4 1@

Monitoring and Evaluation of SAE g & 7 2 X & 1% p| % 320
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SOP/019 Review Procedure of SAE ,Safety Reports and Unanticipated Problems
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Site Visit 7+ F#/
SOP/020 | Site Visit Procedure  § # £+

Preparation of Review Meeting Agenda and Communication Records
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SOP/021 Agenda Preparation, Meeting Procedures and Minutes ¢ 3% 34 {7
SOP/022 Communication Records % ¢ «wfz 33+ 4 #1882 %30

Managing Study Files ## # 12

SOP/023 Maintenance of Active Study Files & # 3+ 4 4% % @
SOP/024 Archive and Retrieval of Documents < ¢ ¢hi% g B R
SOP/025

Maintaining Confidentiality of IRB’sDocuments < i {& % i %

Response to Participant’s and Research Team’s Requests %79 /&2

SOP/026

Response to Participant’s and Research Team’s Requests
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Signing and Managing the Informed Consent Form F & Z & # * # 12

SOP/027

Signing and Managing the Informed Consent Form
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Conflict of Interest Management 7|z # % g 72

SOP/028

Clinical Research Conflict of Interest Management
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Compassionate Use
FrHsmHs H3ER2 I

E'i%t

ikt




== AT ARLR ¢ e 001
1= @ZI%A\ 5% B W SR A . . . . .
* 7 oW om Jen-Ai Hospital Institutional Review Board IS 02.0
AR AR IR TRALA 2 ISR BiTR2 W | 2024/12/01
kT g B AT = " g ‘ 2] 024/12/0
Writing, Reviewing, Distributing and Amending Standard T Page 6 of 6
Operating Procedures for Institutional Review Boards g &

4., tmp) g

S
/:%%g:}%ﬁlﬂl@/z.& J\g’:'é%ﬁ%

XXX TR
P e
(f k2 P QL3 infeenp o)
i P
(B 3 Az g * o)
H
(2 3F R AR Ap b 4 | 2
E
(ff & mp g v qe
;‘ME%]

a ﬁ—‘/]a‘ '%'L )
ERT D

B A

R e A )

ERY iﬁ%@%‘*&“
(LEL B2 PP AL ESLLz pY)

)

» AF02-001/02.0



