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SOP Code

CGMH/IRB SOP

Preparing Standard Operating Procedures (SOPs) and Guidelines for
Institutional review boards # & * #8325 (i532)4 A ¢ iR E T E 42 R

LR

SOP/001

Writing, Reviewing, Distributing and Amending Standard Operating

Procedures for Institutional Review Boards
ARG EL R €HREITERAEZ FI572 BiTyRE

Constituting an Institutional review board
FEEAMBER(GE)LA ¢

SOP/002

Constituting an IRB
LR gz e

SOP/003

Confidentiality / Conflict of Interest Agreements
FRfrf iR e ey 2ERETLRE

SOP/004

Training Personnel and IRB Members
CHAETARE LR KT R (A A

SOP/005

Resignation, Disqualification, Replacement of Members & Appointment

of Independent Consultant
LR BR S P R ITE R D2 R B RIS E SR

Initial Review Procedures 4~ % #2 5

SOP/006

Management of Protocol Submissions
PhEEREE

SOP/007

Classification of Protocols Procedure
FEFLEFHEEELER

SOP/008

Assignment of Reviewers
Tk i et

SOP/009

IRB Review Guidelines
AMRRGIEL R €F AL TERA

SOP/010

Use of Study Assessment Forms
ERALRL AR

SOP/011

Expedited Review i % & %

SOP/012

Initial Review of Submitted Protocols :* & % w4~ %
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SOP Code

CGMH/IRB SOP

Protocol Amendments, Continuing Review, and End of Study

PHEER L FEFELBS

SOP/013

Review of Protocol Amendments
PR RLE S

SOP/014

Review of Resubmitted Protocols
FEATF LR

SOP/015

Continuing Review of Study Protocols
EHF AARS

SOP/016

Review of Final Reports
BEELF A

Monitoring Protocol Implementation
i i g R

SOP/017

Intervention in Protocol Non-Compliance
3BT R TR AR

SOP/018

Management of Study Termination
FEEE M R

Monitoring and Evaluation of SAE
B L% 2E RIE TR

SOP/019

Review Procedure of SAE ,Safety Reports and Unanticipated Problems

FEF AR ETELX 2PRLZAGFH P RUFHRFEERAS

Site Visit § » £ ip|

SOP/020

Site Visit Procedure
PR TERE

Preparation of Review Meeting Agenda and Communication Records

doie B H  RIRARL I e

SOP/021

Agenda Preparation, Meeting Procedures and Minutes
ERMAERFITERE

SOP/022

Communication Records
RN e ? L T

Managing Study Files 4§ % ¢ 1=

SOP/023

Maintenance of Active Study Files
AR AR AERETERR
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SOP Code

CGMH/IRB SOP

SOP/024

Archive and Retrieval of Documents
T iR HARERTEER

SOP/025

Maintaining Confidentiality of IRB’s Documents
i TR R A B

Response to Participant’s and Research Team’s Requests 3534 g2

SOP/026

Response to Participant’s and Research Team’s Requests
FEST-ELR N

Signing and Managing the Informed Consent Form F 2. % & ¥ %

:g'::—

SOP/027

Signing and Managing the Informed Consent Form
FAEEFE FREECEAR

Conflict of Interest Management 1 ¥ % ¢ 1=

SOP/028

Clinical Research Conflict of Interest Management
Rk L E RN RE ek 2 R TERE
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