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The organization creates detailed, written instructions in a

)

specific format to ensure uniform execution of a specific task.
These instructions outline all activities and actions taken to
achieve consistency in performing the function.

The purpose of SOPs and their associated checklists and
forms is to streamline the organization and documentation of
operations while upholding high standards of Good Clinical

Practice.

SR
REC Members

A EE Y RIS B EE Y
Reniesf 8 & ICH-GCP *FLEPE °
The research ethics committee consists of regular and
alternate members who are appointed in line with the ICH-
GCP guidelines. These individuals serve on the institute's
operational boards, fulfilling the requirements for REC
membership as specified in ICH GCP.

EREEER L (]
SOP Teams
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The committee consists of selected members and
administrative staff from the institute. They are responsible
for preparing, reviewing, and periodically revising the
institute's Standard Operating Procedures (SOPs).
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The institute provides an official collection of its standard
operating procedures (SOPs) in the form of printed
documents, accessible to all staff, IRB members, auditors, and
government inspectors. Each page of these SOPs bears an
official stamp and the signatures of the approving authorities.
Photocopies made from these official paper versions of the

SOPs are not considered as valid or official documents.
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SOP Historical Files
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A compilation of past official versions of a SOP, along with
the table of contents, relevant information about revisions,

and all preplanned deviations.

7. 54 2 gk

7.1. International Conference on Harmonization, Guidance on Good Clinical
Practice (ICH GCP)
7.2. World Health Organization, Operational Guidelines for Ethics Committees that

Review Biomedical Research, 2011.

7.3. International Ethical Guidelines for Biomedical Research Involving Human

Subjects, 2002.

7.4. Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and
Drug Administration, U.S. Government Printing Office via GPO Access

7.5. Significant Risk and Nonsignificant Risk Medical Device Studies, 2006
Information Sheet Guidance For IRBs, Clinical Investigators, and Sponsors
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Topic Topics/ Standard Operating Procedures SOP Code | Version Version
No. (SOPs) Date
e BHEFTRELR §ORETERE 2 R
1 Preparing Standard Operating Procedures (SOPs) and Guidelines for Research Ethics
Committee
BRTERAEZER-FhH IR
Writing, Reviewing, Distributing and Amending 12 Jul
1.1 SOP-01.1 02.1
Standard Operating Procedures for Research Ethics 2023
Committee
; Py GEAR G
Constituting a Research Ethic Committee
FLhEER €S 12 Jul
2.1 SOP-02.1 02.1
Constituting a REC 2023
[ S I A B Ao o
2o | FEIlE FRRWERRS sop022 | o021 | ‘2
Conﬂdentlallty / Conflict of Interest Agreements 2023
TLTREERE ELA A2 1 IFA | aRT IR 12 Jul
2.3 SOP-02.3 02.1
Tralnmg Personnel and REC Members 2023
PHFHE TS BARETENL 12 Jul
2.4 ‘ SOP-02.4 02.1
Select|on of Independent Consultants 2023
;’L‘n 'FW/—‘FPng #%‘"F—}F— 12 Jul
2. SOP-02.5 02.
> Consultation of Research Ethics 2.1 2023
3 A B A2
Initial Review Procedures
PHEEF R 12 Jul
3.0 | R SOP-03.1 02.1
Management of Protocol Submissions 2023
EF LA DR 12 Jul
. SOP-03.2 02.1
32 Use of Study Assessment Forms 2023
E%a 12 Jul
33 SOP-03.3 02.1
Expedited Review 2023
B I = 12 Jul
34 |77 SOP-03.4 02.1
Initial Review of Submitted Protocols 2023
FrEW  ATFRHATEEF DR 11
3.5 review of medical devices and new medical SOP-03.5 02.1 5023
technology trials
AMFETRILLE S A 12 Jul
3.6 T SOP-03.6 | 02.1
Exempt Review 2023
4 FEFORL - FEFREEE
Protocol Amendments, Continuing Review, and End of Study
T X2k ] 12 Jul
. SOP-04. .
41 Review of Protocol Amendments 4.1 02.1 2023
HEENE L 12 Jul
4.2 SOP-04.2 02.1
Review of Resubmitted Protocols 2023
FERE%RES A 12 Jul
4.3 SOP-04.3 02.1
Continuing Review of Study Protocols 2023
BRI WRI L DFR 12 1l
4.4 Review of Closure, Termination, Suspension, and SOP-04.4 02.1 5023
Withdrawal Reports
LR ] 12 Jul
4.3 Intervention in other submissions SOP-04.5 021 2023
5 (R Sait 3
Monitoring Protocol Implementation01.3
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51 | FHREmA RIS 013 4 sopos1 | o021 12 Jul
Non-Compliance/ Violation 01.3Intervention 2023
RIERFHY FiTE 12 Jul
5.2 TR SOP-05.2 02.1
Response to Participants’ Requests 2023
FrwREAR ¢t L REFAT VR 11l
53 Suspension or Termination of Clinical Research SOP-05.3 02.1 5023
Projects by the Research Ethics Committee
. ? AF i hE pE R
Monitoring and Evaluation of Adverse Events
BcE # 2 F £ (SAE)E 2 12 Jul
6.1 N SOP-06.1 02.1
Review of Serious Adverse Events (SAE) Reports 2023
7 2 E R
Site Monitoring
Frah 12 Jul
7. T SOP-07.1 02.1
! Site Monitoring Visit 2023
TREHRTREE X 2ERVEILEN 12 Jul
7.2 Date Safety Monitoring Plan and Date Safety SOP-07.2 02.1 2023
Monitoring Board
ERF W LLRpE R 12 Ju
7.3 TR ‘ SOP-07.3 01.1
Guidelines of Subject Informed Consent 2023
q wir B g B § RAAEE B Pl R
Preparation of Review Meeting Agenda and Communication Records
RAZEIT ~ §RARS & Rk & 12 1ul
8.1 Agenda Preparation, Meeting Procedures and SOP-08.1 02.1 5023
Minutes
Rk 12 Jul
82 |/ ! SOP-08.2 02.1
Emergency Meeting 2023
i e s 12 Jul
8.3 SOP-08.3 02.1
Communication Records 2023
. WEEE
Managing Study File
AR EME R 12 Jul
. SOP-09.1 02.
o1 Maintenance of Active Study File 2.1 2023
v kg E AR 12 Jul
. SOP-09.2 .
92 Archive and Retrieval of Documents 021 2023
v R IER 12 Jul
9.3 ’ SOP-09.3 02.1
Maintenance Confidentiality of REC’s Documents 2023
10 FLREE R €T
Evaluating a REC
e d 12 Jul
10.1 SOP-10.1 02.1
Audit and Inspection of the REC 2023
1 SO iR L2 R
Multi-center Trial
59 LRy 18 % B R
R A AL sop-11.1 | 02.1 12l
Management of Multi-center Trial 2023
N A L N o
11.2 | Management of Protocol Submission from Intuition SOP-11.2 02.1 2023
without Functional REC
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