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This version was converted from “Version 5.4 of the
Standard Operating Procedure of the Human
Research Committee.”
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The version of “Regulations on Human Trials” was
updated in reference item 3.2.
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document was reviewed again on 17 May 2019 and no
revision was needed.
E |10 |25~ > # 315" &5k aipk itk X ER (109 20210528

#£087 28pigE)e _
Updated reference 3.1 into “the Regulations for Good
Clinical Practice (amended on 28 August 2020).”
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1. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees.”
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% Changing, marking, or copying controlled documents without permission is

prohibited.

*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 o
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 guidelines for managing,
distributing, and maintaining documents related to protocols
approved by the IRB. The SOP also gives instructions for

document retention, viewing and copying, and for destruction of
copies.
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2. Scope
This SOP applies to all protocol records and related documents
retained and maintained by the IRB.
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3. References
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3.1 According to Article 29 of the Regulations for Good Clinical
Practice (amended on 28 August 2020), “The Ethics
Committee should retain written procedures, membership lists,
lists of occupations/affiliations of members, submitted
documents, minutes of meetings, correspondence and any

other relevant records for a period of at least 3 years after
completion of the trial and make them available upon request
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3.2 According to Article 10 of the Regulations on Human Trials
(amended on 14 April 2016 and promulgated by the Ministry of
Health and Welfare, pursuant to Wei-Bu-Yi-Zi No.
1051662154), “The Review Board shall preserve the relevant
documentation, such as Human Trial proposal, meeting
minutes, or audit records for at least three(3) years after the
completion of Human Trial.”
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4. Definitions

4.1 HhE =~ it

4.1 Documents
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Documents may include but are not limited to the following
items, and may be in any format: printed or written copies,

photocopies, e-mail, fax, video or audio recordings, electronic
files, etc.
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4.1.1 Protocols and related files (e.g. case reports, ICF, daily

journal, scientific documents, reports, records, comments
by expert consultants or reviewers).
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4.1.2 Documents related to the IRB Committees (standardized

documents, meetings minutes, recommendations and
resolutions).
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5. Procedure
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5.1 Flow Chart of Document Management
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Flow Chart P P Relevant Documents
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Acceptance of applicati@ ESaRN. - -
< and docurments Staff Members List of protocols/IRB project
management system/PTMS
v system
e R ) _
Return of duplicate KyEL R EAF v
documents Staff Members Duplicate documents

A
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Document retention and
maintenance

RyEL R
Staff Members

WEEARENE AL
Personnel control record for
IRB Archive

\ 4
FEERZ B
Request for viewing or
copying documents

AyEL B
Staff Members

TEARL/ R L
Application for
documents/Application for
copying documents

A
Destruction of expired
documents

RyEL R
Staff Members

£l S
List of destroyed documents

\ 4

Records retention

AyEL B
Staff Members
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5.2 Acceptance of applications and documents
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The staff member should verify that submitted documents are
complete and accurate when receiving applications. If the
applications are confirmed to be complete and accurate, the
staff member should then record the documents in relevant list
of protocols, IRB project management system, or PTMS
system.

521 #1344 o

5.2.1 New protocol.

522% 4733 -

5.2.2 Protocol under review.
5234 7¢ 3% o

5.2.3 Study in progress.
524 2%z % o

7

5.2.4 Closed study
525 e B ok R g 6B~ L F L H.
5.2.5 Administrative documents, e.g. IRB meeting minutes, list of
IRB members....
53E4 > *iFd
5.3 Return of duplicate documents
AR R R AR AR EEREH Y &9t
AFEAL

If the staff member discovers duplicate documents when
reviewing applications and submitted documents, the
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5.4 Document retention and maintenance

duplicates should be returned to the PI.

AP R BB RAT LR AR B I E
The staff member should retain and maintain documents
following the guidelines below.
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5.4.1 Related administrative documents should be stored in
appropriate file cabinets.
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5.4.2 Access to the archive should be monitored and controlled.
No personnel should be allowed to enter the IRB Archive
except staff members. Staff members should fill in the

form of “Personnel Control Record for IRB Archive” while
entering or exiting the IRB Archive.

5A3HEERREEE L N R -

5.4.3 The Archive should be equipped with a fire detection and
fire protection system.

544 F T F M BIEd A3k T g TR BEF LGP
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5.4.4 Electronic files should be set to back up automatically in a

cloud database every time a file is modified. Accounts
and passwords should be set to control access to the files.

55 % B EZ B E
5.5 Request for viewing or copying documents

551f%HE
5.5.1 Request for viewing documents
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5.5.1.1 IRB members, reviewers, or Pl may request to view
IRB documents if needed by filling in the “Application
for Viewing Documents.” Only documents related to
relevant protocols may be requested for viewing after
the approval of the (Vice) Chair.
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5.5.1.2 The staff member should find the storage location and
retrieve the documents listed on the “Application for

Viewing Documents,” and sign and date the
“Application for Viewing Documents.”

5513 KA A RERARA WAL A ez P 4R > ¥ 7
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5.5.1.3 The staff member should require the person
requesting to view the documents to view the
documents in the IRB Office. No photocopies or
duplicates should be made in any format during the

viewing. The documents should be returned to the
staff member after viewing.

55.1.4 ifthe kppt R #NR > BT HARE > Bhs 2
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5.5.1.4 After the documents are returned to the staff member,
the staff member should put the documents back to

the original file cabinets, sign and date the “Application
for Viewing Documents,” and lock the file cabinets.

5.5.1.5 %’”ﬁ HueBFARAFZ R FUEBEREEEH T4
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5.5.1.5 If a special request is made to view documents, the
request should be processed on a case-by-case basis
following the instructions of the Chair.

55.2 @& g
5.5.2 Request for copying documents
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5.5.2.1 Photocopies of documents, including first drafts and
follow-up amended versions, should be handled as
classified documents and should not be disclosed to
the public.
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5.5.2.2 The Pl may request to copy documents if needed. An
“Application for Copying Documents” should be filled
in and submitted. Only documents related to the
study conducted by the PI may be requested to be
copied with the approval of the (Vice) Chair.
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5.5.2.3 The staff member should find the storage location and
retrieve the documents listed on the “Application for
Copying Documents,” and sign and date the
“Application for Copying Documents.”

55245 () it A2 34407 e BT 4

5.5.2.4 Reviewers assigned by the (Vice) Chair may request
copies of documents.
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5.5.2.5 The staff members are authorized to photocopy

documents.
5528 F 1 £ AR ER N SR IS R R R
T 7R

5.5.2.6 If a special request is made to photocopy documents,
the request should be processed on a case-by-case
basis following the instructions of the Chair.

553 k7t Alp#Y i 2 T2 a4 2 T2 2@erd g4
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5.5.3 The staff member should make a photocopy of the
“Application for Viewing Documents” and the “Application
for Copying Documents” and place the photocopy in the

folder of each requested document in order to keep a
record of the documents being viewed or copied.

5.6 iEHp 1% & 4

5.6 Destruction of expired documents
AR E R L 2 B kyEA R TR D EY 2 Y 5iF
' FPie A o
The staff member may propose to destroy documents which
have passed the time limit for records retention. The expired

documents may be destroyed after being approved by the staff
member’s supervisor.

7 % iR
5.7 Records Retention
AR AR BiRpdeT e KL g L9 ke o
Relevant personnel should keep all records carefully following
the guidelines below.
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No. Name of Document Retention Location | Retention Period
g _,Q ? %/ :lyl 55 1 L, ' ;
1 | Personnel Control Record for IRB :
) IRB Archive 3 years
Archive
R R
5 |7 AR 4 IRB %2 % At least 3 years
Application for Viewing Documents IRB Archive after the trial is
closed
WERE RS 3
g | T REEY A IRB 7%= % At least 3 years
Application for Copying Documents IRB Archive after the trial is
closed
6. i+

6. Appendices
6.Lik% s A Rt ¥ 44 —
6.1 Personnel Control Record for IRB Archive
6.2 B R4

6.2 Application for Viewing Documents
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6.3 Application for Copying Documents




