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This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”
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1. The original “Human Research Committee” was
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5.1 Flow Chart.
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1. The original “The First/Second IRB Committees”
was renamed “The IRB Committees”.
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1. Purpose
The purpose of this SOP is to provide guidelines for the review and
coordination of TCVGH-IRB multicenter studies.
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2. Scope

kR M h A W2 gt AFERAET o

This SOP applies to the review, communication and management
of multicenter studies reviewed and approved by TCVGH-IRB or
confirmed by TCVGH-IRB after having been approved by another
IRB.
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3. References
None.
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4. Definitions
None.
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5. Procedure
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5.1 Flow Chart for Communication in Multicenter Studies
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52 5¢ wH T HZBET
5.2 Responsibilities of Multicenter Studies
521z F i1
5.2.1 Principal Investigator:
(I T ERELAD RS S NS LN N £
AR
In addition to the standard duties, depending on the nature
of the study, additional special attention is required:

5211 BR& 3 ++4 ¢
5.2.1.1 Transnational research studies:
Q¥R R F Y R L RPN X RFAPR AR L L
a. For foreign subjects, the protection provided should be
the same as subjects in Taiwan.
bRFFELRBBEFF R E LT 2 ELHEAAE > W FF
B o
b. The study should be conducted in accordance with the
regulations of respective countries and proper respect
given in compliance with their social and cultural
backgrounds.
5.2.1.2 5 44 & (iR k% &
5.2.1.2 Multicenter Studies:
AFEFFEF T2 AU BEEF L FET TR L 2 AP B
e ER Lo

a. Ensure that other institutions and researchers involved in
the study comply with the protocol and related ethical and
legal regulations.

biFSeFms > U F ae @RI B 282 2%
AL FEARE A

b. Before the start of study, the assignment of respective
responsibilities, and coordination among principal
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investigators/institutes should be determined in writing.

Clsteis &t FEBHE G MiZF&HR =< ;é—% S 24 (8
FoHEREAL AT R2ZAFIRL PP AR
BRI RLI)LE

c. Communication should be strengthened among joint
investigators regarding the protection of study subjects
(including unanticipated problems with risks on subjects
or other persons), interim results of study, changes to the
protocol etc.

522 W T K FALE ¢

5.2.2 Institutional Review Board
LHELE-BETVRLIRETAE D FHPAL
The Committee’s responsibilities are the same as those in

reviewing ordinary research applications, it should also
pay attention to the following conditions:

5221 BR& 34 ¢
5.2.2.1 Transnational research studies:
Ay BRI S EERL SN
a. Consider the rationale for choosing the foreign
participating institutes.
by EF+ W22 4 RTEAE VFR > mFERP b2 2
R R TR FALR ik o
b. Consider respective countries' laws/regulations, social

and cultural backgrounds and ensure that subjects at
home and abroad receive the same protection.

5222 S s TRARRVE BT EFEFT L8 LK
AT R IR ARR R

5.2.2.2 Multicenter Studies: should consider whether all

subjects participating in the study are protected to the
same extent.

5357 wHEi EL RS
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5.3 Review of Multicenter Studies:
AERERFEBE Y RN T A8
IRB should address the following issues in the review:

53LE/AFP F & (P LAT T H2 fIL o

5.3.1 How reasonable it is to choose the local and foreign
investigators/institutes for the joint study.

532 F M F AT EIRP Y B2 ERP R Lo

5.3.2 Whether the contents of the study protocol fit in with the
cultural and legal norms of the participating countries.

533FHkFA T2 w A FHHETRPRFEI 2 A FLBGFPHY
R NFRERFECZAFAILTEG BEERES
ZFFAFATR MREERREKR - R o

5.3.3 Before the start of study, whether supervisors of the
participating units are properly trained, or whether the
moderators of the execution units are sufficiently qualified
in accordance with the respective country's laws and

regulations to ensure the consistent execution of the study
protocol.

534 #HF T E b e AP T TR EZ 2HIE R E
(Date Safety and Monitoring Plan, DSMP) ¢ = = F g2 %
> ¥y LR L B ¢ (Date Safety and Monitoring Board,
DSMB) > Az i 38 2% 2 ©

5.3.4 Install the appropriate Data Safety Monitoring Program

(DSMP) or the Data Safety and Monitoring Board (DSMB)
to ensure safety and protect subjects from risks.

535 HFFHE AMPERLIAEF P L THZIHAF -
5.3.5 Whether there are any other IRBs objects to the study
protocol.

536 T AL AR FR L - ERE a2 I AL
WyEE ET0M o

5.3.6 Whether measures are reasonable to handle complaints of
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participating subjects, legal violations of study, and
unanticipated problems that cause hazards.

5.3.7 WX F il L4224 -

5.3.7 Whether the subject informed consent forms are properly
obtained.

5387F ML ¥ Rz MM ELTALE & -

5.3.8 Whether information about subject protection is properly
managed.

539 AFRFEF LAY CARALE  REF AP HLIF
A LA W

5.3.9 Whether a dedicated coordinating center or coordinator is
assigned to manage the joint study.

5 4 ;? IE.» S I—- 3’}3 }{é
5.4 Discovery of Issues or Concerns

SAiééupi¢é@L*wﬂﬁﬁw%7piwﬁﬂﬁﬂﬁ*
J\%?E‘:u ‘?I%?flw ?Pm;‘_:<hl‘r£#grﬁ§7 ?g *]:,;,g
2B i o

5.4.1 Issues or concerns may be raised by any research center
listed in the submission documents of a multicenter study
protocol. The research centers involved may include
domestic medical centers, teaching hospitals, relevant

university departments or schools, relevant associations or
academic institutions.

5.42% 5% w3 A P ERGEER CKET LR B
EHG AP 2 B E B DRG] 6 %
Pl RARRM AL FaF P wm R R o

5.4.2 Communication for a multicenter study should take place
when issues or concerns are raised during the process of
protocol review, research implementation and monitoring,
protocol amendment, continuing review or research
extension, or when a serious adverse event or an incident
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of protocol deviation occurs.
55 MBI ok
5.5 Communication Log
51 HM PN AN Sy s BE 2 I

5.5.1 Communication among research centers involved in a
multicenter study should be done by official written
correspondence, telephone, fax, or e-mail.

552N F 3 @il s B R LN s e NRTEL A

ﬁjﬁr\-t IED}%; °

5.5.2 The content of communication should not invade personal
privacy. All communication should be logged for future
monitoring and follow-up.

553wérph ZREIFHEAPH/IFEF -y drem 43
B~ R R AR R AFALL MR »Hiwé
Adb LR N E R g (R FEE )P 7
R~ THEALL

5.5.3 The communication log should include the following items:
Date and time of communication, TCVGH-IRB number,
protocol number, protocol title, Pl from TCVGH, contact
persons from involved trial centers and their contact

methods (address, telephone number, e-mail address),
summary of communication, and the person writing the

log.
5.6 % ~ €3k L it
5.6 IRB Board Meeting Discussion
SEPER S g PARE o d xR T IT AR AGR o
If necessary, the communication log may be presented in an
IRB board meeting for discussion and resolution.
5.7 HFis §i7aciv ¥
5.7 Follow-Up Administrative Procedure
Fhgiikd (B) AL fdpr o APEC S A gL (T
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Based on the resolution from the IRB meeting or instructions
by the (Vice) Chair, the staff member or an IRB member may
contact the IRB of another research center involved in the
study for further communication. If needed, TCVGH-IRB
should respond to inquiries made by the IRB of another
involved trial center.

5.8 & &xi% 13
5.8 Records Retention
58182 > UL AMFRTHALT AT OMFTER LB
B AGE -
5.8.1 The original copy of the communication log should be filed
in the same folder where the protocol documents are kept.

Photocopies may be made and filed in other folders based
on actual needs.

5.8.2 1Ak 4 B ik ¥hdoT RE > L X FF £ IE K Ao

5.8.2 Relevant personnel should keep all records carefully
following the guidelines below.
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Number Name of Document Retention Location Retention Period
RNV R il B SO Yo o HHRELIS 3 #
o IRB # % %
1 Communication Log for IRB Archive At least 3 years after
Multicenter Studies the trial is closed
6.+ i+
6. Appendix

6.1 3¢ w3 aphl i K

6.1 Communication Log for Multicenter Studies




