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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees”
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2. The list of relevant documents was revised in item

5.1 Flow Chart.
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According to the regulations by TCVGH, this
document was reviewed again on 3 July 2017 and no
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1. Rewsed the title to be “SOP for Management in
Multicenter Studies”.
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2. Added responsibilities of multi-center studies in
item 5.2.
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3. Added review process of multi-center studies in
item 5.3.
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4. Changed item numbers 5.2-5.6 to 5.4-5.8.




xR ﬁ;«? 3
Veterans General Hospital
54 2 2 o B A & & £

Record of Composition and Revisions of Controlled Documents

o - o " (AN S X BN N
% i 5 | IRB-4 -1 fFF 2204 | ~ % 2 ’ Ly aF i
Document Nuizer IRB-ReguIa%ions of Ojeration-2024 Titlg a SOP for Managﬁ::ﬁ:;in Multicenter
{?Tiﬁ f%' Y 7T ﬁ&%%& 51 O 2 14 2% R
composed | £Th7eL ﬁE”ézm%m.ﬁf L el mélas%ified %ﬁﬁﬁentim%ﬁffcﬁﬁdential
by Confidentiality
E3 &
ig * H = |[_JAll units in the hospital
Appliedto |EH i > F52ip @ A M REGFALE §
B Other (Please specify): The IRB Committees
Bt R T IR Fep
Version |No. Page Summary of Revisions of the Document Date of Implementation
D 8 |EAF=z »>02021 # 03" 25 p £ 378 4L 2= & > | 20190527
NFRRRRT o
Complied with the regulations of TCVGH, this
document was to be re-examined on 25 March, 2021,
and the content did not need to be revised.
E 8 1.@'7F“‘—/—u&m*’m%ﬁiﬁgﬁza’zé " 4120230420
Wy hE2satf €
1. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees”.
2. ®#FE 6.1
2. Replaced Appendix 6.1.
E | 8 A7 32025047 20 p €372 ~< 2 > | 20230420
NE RGBT
Complied with the regulations of TCVGH, this
document was to be re-examined on 20 April, 2025,
and the content did not need to be revised.
T R ERE i
Composed/ RewsedlDeIeted Rewewed Approved
A e mER AR
P2 % e g2 | A g2t SOP g 12¥
KH T 22 W p F ek et B L L
A2 KM G B ATR A s AAFFF 5 SOP g7 it v e p 76

%k Changing, marking, or copying controlled documents without permission is

prohibited.
% The latest version of this document in the Knowledge Management System (KMS)

takes precedence.
approved and stamped by the SOP Administrative Center.

permission is strictly prohibited.

Distribution of hard copies of this document must be
Copying without

2025.07.04



g NS 2
e LN S N X ? E3
o

Taichung Veterans General spital

AR YRR

Review Form of Composition and Revisions of Controlled Documents

% % 45k IRB-A §-1 (7§ 2-2024| < i LAL FR TR R RARS S
Document Number IRB-Regulations of Operation-2024 Title SOP for Management in Multicenter Studies
g;r"ﬁ‘:_%fii I ) gfr’%&fnzﬁvg
Processing Unit Review Comments Head of Processing Unit

REEIFEF L
There is no need for review by other departments or]
divisions.

,_:1_92 gﬁﬁ >~

FAPFARALPE R REPEFEIRETTIH R o

><The head of each processing unit is advised to provide comments before

signing/stamping to approve.

processing unit discuss with the unit that made the SOP.

If needed, it is recommended that the head of each



NS = 4R 3 ~
;?’;_ PooE R B EE 3
o

Taichung Veterans General spital

—_

RN
© i g RB-4¢-1 7 4204 YT E R REAER S Page 18

e
Document Number|  1RB -Regulations of Operafion-2024 ‘%je SOP for Management in Multicenter Studieg < =% E
Version

Te

D Fe
~

N

1.9
LR ABRAMP T GREALIAE P P AR AR A
2 G - PR BT AEEERT -

1. Purpose
The purpose of this SOP is to provide guidelines for the review and
coordination of TCVGH-IRB multicenter studies.

2.4 * - TF

2. Scope
CARRAMAETREF AL EF AN EREEZ F Y TR
2F MehF A~ EE B IR AEREET 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

it 8 TR =
Flow Chart Responsible Personnel Relevant Documents 5
: e < g R/
7 2 {4 N =
Doy of (f) 1= LR g | 5SSEEiEY TR
58168 OF Cglcems Meeting Resolutions/ Submission Documents of
Instructions by the (Vice) Multicenter Study Protocol
v Chair
Communication log Staff or IRB Members Communication Log for
Multicenter Studies
A 4
B gHEHH RERET/ (B LEL R
IRB board meeting Executive Secretary/
discussion (Vice) Chair

y
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—» Follow-up administrative
procedure
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Staff Members
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Records retention Staff Members
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5.2 Responsibilities of Multicenter Studies
521 F i 4F 4
5.2.1 Principal Investigator:
(RIS ERECED TEE N NS LN N 1
AR
In addition to the standard duties, depending on the nature
of the study, additional special attention is required:

5211 BRF T4 ¢
5.2.1.1 Transnational research studies:
aH TR R FE R/ ELRP L FH AR AR 2L FR
a. For foreign subjects, the protection provided should be
the same as subjects in Taiwan.
bRAFTRFEEF R RTE2EEHL e~ 1 F
8o

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.

5212 S & TTRAEHR T F
5.2.1.2 Multicenter Studies:
R S R E S SRl R R ] R

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

bipsE o - U F a e RRmiiFL 2 H U S 25
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.
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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 F AL H ¢
5.2.2 Institutional Review Board
BFLE- BTV RIRTAAR O 2 FEAAL
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& T 4 ¢
5.2.2.1 Transnational research studies:
.y B WAL BER L S
a. Consider the rationale for choosing the foreign
participating institutes.
by EFFRLZLRTEIAEY PFF > mERP P X
Ea Rk ki FALR i o
b. Consider respective countries' laws/regulations, social

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

5222 Pt TTRAEFHKYE BT R AL E LR
AT R TP R ARR iR

5.2.2.2 Multicenter Studies: should consider whether all

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

5357 wHEiy ELEE
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5.3 Review of Multicenter Studies:
AEREFEF AL RNT A8
IRB should address the following issues in the review:

.31 E/BN b & B K L £

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

S32FFPNFEATETHP 2 B ER PR Ko

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

533 FHkFA T2 w » A FHHETRPRFE 2 A FLBGFPHY
AR AFRAEHNFECZ AFALTE G PEGREZE S
ZFFAFATR MREERER - R

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 ¥ LR b % AP FHTHEL 2 HHRE R R
(Date Safety and Monitoring Plan, DSMP) ¢ = = 34 &2 %
> ¥y ¥ B£ R ¢ (Date Safety and Monitoring Board,
DSMB) > A8 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.

535EFFELAMBERLIAE AR R LT RZAF -

5.3.5 Whether there are any other IRBs objects to the study
protocol.

536 T+ AL ARFFR L - ERE G a2 I AL
I_W;_;’%j* £ 10 .k}_ o

er/_—_

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 B~ X EH SolFe R AR ST o

5.3.7 Whether the subject informed consent forms are properly
obtained.

538 M@y Rl M FRFALT 3 -

5.3.8 Whether information about subject protection is properly
managed.

539 LFUFEF 2N SR RB AR KL F EHHELE
EilEANE o) AC W R

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

54 FRExERR
5.4 Discovery of Issues or Concerns
54157 IR FEFY REAM AT BHERREAN &
*%?ﬂw‘ﬁng CFRI G TEAPELT § g
=8 s
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.

542 % 3P IV EF A ENGEER KL LF B
EHF AR FH 2 B3R BT RGBS H B R
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.
5.5 HU ML Z ek
5.5 Communication Log
551 >N 502 &~ BE R FFEE o

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

BS2HE PN F A EHE B AEF > RIS N LY
i B2 g o

5.5.2 The content of communication should not invade personal

privacy. All communication should be logged for future
monitoring and follow-up.

553 &P FRIIFUAPH/IFR - FLrE e mit 7323
Bl E PR AR RAF AL MR TR
A LB N B g (RE/RFEE )@ F

BE e AL o

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 Lt

5.6 IRB Board Meeting Discussion
SEPER S g PARE o d xR T IT A AR o
If necessary, the communication log may be presented in an
IRB board meeting for discussion and resolution.
5.7 HFis § i7ociv ¥
5.7 Follow-Up Administrative Procedure
Frgiks (@) AL fdpm o RKIELAA AL AT EA

-
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IRB -

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
5.8.1 &k = {8 AEFRTIEFT L PERHEFT ORTEFHB
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.

5.82 40 M 4 R bk #deT RT > L L T 4T 8o

5.8.2 Relevant personnel should keep all records carefully
following the guidelines below.

S5 L‘ﬁﬁ'ﬁ"‘??ﬁu’- 17 & BE RS TRE]
Number Name of Document Retention Location Retention Period
RNV R il B SO Yo o HEEERS 3 E
o IRB #% %
1 Communication Log for IRB Archive At least 3 years after
Multicenter Studies the trial is closed
6.5 %
6. Appendix

6.1 %5°¢ ey M Ed k&4

6.1 Communication Log for Multicenter Studies




