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1. Purpose

The purpose of this SOP is to provide guidelines for processing
and reviewing protocols submitted from non-TCVGH principal
investigators.
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2. Scope

This SOP applies to the review of all protocols unaffiliated to
TCVGH.
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3. References
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3.1 Human Subjects Research Act, promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 10000291401 dated
28 December 2011.

4. Definitions

4.1 22484 2 #7 3 3+ & (non-institutional research) © & #
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4.1 Non-TCVGH research: Research conducted outside TCVGH
and submitted by another institution to be reviewed by

TCVGH-IRB. No TCVGH personnel is involved in the
research.
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4.2. Human subjects research: According to Article 4, Paragraph 1
of Human Subjects Research Act, “Human subject research
(hereinafter “research”):. refers to research that involves
obtaining, investigating, analyzing, or using human specimens
or an individual person’s biological behavior, physiological,
psychological, genetic or medical information.”
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5. Procedure
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5.1 Flow Chart of Reviewing Non-TCVGH Research Protocols
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Flow Chart RSZPS%ZSASF Relevant Documents
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Acc%ﬁcneoﬁ?%?/méﬁlons Staff Members Protocol-related Documents
research centers
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- Application Forms/
Adfmiﬁrf i_sgfrffive Staff Members Protocol Review Routing Form/
review List of Organized Documents
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¥ STV Relevant Review Forms
IRB Review Staff Members
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Follow-up administrative ——— Taichung Veterans General
procedure Executive Secretary/ - — ,
(Vice) Chair Hospital Institutional Review
Staff Members Board Form of Response to

y IRB Reviewers’ Comments
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Records retention s % APEA R FERAMBERE LR
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Staff Members v

Protocol/Certificate of Approval
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5.2 s 2Ly % i (non-institutional research)

5.2 Acceptance of Submissions from Non-TCVGH Research
Centers
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If a research center does not have an IRB and no TCVGH
personnel is involved in the study, the research center may
send the study protocol to TCVGH-IRB for review.

53 75c% 4

5.3 Administrative Review
B i A ¢34 WLV ARPF  BLLTOIARG 4
I8 p
The following guidelines should be followed during the initial
administrative review of a non-TVCVGH research protocol:

S3Lmitizi+#+PHAFTE A REFLINTNT -

5.3.1 The IRB staff should verify if research center sending the
protocol for review has signed an official agreement with
TCVGH.

532 kst AR ETAL & FRERL B B0 P E L R
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5.3.2 If the research center has not signed any agreement with
TCVGH, the PI's affiliated research center should make an
official request by writing to apply for TCVGH-IRB review
of the protocol. The IRB (Vice) Chair should evaluate the
application and decide whether to accept the application or
not.

533 (®) 1 EL AP L XEI/AR A AHMFEAELE > B3
B AR o
5.3.3 Once the IRB (Vice) Chair has agreed to accept the review

application and has verified that payment has been made,
the IRB review process will be initiated.
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5.4 IRB Review
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In addition to following the guidelines described in the other
IRB SOPs, the following items should also be verified during
the IRB review of non-TCVGH research protocols:

5411 FALTHLENZHTVRFE AFALELTEF 0 i
PRt e B b BER TR o

5.4.1 The PI has received enough hours of relevant training and
is capable of conducting the trial in the affiliated research
center or other research sites.

54284473 $ 4~ EHO EHFEERLER > RIE AN
2 AR EEAE
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5.4.2 All procedures including initial review, continuing review,
monitoring and protocol management should follow the
same procedures for the review and management of
TCVGH research protocols.

5.5 3 {7 {5 4 (7 g 1T ¥
5.5. Follow-Up Administrative Procedure
5.5.1 2Lis M AT g % 2 W E TR

5.5.1 Correspondence related to the review of non-TCVGH
research protocols should be done by the following
procedures:
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5.5.1.1 The PI and affiliated research center should notify
TCVGH-IRB of all information related to the research
protocol, especially important safety information which
may affect the subjects’ benefit-risk assessment.
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5.5.1.2 All important research information submitted by the PI
and affiliated research center should be sent
immediately by the staff member to the IRB (Vice)
Chair for review.
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5.5.1.3 The staff member should respond to the PI promptly
according to the regulated timeline for processing
each submitted document. If the protocol involves
major issues which the (Vice) Chair or Executive
Secretary considers urgent, the PlI's affiliated research
center should be notified immediately (by telephone,
e-mail, or official correspondence), and the protocol
should be placed on the agenda for the IRB board
meeting for discussion.

S.5.2 3 Ak T Ak
5.5.2 Regular monitoring of research implementation
5521 2 p Py ERF I FE 2 0 kijh G5 d
S L&
5.5.2.1 The monitoring frequency and procedure of
non-TCVGH research will be decided by TCVGH-IRB
based on the degree of risk.
55225 2F BHE 2L AGFH L FE ST LF B(SUSAR)
(3%"’7'] ﬁA v “’;?4‘\ -;—FI.'\?:; é’-’?\#gfﬁg/%‘i? SE#B
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5.5.2.2 The management of serious adverse events (SAE) or
incidents of suspected unexpected serious adverse
reaction (SUSAR) should follow relevant TCVGH-IRB
SOPs, especially unexpected incidents of SAE
assessed by other research centers to be “certain,”
“probable” or *“possible” in the assessment of
causality, unexpected problems, and the handling of
important information which may affect the subject’s
benefit-risk assessment should also follow relevant
TCVGH-IRB SOPs.
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5.5.2.3 The PI should submit the continuing report/closing
report on time.

552479+ xpISOT s+ A4 2ERE | 7L -
5.5.2.4 Monitoring visits to the research site should follow the
ISO SOP for Monitoring Visits.
5.6 & &% %
5.6 Records Retention
AR A B RpAeT R KL FT R Lo

Relevant personnel should keep all records carefully following
the guideline below.

HnF LR LAERLN 13 o= TR
Number Name of Document Retention Location Retention Period
LETRRAPM Y PTMS i & R R 3
1 ’ At least 3 years after
Protocol-related Documents PTMS L
E— the trial is closed
Protocol Review Routing Form IRB Office Al Ieast 3 years alter
the trial is closed
2XEL g g F
, |PMEaLE PTMS /i 4 Aﬁ%;; S 3;
Relevant Review Forms PTMS €ast o years aiter
—_— the trial is closed
=X - 7
S e Lk PIMS 22 | o hi3®
5 o At least 3 years after
Certificate of Approval PTMS S
the trial is closed
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6. Appendices
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Appendices including protocol documents, Protocol Review
Process Routing Form, relevant review forms, and Certificate of

Approval are the same as in other TCVGH-IRB SOPs, so they are
not listed here.
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