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5.3 Qualification of the IRB members
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The Chairman is designated by the superintendent. The
vice-chairman, executive secretary and vice executive
secretary are designated by the Chairman. IRB members
are appointed by the Chairman.
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Scientific expertise is selected by the Chairman from the
personnel experienced in the medicine, new medical
technique, new medical device or clinical research area.
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Non-scientific expertise is selected by the Chairman from
the persons great at biotechnology related laws and
regulations, impartial citizens or previous participants of
clinical trial.
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IRB members shall be appointed with reference to their
competency, intention, ethic and/or scientific knowledge
and expertise. They shall make mental and physical effort
for the tasks of the IRB.
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5.35

5.3.6

5.3.6

5.3.7

5.3.7

538

5.3.8

5.3.9

5.3.9

When reviewing a plan, IRB members shall disclose their
conflict of interest related to the plan in writing, including
financial, professional or other aspects.
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Whether an IRB member is allowed to give comments or
participate in discussion is determined by the IRB in
consideration of the conflict of interest and its effect.
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The IRB member shall sign an acceptance of appointment
(containing disclosure of interest, conflict of interest
avoidance principle and non-disclosure agreement)
(IRB-TPEVGH SOP-02-03) before the new term of office
begins. The non-disclosure agreement may protect the
privacy and confidentiality of all parts in the circumstances
in which relevant information may be open during
execution of IRB tasks.
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IRM member's term of office is 2 years and can be renewed
upon reappointment. The number of the members whose
appointment is changed in each term of office shall not
exceed 1/2 of the total IRB members.
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Individuals who are responsible for business
development are prohibited from:

® Serving as members or ex-officio members on the
IRB.



® Carrying out day-to-day operations of the review
process.
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5.3.10 The superintendent of TPEVGH may renew the Chairman's
term of office by reappointment, and the Chairman may
renew the member's term of office by reappointment.
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5.3.11The continuity of IRB business shaII be ensured when the
appointment of any member is changed upon termination
of his/her term of office.
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5.4 IRB member appointment and evaluation procedure
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5.4.1 New members:
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Except for the Chairman who is the ex officio member, all
IRB members have a two-year term of office and the term
may be renewed upon reappointment. New members shall
sign an acceptance of appointment (IRB-TPEVGH
SOP-02-03) and a letter of appointment (IRB-TPEVGH
SOP-02-04) will be issued after they undertake to comply
with the non-disclosure agreement. The letter of
appointment will be submitted to the central competent
health authority for reference. Before doing their duties,
new members shall participate in the workshops regarding



the organization, function and relevant regulations of the
IRB, and attend at least one review meeting as an observer
(not applicable to the members who have served as a
member in any TPEVGH Institutional Review Board) to
understand the intentions, procedures and matters needing
attention in the review of protocols.
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5.4.2 New appointment:
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When there is a vacancy (due to termination of the term of
office without renew or resignation of a member for
whatever reasons), the executive secretary looks for and
asks a number of candidates (at least equal to the number
of vacancies) for their intention, and recommends them to
the Chairman for selection. Appointment of new members
Is subject to the new member appointment procedure. The
number of newly appointed members shall basically not
exceed 1/2 of the total IRB members in the same year.
Any change regarding new appointment of IRB members
shall be reported to the central competent health authority
for reference, and a complete record (including the reason
for the change) shall be maintained.
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5.4.3 Reappointment:
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The Chairman may decide the reappointment of a member
whose term of office expires in consideration of his/her
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performance and intention.
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Newly appointed and reappointed members shall sign an
acceptance of appointment containing disclosure of
interest, conflict of interest avoidance principle and
non-disclosure agreement before doing their duties as an
IRB member. Any change regarding reappointment of
IRB members shall be reported to the central competent
health authority for reference, and a complete record
(including the reason for the change) shall be maintained.
544 # B
5.4.4 Complemental appointment:
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Members may resign for whatever reasons before
expiration of the term of office, and a resignation shall be
submitted to make up the number of the members by
complemental appointment. The Alternative Member
mechanism is not available at IRB. Complemental
appointment of members is subject to the new member
appointment procedure and may be necessary whenever
there is a vacancy left by a member so as not to affect the
operation of the IRB. Any change regarding complemental
appointment of IRB members shall be reported to the
central competent health authority for reference, and a
complete record (including the reason for the change)
shall be maintained.
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5.4.5 Dismissal:
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Where any of the following occurs to a member, he/she
shall report the occurrence and fact to the review meeting
for discussion. The member may be dismissed in case of
serious circumstances (as described below).
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The member does not disclose his/her interest,
disobeys the conflict of interest avoidance principle
or acts in violation of the non-disclosure agreement.
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The member does not attend the review meeting
three times accumulatively without justifiable
reasons, or is absent at more than 1/3 of the
meetings which he/she should attend.
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The member does not take adequate good clinical
practice training (including GCP).
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The member does not finish member training within
three months.
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A majority of members agree on the dismissal by
voting (balloting). Dismissal of a member shall be
proposed to the meeting for discussion and the



5.45.6

545.6

member shall be informed by letter. An expert in
related areas or a specific expert may be appointed
complementally when a member resigns or is
dismissed.
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The vice-chairman, executive secretary, vice
executive secretary and member shall be evaluated
by the Chairman in consideration of their
performance at the review meeting and in the
educational training. The evaluation is conducted
once every year. The executive secretary regularly
summarizes evaluation items and related data at the
end of the year, and submits them to the Chairman
for evaluation (IRB-TPEVGH SOP-02-05). The
result of the evaluation shall contain feedbacks and
suggestions (IRB-TPEVGH SOP-02-08). It shall be
delivered to the member in writing and used as a
basis for appointment of the member. The staff shall
provide relevant evaluation data to the Chairman for
evaluation, and the Chairman shall make a decision
of reappointment, termination of appointment,



enhancement of training or other disposition
measures. Evaluation of the Chairman is conducted
by the superintendent by filling out the evaluation
form (IRB-TPEVGH SOP-02-07). The result of the
evaluation shall contain feedback and suggestions
(IRB-TPEVGH SOP-02-08). It shall be delivered to
the Chairman in writing and used as a basis for the
appointment.



