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4.1. Preparation and Distribution of Meeting Agenda

41.1. Purpose
To describe procedures for the preparation and distribution of the RERBmeetingagenda

412. Scope
This SOPprovidesinstructions related to the preparation of the RERBmeetingagendaand
distribution to inform RERBmembersandotherinterested individuals about the items for
discussionduring a full board meeting.

41.3. Responsibility
It is the responsibility of RERBSecretariat, under the supervision of the Secretary-
Member, to compile all documents/ information submitted to the RERBwithin a given
period to include them in the nextfull board meeting agendafor discussionorinformation
of the RERBmembers.

41.4. ProcessFlow/Steps

prepare and finalize the

meeting agenda Secretariat
approve the meeting agenda _ _
and distribute Notice of Chair/ Secretariat
Meeting
Make arrangementsfor the .
meeting Secretariat
File Notice of Meeting and Societanat

Agenda
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4.1.5. Detailed Instructions

4.1.5.1. Collect all documents submitted to the RERBwithin a given period and put them
in the full board meeting agenda for discussion or information of the RERB

members.

4.1.5.2. Thestandard notice of meeting or agendacontains the ff: (Form 29)

+ Dateof preparation

+ Date, time and venue of meeting
+ Agendaitems

+  Newprotocolsfor initial review of full board
*  Resubmission

+  Amendments

+  Progressreports

+  Continuing Review

+ Finalreports

+  SAEreports

+  Protocolviolation/deviation

+ Site Visit Reports

+  ExpeditedMeeting Reports

+  Othersmatters

4.1.5.3. Recommendations on protocols requiring clarifications from the principal
Investigator during an RERBfull board meeting are made by CGHMC RERB
primary reviewers, who requestthe Secretariatto inform the investigators about
the meeting schedule. Thetime slot for their appearanceat the RERBmeetingis

communicatedto them.

4.1.5.4. The Secretariat informs and consults the Chair about the agenda items. Soft
copies of the agendaof meeting and minutes of previous meeting are sent to all
RERBmembersthrough email at least a week before the scheduled meeting.

4.1.5.5. The Secretariat arranges the venue and other logistics for the meeting at least
one week before the scheduled meeting prior to preparation of the notice of

meeting.
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4.1.5.6. The Secretariat makescopies of the notice of meeting containing the approved
agendato the CGHMCRERBmembers,at least one week before the meeting.

4.1.5.7. The Secretariat communicates with the RERBmembers to confirm their
attendance and ensure quorum will be reachedfor the next board meeting.

4.1.5.8.The Secretariat files a copy of the agendain the Agendaand Minutes folder.
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4.2.

Preparation of Meeting Minutes

4.21. Purpose

To describe procedures for the preparation and approval of the minutes of the RERBfull

board meeting

422. Scope

This SOPprovidesinstructions related to the preparation of the RERBfullboard meeting

minutes and its approval by the RERBmembers.

4.2.3. Responsibility

It is the responsibility of RERBSecretariat, under the supervision of the Member-
Secretary, to document the conduct of the full board meeting, including the issues
discussed,the decisions and recommendations made in accordancewith the items in the

RERBmMeeting agenda.

4.24. ProcessFlow/Steps

prepare and finalize the

meeting agenda Secretariat
approve the meeting agenda ) )
anddistribute Notice of Chair/ Secretariat
Meeting
Make arrangementsfor the .
meeting Secretariat
File Notice of Meeting and Societanat

Agenda
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4.2.5. Detailed Instructions

4.2.5.1. The Secretariat usesForm 30 asa template to organize the meeting discussionin
preparation to writing the minutes aheadof the meeting date.

4.2.5.2. The Secretariat documents the proceedings of the meeting as the meeting
progressesbywriting directly into the template prepared.

4.2.5.3. TheSecretariat reviews the proceedingsprepared during the meeting and verifies
that it containsthe following sections:

Date and venue of meeting

Member attendance (members present and absent) to determine quorum
Guestsand observer attendance

Time when the meeting wascalled to order

Presidingofficer

Conflict of interest declaration by REIRBmembers

Discussionof items basedon the Meeting Agenda

Decisionsand recommendations arrived at during the meeting

Nameand signature of person who prepared the Minutes

Nameand signature of the Chairwith the date of approval

4.2.5.4. Opinions and actions included in the minutes are understood to be collective and
need not be attributed to specific members, unlessin the case of administrative
or operational queries from members who require follow-up information or
action.

4.2.5.5. TheSecretariat submits acomplete draft of the minutes to the member-secretary
within one week after the meeting for corrections, and submits the corrected
draft to the Chairfor approval.

4.2.5.6. The Secretariat usesthe information in the minutes to communicate full board
RERBdecisionsto respective Principal Investigators.
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4.2.5.7. Theminutes of the RERBfullboard meeting, once they are finalized, are sent to
the members for comments or correction. Theminutes are formally approved

during the next full board meeting.

4.2.5.8. The Secretariatfiles the signed minutes in the Minutes of the Meeting folder of

the RERB.
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4.3 Conduct of a Full Board Meeting (Regular)

431. PURPOSE
To describe the procedures in the conduct of a regular full board RERBmeeting

432. SCOPE
Fromstart of the meeting to adjournment

433. RESPONSBILITY

It is the responsibility of the RERBChairto preside over the meeting and exercise
leadershipto enable the RERBmembersandstaffto fulfill their rolesin the review
of protocol and protocol-related documents submitted to the RERB.

It is the responsibility of the Member-Secretaryto ensure that quorum will be
met andto take down the minutesin real-time.

It is the responsibility of the RERBmembersto prepare and participate in the
board meeting to ensure good review and take appropriate action in relation to
submitted protocol documents.

It is the responsibility of the secretariat staff to prepare and make available all
documents needed during the meeting, record the meeting and assist the

principal investigatorsfor their oral presentation.

434. FLOWCHART
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Callto Order RERBChair
recording of minutes; assisting secretariat/ secretary
Plin preser;lrt(;ag(e)rn; meeting RERBmermber

compilation of evaluation

sheets Secretariat

Adjournment RERBChair

4.3.5. Detailed Instructions
4.3.5.1. Start of meeting

4.3.5.1.1.The RERBmeetingshall be conducted in accordance with the sequence
asprepared in the Agenda.

The Chairshall call the meeting to order
The Chair shall askthe Secretaryif there is aquorum.
Quorum will be declared if there’s 50%+1 present. Moreover, at
least 1 member whose primary area of interest is 1 non-medical
andat least 1 memberwho isindependent of the institution (who
canbe represented by the non-medical asthe casemay be) must
be present.

o Ifthere isaquorum, the Chairshall proceed. If no quorum exists,
the Chair shall declare adjournment.

o TheChairshall askfor the approval of the agenda.

101



ChineseGeneral Hospital and Medical Center ResearchEthics | oGH\IC RERBSOP
Review Board (CGHVICRERB) Version No. 6
Date of Approval:
Chapter4 01 December 2019
Meeting Procedures Effective Date:
01 Jan2020

O

The Chair shall ask if any member of the RERBhasa conflict of
interest in any of the proposalsfor review. Conflict of Interest is
present when an RERBmember has affiliation with a Principal
Investigator or institute which will undermine his/her ability to
make a free and independent evaluation. If any member of the
RERBdeclaresa conflict of interest in any of the protocols for
review, the Chair shall request the concerned member not to
participate in the decision-makingof the specified protocol. If
there is no declaration of any conflict of interest, the Chair shall
proceed with the next item in the Agenda.

4.3.5.2. Conductof meeting

435.21.

43522.
43523.
42524.
42525.

4.3.5.3. Adjournment
4.3.5.3.1.

43532

The IERCChairshallpresent the Minutes of the Previous Meeting
for Reading and Approval discuss matters arising from the
minutes

Presentation of Clinical Trial Protocols/Research Proposals
The RERBChairshall call and introduce the presenter
The RERBChairshallfacilitate interpolation
The RERBChairshall present other items aslisted in the Agenda
Items for review and discussion:

+  Protocolsfor modification

+  Protocol Amendments

+  Serious Adverse Events Reports

+  Protocol Deviations/ non-compliance

+  Clarificatory Interview

«  Other administrative matters

+ Itemsfor information

« OtherMatters

The Chair shall adjourn the meeting after confirmation of the
date of the next RegularMeeting.

TheSecretariatshallturn off the recorder and distribute relevant
documents to members.
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Thesecretariat shall call HousekeepingUnit to cleanthe meeting

venue.

The secretariat shall collect all binders and keep these on file at

the RERBOffice
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Conduct of Special/ EmergencyMeeting
441. PURPOSE

To describe the procedures in recognizing and evaluating events/situations that will
require an emergency/special meeting and the conduct of such meetings.

442. SCOPE

From evaluating events or situations making a decision, giving notice, and conducting
emergency meetings, to adjournment and communication of decisionsmade.

443. RESPONSBILITY

It is the responsibility of the RERBChairto call for an emergency/special meeting as
appropriate

It is the responsibility of the secretariat to contact and inform RERBmembers,including
resource personsabout the meeting

444. FLOWCHART

Evaluatingevents/ situations RERBChair
Making a decision to have an .
emergency meeting RERBChar

Sending Notice of Emergency

Meeting Secretariat
Conductof Meeting Chair
Communication of decision Goaian

andfiling of documents
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4.4.5. Detailed Instructions

4.4.5.1. Evaluatingevents/situations and deciding to call for an emergency meeting of

the RERB:
4451.1.

The following events/situations will require an emergency
meeting of the RERB:

Occurrence of an unexpected serious adverse event that will be
life-threatening to study participants

Recallof study drug by regulatory authorities

Matter of life anddeath

Other urgent issues as identified by RERB members or
administration officials

4.45.2. After an evaluation of the event/situation, the RERBChair shall call for an
emergency meeting of the RERB

4.4.5.3. The Secretariat shall send a Notice of Emergency Meeting to RERBmembers,
including resource persons, if needed.

4.45.4. The Secretariat shall prepare the Agenda and relevant materials for the
emergency meeting

4.4.5.5. Conductof Meeting

44551.
44552,

44553.

The RERBChairshall determine the presence of a quorum.

The RERBChairshallimmediately present the relevant issuesfor
discussion and shall ensure that the issues are resolved in the
meeting.

The RERBshall make a decision on the issues by majority vote.
The Secretary shall record and take minutes of the meeting.

4.4.5.6. Communication of decision and filing of documents

4456.1.

445.6.2.

4456.3.

The Secretariat shall prepare the Notice of Action to be signedby
the RERBChair

The Secretariat shall deliver the notification to the person
concerned.

The Secretariat shall file the relevant materials and documents
appropriately
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