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* The Forum for Ethical Review Committees in the Asian
and Western Pacific Region (FERCAP) was conceived

n Bangkok, Thailand on 12 ]anuary. http:/ /www.fercap-
sidcer.org/whatsfercap.php

¢ FERCAP is a project of the World Health Organization
(WHO) Special Training and Research Programme in
Tropical Diseases (IDR) and it is a regional forum
under the umbrella of the Strategic Initiative for

Developing Capacity in Ethical Review (SIDCER)
http:/ /www.fercap-sidcer.org/whatsfercap.php

« SIDCER Recognition for every three years
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= FERCJ’-\LP IRE Audit Trainmning for Continuous COQuality Improvermeaent of IRB Opaerations+

S Training Objective s
S To conduct periodic evaluation of the guality of IRE operations «
- To rewview existing written Standard Operating Procedures (SOP) and adherence to these
proceduraes «
- To assess compliance to imtermnational, natioconal and local standards. «
To make appropriate recommendations based on evidence«
To develop an imnmternal guality assurance prograrmm towards continuous guality improwvernmert
of IRE opaerations+'

A0O:=-Z0-1L A1 S+

Improwing rewvieww of different types of protocols (Drugs, Medical Dewice,
Biologics )«
H=siamng Ming Lulk«

AA:-ES5-A A5+
P

Imdicators for paerformance of IREB meambers and staff
Shih Li Su (Changhbua IRB Representative) -

AA:=a45- A2:1 5+

Ewvaluating guality of protocol review (Use of Pareto chart, etc )+
Peywren lengs

A2: 1 5-13:3F0+

L=

AZ:-ZO0-1 300>

Root cause analysis«
Hsiang Ming Lok

e L B I s By

Update on internaticonal guidaelines: implication on IRE SOP s+
Cristinmna E. Torres«

AA:ZO-A5:1L S+

Continuous guality improvement of IREs: Bassline and audit assessment poimts -+
Cristima E. Torres-"

AS5: 1 5-15:Z0

Breake

AS5:Z0-1LG: 1L S+

Cuality assessmeaent of board meetings«'
Cristina Torres+

A165:15-16:445+

Ewvaluating quality of continuing reviewes
Cristima Torres«+—

AS5:A4S5-AF: 15+

Auditing IRB docurmeaentaticm-s—
Cristinmna Torres«

ATF:1IS5-A TS5+

Devaeloping templates for better informed consent forms
Cristinmna Torres«+=

ATF:A5-1S:94 5+

wWeorking Sroups Practical 1: Preparing for a Site Wisit«
Preparing the Survewy Plam-+

Srouping the surveyors and trainees«
Ascigning responsibilities to the survey groups+'
Selection of persons to bhe interviewsaod+
Selection of protocols for review: <=
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AEE“{]‘-"I of FERCAP Site Visit at Chung Shan Medical Hospital _
1" Institutional Review Board / 2"’ Institutional Review Board =~

July 4 (Fri.) ~ July 6 (Sun.), 2014.
Day 1: July -:l (Fri.)

I||1u- Activities N - l \’n&@ P / 'I
OV B0 0000 reparture Froms the Hotel o the Ethics Commitiee Site S : '
~ 0900-10:30 CEerinE et 10F conference room
CAdministrative building) '
10:30-11:30 | Visit IRB Office o IRE Office B
: {17F., Ruchuan Building) _
11:30~12:30 | Lunch - 1704 conference room §
R . (1 7F., Ruchuan Building) :’
12:5300-- 1 4:0H) Memboer interview 170241703 conference roocm A
(17F., Ruchuan Building) ;
Ti?ﬂ[]-- (R Review of |1lm _ 1704 conference rocm
1432000 I;i_lf-r T TT S T -u-l'[lh: Day™s Fimdings (17F., Ruchuan Building)

1 F-IME-

Depariure from the Ethics Committes Site to the Hotel (Ddinner Box- Take Chat)
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Day 2: July 5 (Sat.) | \\ 75 3R EE

T Activities

(2 3000 ;0 [epsnure from the Hotel i the Ethics Commitles Sil/ o = S 212> 1
&0 — + B3 B+t 5+ 0

PO~ Dk Foewiew of I:"hl'lﬁ[l:'ﬂ_'l_ll!-i

cam B lding )

1 Oz | 2 :0H) Observe Board meeting 10F conference romm
{Administrative building)

1704 conference room
(17F.. Ruchuan Building}

12000 1 34100 I b

1300 DM Keview of protocols 1704 conference room

| e W0~ | 7T Surnnrnanry of the Day™s Findings {17F.. Ruchuan Building)
[ 70020006 | [oineser 3 g L v Y
(#hanhua-Carden)

2Tk Mrepariore from the Ethics Committes Site to the Hotel

L




Day 3: July 6 (Sun.)

Time Activithes

Venue

(b 30-0tk:A10 Dieparture from the Hotel to the Ethics Committee Site

(FeO0-12:00 | Sunumary of hindings and observations

| 20000- 1 30000 Lunch

L300 1400k | Closing meeling

400 1 5:0M] Repons and follow-up procedures

| 704 conference room

{17F., Ruchuan Building)

15:430) Auvarding of the SIDCER Training Certificate and Close of the Course

10F confergnce room

{Administrative building)
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e SIDCER  provides the  international
community with not only a means to build
in-country human participant protection
programs, but also a way to measure and
provide accountability regarding the quality
and effectiveness of ethical review
worldwide. nitp://www fercap-sidcer.org/recog. php
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_* International Guidelines
~+ Taiwan Regulations and Guidelines
SIDCER survey SOPs

@= SIDCER-FERCAP Form 004 - Survey Team TOR version 05012013

@= SIDCER-FERCAP Form 008 - Office Visit Checklist version 05012013 i
@- SIDCER-FERCAP Form 009 - Membership File Review Checklist version 05012013 ‘ by
@= SIDCER-FERCAP Form 010 - SOP Review Checklist version 05012013 s
@ SIDCER-FERCAP Form 011 - Interview Checklist version 05012013 S e
@% SIDCER-FERCAP Form 012 - Protocol File Review Checklist version 05012013

LA RS @= SIDCER-FERCAP Form 013 - Quality of Protocol Review Checklist version 05012013
1 Sy @= SIDCER-FERCAP Form 014 - Meeting Minutes Review Checklist version 05012013
Il @= SIDCER-FERCAP Form 015 - SAE Review Checklist version 05012013

@= SIDCER-FERCAP Form 016 - Board Meeting Observation Checklist version 05012013
@= SIDCER-FERCAP Form 019 - Surveyor Training Course Evaluation version 05012013

t‘“l
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i & protocols
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FERCAPAZEHMWE G R ELRE

|. Structure and composition

Il. Adherence to specific policies

Ill. Completeness of review procedures
- I\V.After review process

V.. Documentation and archiving

B4k A B Wy a3 3] 8 http://www.fercap-sidcer.org/recog.php
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Standard I. STRUCTURE AND COMPOSITION
Structure, composition and skills of the EC/IRB and
staff are appropriate to the amount and nature of
research reviewed

e.2.,1.1. MEMBERSHIP REQUIREMENTS

1.1.1. Members: at least 5
1.1.2. Gender: Balance

1.1.3. Experience and knowledge: balance in ethics, science and social
science (alternatives to cover the topic of review should be in place)

1.1.4. Non-scientific or lay person _
1.1.5. Non-affiliated person (independent of the institution/research site), ,

1.1.6. Terms and conditions of appointment, including policy and
duration of appointment, disqualification, resignation and replacement

procedures
@ B =% ;:‘ f: t’ziﬁ ;&E{_, . *.Ff,i‘ National Taiwan Normal University @




Standard II: ADHERENCE TO SPECIFIC

POLICIES EC/IRB has appropriate management and

operational procedures for optimal and systematic conduct of
ethical review

e.g.,2.2. AVAILABILITY OF STANDARD OPERATING PROCEDURES

(5OPs) The EC/IRB should have a written SOP with which they comply.
The reasons for any non-compliance should be stated.

2.3. AREAS AND FUNCTIONS COVERED BY THE SOPs
SOPs should include, but not be limited to:

— Normal review process,

— Review of resubmitted,

— Amended,

— Continuous protocol review

— Confidentiality,

— Informed consent review, and.

— Expedited reviewed.

o . 4 wik k., e £ T - 1 "1 ™ .~ = T = e
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Standard III: COMPLETENESS OF ITS
REVIEW PROCESS

EC/IRB review protocols and its supporting
documents in a timely fashion according to an
established procedure to protect the interest of
research participants

e.g., 3.4. ELEMENTS OF REVIEW

— The process and functions of members and staff in
this process should be clearly indicated. EC/IRB
should state clearly what elements they review in a
protocol. Review element should include: value of
research, scientific design and conduct, ethics (risk,
benefit, informed consent documents and
processes, care and selection of participants etc.).




Standard I'V: AFTER REVIEW PROCESS
EC/IRB should adequately and effectively
communicate its decision to investigators

4.1. COMMUNICATING DECISION

EC/IRB should have an effective and timely way of communicating a
decision.

Where protocol approval was denied by the EC/IRB, reasons should be
clearly stated. If provisional approval is given areas that need be re-
worked should be clearly stated. EC/IRB should have and issue
approval/disapproval letters with the conditions of approval or reasons
for disapproval clearly stated.

The IRB should have and issue suspension/termination letters with the
conditions of lifting suspension and the reasons for suspension or
termination clearly stated.




Standard V: DOCUMENTATION AND
ARCHIVING
EC/IRB systematically documents and archives its

activities for a good time period

5.1. EC/IRB DOCUMENTATION AND ARCHIVING

All protocols with a complete set of its supporting materials are
maintained by the EC in a file or database till at least 3 years after the
end of the study

All documentations on pertinent discussions and decisions on protocols
and communication of the EC/IRB should be properly filed and archived
for easy access.

All documents pertinent to effective function of the EC including its
SOPs, constitutions, regular annual reports, national and international
guidelines etc. should be properly kept.

A retrieval procedure should be indicated and complied with. The
minimum period of archive should also be stated and complied with.

@ B =& ¥ 6 % X % National Taiwan Normal University ¢
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EA 7T & H#(1/2)

Form 004: Survey Team TOR (Terms of Reference)
Form 008: Office Visit Checkhst ClNE e
25 awEn e~ BEMEEE)

Form 009: Form 009: Membership File Review
Checklist (IRB Tk k5 » S - 2
B - BRSHALH)

Form 010: SOP Review Checklist (version)

Form O11: Interview Checklist

@ B =& ¥ & X% National Taiwan Normal University




Form O]
Form O]
Form O]

Form O]

A T R HE(2/2)

2: Protocol File Review Checklist

13: Quality of Protocol Review Checklist
4: Meeting Minutes Review Checklist
15: SAE Report Review Checklist

Form O]

|6: Board Meeting Observation Checklist

FERCAP Form 019: Surveyor Training Course
Evaluation
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Form 0O11: Interview Checklist
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» No.ofarms: 4 (w4 % > MEPwWE»AFE
RIBE  OREARNEDRET R BT X )
« SAE (Serious Aversive Event)
« Double Blind RCT vs. Single blind RCT
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