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Speaker : Emeritus Prof.Naraporn Prayoonwiwat, MD

EDUCATION:
= B.Sc., M.D., Diploma in Medical Sciences (Medicine), Thai Board in
Internal Medicine, Thai Board in Neurology, Certificate of Proficiency

in Stroke and Neurosonology -
PROFESSIONAL EXPERIENCE: : b

——
Siriraj Hospital; v

= Visiting Scientist at Department of Neurology, Mayo Clinic, USA

Administrative position

= Chairperson
Siriraj Institutional Review Board (SIRB), Faculty of Medicine Siriraj
Hospital (since 2023)

Affiliation

= Division of Neurology, Department of Medicine, Faculty of Medicine
Siriraj Hospital, Mahidol University

= Intern, Resident in Internal Medicine and Resident in Neurology, v
l
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HRPU Admlmstratlon andCommlttees

Steering Committee
[ Policies in Culture, Good ]

Governance and Ethics

Coordination Committee Steering Committee
HRPP Human Research Ethics in Human
Participant Protection Subject Research '

Administrative Committee

[ Human Research ]

Protection Unit HRPU
|

Instltutlonal Quality Assessment Education in Human Research Participant
Review Board IRB and Improvement Research Ethics Outreach Program

4 IRB Panels QA/QI Subcommittee Edu./Training Subcommittee Outreach Subcommittee
[ Human Research Protection Office ]

IRB/HRPU Staff >
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Roles and Respon5|b|I|t|es ofHRPUOfflcers -

« Support protection of the rights and welfare of research
participants by providing assistance to the SIRB in ..

» competent reviews of study protocols
> evaluation of progress report, update report
> evaluation of adverse event report

- Well-equipped with knowledge and understanding in ethics in
human research

« Continuous improvement via appropriate training
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Effective Methods -' '

Knowledge sharing

 Problem-based learning: examples, case scenarios

 Group discussion:
» sharing views and experiences
> learning from one another as a teamwork
> freely communicating in relaxed environment
> reflecting knowledge obtained

 Work instruction generated from conclusions
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Conducting Educational Activities among
Research Stakeholders: The HRPU Staff

Siriraj Institutional Review Board
Bangkok, Thailand
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Rationale:

 To increase competency and understanding of HRPU staff
in providing effective responses to enquiries on initial
reviews and post approval reports from investigators

« To plan for course syllabus adjustment of educational
sessions by focusing on common enquiries as pro-active
strategy

Protocol nhumber 749/2565 (IRB2); COA no. SI1 077/2023
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Materials andMethods.Step

- Collect and categorize consultation/enquires received from
investigators (Feb to Apr 2023)

- Design a set of questions on common problems in initial
protocols submission and in continuing reviews (i.e.,
adverse event reports, protocol deviation, protocol
amendment, annual report, close-out report)

- Validate the questionnaires by 3 experienced SIRB members
for index of Item Objective Congruence (I0OC)

COA no. SI 077/2023
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Materials and ' Methods'Steps(

- Educational activities: 2 workshops

- Session 1: Interactive lectures on SOP relevant to the
collected enquiries

- Session 2: Group discussion on case scenarios giving
opinions freely in ‘relaxed environment’; ethical issues
related to each case scenario explained, conclusion made,
action plans given

- Questionnaires: as pre-test (preceding Session 1) and
post-test (following Session 2)

- Analysis of findings
Q P
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SIDCERS

Submission |

to SIRB
20 Oct 2022
EZ o O o
31 Jan 2023 Feb-Apr 2023
SIRB Data Collection,
Approval

Categorize

COA no. SI1 077/2023
Q Ne
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Results: Inltlal Survey (Feb-Apr2023) -

- Number: 594 questions (received within 60 working days)
- Contact type: telephone calls 98.5%, in person 1.5%

- Average time per contact: 4 minutes

- Review type: initial (50.8%), continuing (49.2%)
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Results: Characterlstlcs of Enqm
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Res. Coordinator

Role/Job:
- Research co-ordinators 64.3%

Experiences in research (in years):

- 0-3 (68.9%), 4-6 (1.9%), >6 (29.3%)
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Number %o

Steps:
25 - Before initial submission 21.2%
21.2 - Between result to approval 13.5%
20

Result and
recommendation

Documents
required

15 13.5 N = 594

10
Tracking, protocol
6.7
no., meeting date
" =  Issuing COA
0 .
Before-Submit Submit-Result Result-Appprove Approve-COA Miscs
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Rents: Continuins Rev aired

Number %

30

25

20

15

10

5.7

SAE report

Type of continuing reviews:
26.4 - Protocol amendment 26.4%

. Report of SAE at site

. Document required for Protocol Amendment

. Track for COA Renewal

. Requirement for Close-out Report

. Requirement for Protocol Deviation Report

. Track for Close-out Report acknowledement

NSO AN L[ WIN|-=

. Submitting Investigator Brochure, Packaging Inserts

H EH m= 0.2 H B

Protocol Annual report Closed out Protocol Withdrawal Additional Others
amendment report deviation report document
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Submission | .
to SIRB
20 Oct 2022
= | = -
T_T_T_T_.
=|= ® ® o O o
31 Jan 2023 Feb-Apr 2023 Jul 2023 May 2024
SIRB Data Collection, Questionnaires,
Approval

Categorize Workshop designs,

Amend protocol x2



Timeline

Submission | -

Number: 7

Working experiences: >10 years (6/7)
Incomplete participation (1/7)

Recruitment and

informed consent
to SIRB processes
20 Oct 2022 Jun 2024
5E [ [ [ O O
31 Jan 2023 Feb-Apr 2023 Jul 2023 May 2024
SIRB Data Collection, Questionnaires, 12 SIRB staff
Approval Categorize Workshop designs, 3 investigators
Amend protocol x2

2 general chores
7 participants
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Recruitment and

informed consent
to SIRB processes
20 Oct 2022 Jun 2024
| T
T_T_T_T_T-Q"_‘
=|= @ @ @ O O O O
31 Jan 2023 Feb-Apr 2023 Jul 2023 May 2024 14 Jun 8 Jul 2024
SIRB Data Collection, Questionnaires,
Approval

Categorize

Workshop 1, 2
Workshop Design

Amend protocol x2
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Results:

Usmignuliey

Design for learning activities
: 20-item questionnaires Til“;e
- validated for I0C ¥
: interactive sessions 20
- Workshop 1: ;g
lectures 15

- Workshop 2: | Case X
1 Types of protocol re

Paper-based and or--=8i
Consent from parer.g &

case scenarios

Research on blood ¢t

gL WN

Recruiting more pai
Q NP ession 2: 8 Jul 2024




Submission | -
to SIRB
20 Oct 2022

| T_T_Q_o_o-crg_g-l
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31 Jan 2023

SIRB
Approval

Items correctly answered <4 participants:
#1,5,6,8,9,13, 19

Feb-Apr 2023
Data Collection,
Categorize

Jul 2023

Questionnaires,
Workshop Design
Amend protocol x2

Recruitment and
informed consent

Data
processes analysis
Jun 2024 Aug 2024
[ _

® [ [
May 2024 14 Jun 8 Jul 2024

Workshop 1, 2



Submission | -
to SIRB
20 Oct 2022
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31 Jan 2023

SIRB
Approval

o o
Feb-Apr 2023

Data Collection,
Categorize

Recruitment and
informed consent

Data
processes analysis
Jun 2024 Aug 2024
[ _ @

O O O O
Jul 2023 May 2024 14 Jun 8 Jul 2024

Questionnaires, Workshop 1, 2
Workshop Design

Amend protocol x2

Sep 2024
Conclusion
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Conclusions:

« A study to assess pattern of consultation from investigators
received by SIRB office

 Mostly from new investigators (< 3-year experience)

- Common problems as a base in generating and validating
questions and case scenarios for effective learning
experiences of HRPU staff

- Area of improvement among staff identified

HRPU: Human Research Protection Unit;
Q NP SIRB: Siriraj Institutional Review Board
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Applicatio

« Common problems to be mentioned in future educational
courses and Frequently Asked Questions (FAQ) handbook for
investigators

« Work instructions for HRPU staff to be generated that include
topics frequently misunderstood

HRPU: Human Research Protection Unit;
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SIRB Educatlonal Act|V|t|esamong eserchStakehoIders

¢/ Research:“Concordance Action: Alternate
Rate among Reviewers |—>| member to attend Full
in an IRB” Board meeting > 2/y

"'.i;;;;;;;'h"'"ii“c';;;;'.;;;;'.;"g SIRB :>[ Regular Training: ]
: Errors with Protocol : Members HSR, GCP, SOP

. Submission” ﬂﬂ
................ S is——

] — —>| Research Action: Outreach
Researchers = SIRB HRPU | 5| b ticipants <— e
Regular Training: ﬂﬂ
Basic courses Regular Training:
IRB ff
Refresher courses | [ = = :>[ HSR, GCP, SOP
¢/ Research:“Conducting ‘Actlon Staff Manual, :
Educational Activities  |&5 : Work Instruction;
among HRPU Staff” : FAQ, lecture topics




tion

ThanR You for Your Atten



Hospital
1versity

riraj
hidol Un

1

S

Ma

dol.ac.th

.pra@mah

naraporn



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15: Initial review
	Slide 16: Continuing review
	Slide 17
	Slide 18
	Slide 19
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29

