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4. Sign SIDCER_FERCAP Survey- follow up visit 6 Sept 2024

P
P
SIDCERS |
<<
Globalizing Ethics for Health Research %’

SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020
And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

RSU-ERB received SIDCER-FERCAP Survey - follow up visit on September 6, 2024.

1. Structure and Composition

1.1. Membership Requirements

Recommendation Corrective Action Compliance | Surveyor

Date Assessment
. Provide position - RSU-ERB has the 1 October Check sign and
specific TOR for chair, vice- letter of appointment | 2023 date CVs,

chair and secretary.

. Appoint members
experts as per the need for
the expertise:
ophthalmologist/optometrist,
OB GYN, oriental medicine,
etc.

. Consider appointing
present committee members
as alternate members

. Sign and date all CVs,
certificates and

COl/confidentiality agreement

for chair, vice-chair,
secretary, members (
10 members) and
alternative members
(92 alternative
members) which has
TOR of each position.
(document 1). In this
appointment letter,
we have new
members as oriental
medicine, dentistry,
optometrist, radiolosgic
technology, etc.

All members have
already signed
COl/confidentiality
agreement. (document

2).

certificates and
COl/confidentiality
agreement during

follow up visit
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Globalizing Ethics for Health Research

"

SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020

And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

1.2. Administrative Requirements (Financial, Staff & Office Support)

Recommendation Corrective Action Compliance Date Surveyor
Assessment

. Appoint head | RSU-ERB has 27 October 2023 and | Comply
of ERB office appointed 22 February 2024
. Appoint full | Mr.Wutthisak
time office staff Yuchamnong as ERB

head office and

Mrs.Benjamaporn

Korkaew as a full

time office staff.

(document no. 3,4).
1.3. Membership Initial & Continuous Training
Recommendation Corrective Action Compliance Date Surveyor Assessment
. Update -For GCP, RSU-ERB | - RSU-ERB has GCP - Provide
training certificates held the GCP training | training during 9-10 evidence of
related to GCP and |on 9 May 2024 by | May 2024. training of
Ethics training. invited  Dr.  Pravit GCP

Tanyasittisuntorn as a
instructor. (document
5)
All members have
already trained for

this training.




Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)
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Globalizing Ethics for Health Research %’

P(\

SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020
And

. Provide
advance training by
using case study on
risk/benefit,
vulnerabilities and
ICF.

« Provide FDA
training for
members esp.
herbal product,

food supplement

-RSU-ERB  send lay

person for specific
course of Lay person
during 9-11 April 2024.
(document 6)

-RSU-ERB

has the

annual training for
refreshing and specific
issue to all member.

(document 7)

We held the training
about “Case Studies
on Risk, Benefits,
Vulnerabilities and ICF
in Human Research
Ethics and

The Research Ethics
Training on Herbal
Products, Food and
Issues”

This

Supplement
on 30 July.
training, there are 58
members to register.
(document 8), For
another members

who do not train in

Lay person 9-11 April
2024

RSU-ERB has Case
Studies training on 30
July.




Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)
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SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020
And

- Make provision for
long term training
for potential ERB
members; SFGF

training.

. Provide EC
office management
training for head of

office +/- staff.

. Provide
special training for

lay person.

this training, we will
hold the training again
in December 2024.

- RSU-ERB has
planning to send the
members for long
term training. RSU-
ERB has already send
the memorandum to
the vice president for
supporting this

training. (document 9)

- RSU-ERB send the
EC officer for training
courses. (document

10)

we send lay person
for specific course of
the lay person during
9-11 April  2024.

(document 6)

17 July 2024

Lay person 9-11 April
2024
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Globalizing Ethics for Health Research %j

SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020
And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

1.4. Management of Conflicts of Interest (Policy & Practice)

Recommendation Corrective Action Compliance Date Surveyor Assessment
2. Adherence to Specific Policies
2.1. Availability of Guidelines & Regulations for EC Reference
Recommendation Corrective Action Compliance Date Surveyor Assessment
. Revise and The new version of - 1 March 2024 comply
update reference to | SOP or SOP version
be relevant to each | 2.2 has already
SOPs. added the updated
references.
2.2. Adherence to National & International Guidelines
Recommendation Corrective Action Compliance Date Surveyor
Assessment
SOP 3 The SOP version 2.2 | - 1 March 2024 SOP 3 — not seen 3
. Add the has changed SOP MD, pediatrician, lay

requirement of 3 MD
for reviewing IND/IDE
protocol and a
pediatrician/member
who have expertise
involving children
when reviewing
pediatric protocols

in the composition/

chapter 3 to chapter
2. This version has
added the statement
that require at least
one pediatricain to
review the clinical
protocol which
involve the children

patients.

person and non

affiliated members




Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)
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SIDCER-FERCAP Survey Form 26: Action Plan

"

Version No. 3.1, 10 March 2020

And

quorum
requirement (cf.Thai
FDA, EMA 2012)

. Revise
quorum to comply
to WHO: non-
affiliated member,
lay person and
number should
more than half (5.13,
p24)

. Separate lay
person from non-
scientific member

(5.5, p19)

SOP 5

. Revise the
age mentioned in
informed consent
form for
parents/LARs of

“below 12 years

- RSU-ERB has
already appointed
new members and
alternated member
that along WHO.
(page 77)

- RSU-ERB has
already appointed
new members and
alternated member
that along WHO.

(page 77)

The SOP version 2.2
has changed SOP
chapter 5 to chapter
4. RSU-ERB and
inform the consent
form of the parents
and the children

(page 39).

-1 March 2024

-1 March 2024

-1 March 2024

Comply




Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

Version No. 3
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Globalizing Ethics for Health Research %’

SIDCER-FERCAP Survey Form 26: Action Plan

'

.1, 10 March 2020
And

old” children to
“wnnIwny 12 77

SOP 8

. Revise
quorum to comply
with WHO and Thai

FDA requirement.

SOP 9

. Add minimal
risk research to be
the first criteria to
determine the
appropriateness of
waiver of document

consent.

SOP 10

. Revise the
content of research
involving children to
comply to CIOMs
2013

The SOP version 2.2
has changed SOP
chapter 8 to chapter
7. RSU-ERB has
already appointed
new members and
alternated member
that along WHO.

(page 77)

RSU-ERB has already
appointed new
members and
alternated member
that along WHO.
(page 110)

The SOP version 2.2
has merged chapter
10 with chapter 7.
RSU-ERB has already
appointed new
members and

alternated member

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply
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SIDCER-FERCAP Survey Form 26: Action Plan

"

Version No. 3.1, 10 March 2020

And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

that along WHO.
(page 74-76)

2.3. Availability of SOPs (to the EC Members, Investigators & the Public)

Recommendation

Corrective Action

Compliance Date

Surveyor Assessment

2.4. Areas & Functions Covered by the SOPs (Completeness & Consistency)

Recommendation Corrective Action Compliance Date Surveyor
Assessment
General Decision on progress

Recommendation

. Revise the
types of decisions
(and use consistent
Thai words) in the
SOPs & Forms to:
(1).Initial Reviews;
Resubmissions; and
Amendments:
approve (5U594) ,
minor modifications

(Ususaunlysu

- RSU-ERB has
already change type
of decisions that
shown in SOP (page
70).

-1 March 2024

report, renew, PD,
SAEs, final report
did not comply with
the

recommendation.
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SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020
And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

TolauauzToneI5
FU594), major
modifications
(Wiusudlaie
Aorsanlnaluiise ),

disapprove ([/5U599)

(2).Protocol - RSU-ERB has
Deviations/Violations; | already added these | - 1 March 2024
SAE Reports; information in SOP
Requests, Queries, (page 152).
Complaints; and Site
Visits: no further
action required ([/
AoIauduN sl 9
L) request
information (ve7aya
(F) , recommend
further action
(Jouvgrinsaniunis
) (3).Progress
Reports; Study
Termination; and
Final Reports:
approve, request
information,

recommend further

action
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SIDCER-FERCAP Survey Form 26: Action Plan

Version No. 3.1, 10 March 2020

And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

. Ensure
consistency of the
members who assign
reviewers, review
protocols between

flow chart and

content in each SOP.

. Establish SOP
for reviewing
protocols under

MOU.

. Establish SOP
for reviewing final

report.

. Check the
number of pages in

index.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

The SOP version 2.2
has new chapter
(chapter 21) about
memorandum of
understanding and
co-ordinate of the

external agent.

The SOP version 2.2
has changed chapter
13 to chapter 12.
RSU-ERB has already
corrected along the
suggestions in the
SOP.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

10
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And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

. Check typing
errors, incomplete
sentence, and
inconsistency
wording.

. Define
number of working
day or calendar day

and consistency use

. Provide
timeline for sending

COA/COE to PI

# SOP 3

. Ensure
consistency between
SOP (committee for
4 years) and
appointment letters
(duration for 2 years)

(Page 19, SOP 3/21)

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page 50,
60 and 70)

The SOP version 2.2
has changed chapter
3 to chapter 2. RSU-
ERB has already
corrected the
duration of
committee ( 2 years)
for 2 along with the
appointment letters

(page 17).

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Comply

11
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Version No. 3.1, 10 March 2020
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Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

. Revise the
Purpose, Scope,
Responsibilities of

the SOP 03, etc.

. Revise RSU-
ERB organogram to
demonstrate the

independency.

. Revise the
SOPs to indicate the
exact number or
range of regular
committee
members.

. Require
primary reviewer to
attend the board

meeting (4, p 22)

# SOP 4

. Add observer
and surveyor in the

last row of the table

(4, page 31)

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions
in the SOP ( page
13).

- RSU-ERB has
already corrected
along the suggestions

in the SOP. (page 16).

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 20).

The SOP version 2.2
has changed chapter
4 to chapter 3.
- RSU-ERB has

already corrected

-1 March 2024

-1 June 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Comply

Comply

12
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# SOP 5
. Ensure the
consistency of Thai

and English title.

. Require CVs,
training certificates
and COls declaration
of all investigators
for initial protocol

submission.

. Ensure the
consistency for
requirement the
number of copies (p
40 require 1, p 41

require 2)

# SOP 6
. Delete
exemption review

from the box.

along the suggestions

in the SOP.

The SOP version 2.2
has changed chapter
5 to chapter 4.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions

in the SOP. (page 72)

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

The SOP version 2.2
has changed chapter
6 to chapter 5. RSU-

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Not seen - Require
CVs, training
certificates and
COls declaration of
all investigators for
initial protocol
submission.

Comply

Comply

13
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Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

# SOP 7

. Revised the
decision (3) in 6.4 to
send to FB review
and revise in the

flow chart.

. Provide
timeline for PI to
send back the

revised protocols.

. Assign lay

person to review ICF.

# SOP 8

. Assign
primary reviews
based on their
expertise and lay
person to review ICF

(6.6, p70)

ERB has already
corrected along the
suggestions in the

SOP.

The SOP version 2.2
has changed chapter
7 to chapter 6. RSU-
ERB has already
corrected along the
suggestions in the

SOP (page 60).

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 70)

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 73)

The SOP version 2.2
has changed chapter
8 to chapter 7. RSU-
ERB has already

-1 March 2024

-1 March 2024

-1 March 2024

- 1 March2024

Comply

Comply

Comply

Comply

14
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. Add detail
information in
procedure when
inviting PI to attend
board meeting (6.9.3,
p71)

. Delete the
requirement of
N334N13718UBN in
6.9.3 because
primary reviewer

system was used.

# SOP 12

. Section 3 (4)
add submission of

protocol deviation/

violation.

# SOP 13

. Change
English title to
progress report

review.

corrected along the
suggestions in the

SOP (page 73).

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 78).

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

The SOP version 2.2
has changed chapter
12 to chapter 13.
RSU-ERB has already
corrected along the
suggestions in the

SOP (page 149).

- RSU-ERB has

already corrected

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Comply

15
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And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

. Add
requirement for
submit
noncompliance
report when Pl delay
submission of
progress report.

. Specify
expedited criteria for

expedited review.

. Add
requirement for Pl to
submit signed
consent form of the
first subject when
submit the first

progress report.

# SOP 14

. Delete 177
Fuidusnadonsaany
Mgl oA

(Non compliance)

along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page
141,142)

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page 57-
58).

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

The SOP version 2.2
has changed chapter
14 to chapter 12.

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Not seen - Add
requirement for
submit
noncompliance
report when PI
delay submission of
progress report.

Comply

Not seen - Add
requirement for Pl
to submit signed
consent form of the
first subject when
submit the first

progress report.
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# SOP 15

. Change the
English title to
Suspend/termination

of study research.

# SOP16
. Add section

of routine site visit

# SOP 17

. Change the
title and content to
cover Response to
complaints, query,
and requests from
all research

stakeholders.

# SOP 18
. Add approve

agenda in

RSU-ERB has already
corrected along the
suggestions in the
SOP.

The SOP version 2.2
has changed chapter

15 to chapter 14.
RSU-ERB has already
corrected along the
suggestions in the

SOP.

The SOP version 2.2
has changed chapter
16 to chapter 15.
RSU-ERB has already
corrected along the
suggestions in the

SOP (page 167).

The SOP version 2.2
has changed chapter
17 to chapter 16.
RSU-ERB has already
corrected along the
suggestions in the

SOP.

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Not change

17
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agenda/meeting

minutes template.

. Define
timelines in the
preparation of
minutes and agenda.
. Define
timeline to complete

minute.

. State that

quorum should be
always maintained
when decisions are

made by full board.

. Add section

of online meeting

# SOP 19
. Improve the

database to include

The SOP version 2.2
has changed chapter
18 to chapter 8. RSU-
ERB has already
corrected along the
suggestions in the

SOP (page 94).

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page 94).
- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 94).

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 95).

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 95).

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Not seen - State
that quorum should
be always

maintained when

18
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Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

information about
post approval

procedures.

. Add section
for management of
electronic study files
and confidentiality

protection.

. Provide
logbook or record
for
incoming/outgoing
documents.

. Add section
of inactive file to
include no response
from Pl and
management.

. Ensure
consistency for
document to keep
and the detail of the
form.

. Comply to
SOPs to have

The SOP version 2.2
has changed chapter
19 to chapter 17.
RSU-ERB has already
corrected along the
suggestions in the

SOP (page 188-189)

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page
188).

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

decisions are made
by full board.
Comply

Comply

Comply

Comply

Comply

19




P

P

SIDCERS |
<<

Globalizing Ethics for Health Research %’

SIDCER-FERCAP Survey Form 26: Action Plan

Version No. 3.1, 10 March 2020

And

Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

signatures of all
attendees in the

meeting minutes

# SOP 21

. Revise
repeated criteria for
urgent/special

meeting (5.1 (1))

. Include
health emergency
during pandemic
research review in

this chapter.

. State the
quorum of the
urgent/special

meeting.

. Provide
timeline for urgent

meeting.

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

The SOP version 2.2
has changed chapter
21 to chapter 19.
RSU-ERB has

already corrected
along the suggestions
in the SOP (page
201-202).

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page
202).

- RSU-ERB has
already corrected
along the suggestions
in the SOP (page
202).

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024

Comply

Comply

Comply

Comply

20
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- RSU-ERB has
already corrected
along the suggestions

in the SOP(page 202).

-1 March 2024

Comply

Comply

2.5. Availability of Forms & Checklists (including the Use of SOP Forms & Checklists)

Recommendation

Corrective Action

Compliance Date

Surveyor

Assessment

Forms - 001, 001-s

. Require CVs,
training certificates
and COl declarations
with sign/date of all

investigators.

Forms - 002
. Revise

information

RSU-ERB has already
corrected along the

suggestions.

-1 March 2024

-1 March 2024

Not comply for all

forms.

21
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SIDCER-FERCAP Survey Form 26: Action Plan
Version No. 3.1, 10 March 2020

And

requirement for
inform consent
process to include
where, when, and
how to obtain ICF.

. Add
requirement to
submit progress
report with 30 days
prior to expiry in the

agreement of Pl.

Forms - 003

. Add section
of ethical
consideration in
protocol template
Forms - ICF

. Revise ICF
template to include
essential
components to
follow international
guideline: CIOMs,
ICH GCP

. Require the
fingerprint for all

the consent form.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

-1 March 2024

-1 March 2024

-1 March 2024

-1 March 2024
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Forms

. Improve the
content for review
assessment form to
incorporate the
items in SIDCER-
FERCAP assessment
form.

. Improve the
Agenda & Meeting
Minutes Templates
(cf. SIDCER-FERCAP
Agenda Templates
& SIDCER-FERCAP
Meeting Minutes
Template)

. Develop the
assessment form for

continuing reviews.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

RSU-ERB has already
corrected along the

suggestions.

-1 March 2024

-1 March 2024

-1 March 2024

2.6. Periodic Updating of SOPs (Frequency of Updates & SOP Versions)

Recommendation

Corrective Action

Compliance Date

Surveyor Assessment
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Form 24: Survey Follow-up Visit Assessment Form (version 1 June 2017)

3. Completeness of the Review Process

3.1. Assicnment of Appropriate Reviewers

Recommendation

Corrective Action

Compliance Date

Surveyor Assessment

. Appoint
suitable reviewers
according to the
expertise (dentist,
ophthalmologist,
oriental medicine,
etc.) (2020/019,
2021/026)

. Appoint lay
person to review ICF

(2020/019, 2021/026)

- RSU-ERB has
already corrected
along the suggestions

in the SOP (page 73).

- RSU-ERB has
already corrected
along the suggestions

in the SOP(page 73).

-1 March 2024

-1 March 2024

Recommendations

as mentioned below,

3.2. Availability of Comprehensive Reviewer Assessment Form

Recommendation Corrective Action Compliance Date Surveyor Assessment
3.3. Review Process (Expedited & Full Board)
Recommendation Corrective Action Compliance Date Surveyor

Assessment
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. Protocol - RSU-ERB has
2023/036 already informed,
. Discuss coercion | discussed and

from recruitment
process in prisoner.
. Discuss
recruitment process in
ex-prisoner due to the
risk of stigma.
. Discuss risk of
confidentiality
breaching from
document consent
.

Comprehensivel
y discuss vulnerabilities
issues
. Discuss
compensation for
prisoner.
. Discuss inform
consent process in
prisoner.
. Comment on
inappropriate
content/language of

ICF

provided the ethic
training to all
committees for
being the qualified
reviewers. We held
the training about
“Case Studies on
Risk, Benefits,
Vulnerabilities  and
ICF in Human
Research Ethics and
The Research Ethics
Training on Herbal
Products, Food and
Supplement Issues”
on 30 July. This
training, there are 58

members to register.
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. Consider major
revision in proposal
with unclear rationale,
recruitment process.

. Determine
frequency of progress
report when approve

or minor revision.

RSU-ERB has already

. Protocol informed, discussed
2023/105 and provided the
. Discuss the ethic training to all
method to maximize committees for
direct benefit. being the qualified
. Discuss scientific | reviewers. We held
issues by scientific the training about
members. “Case Studies on

Risk, Benefits,

Vulnerabilities and

. Comply to SOPs | ICF in Human
to Research Ethics and
. have The Research Ethics

assessment form from | Training on Herbal

reviewers (15 Products, Food and
protocols) Supplement Issues”
. submit on 30 July. This

reviewer’s assessment
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form 2 days before training, there are 58
meeting date members to register.
(2020/026)

. review

resubmitted protocols
(20217111, 2021/023,
2021/055) and to mode
of review for
resubmitted.

. review
interventional study
(med-device) by full
board review (2020/040,
2020/049, 2020/082)

. Ensure
investigators’
competence (15
protocols) (No GCP
Training;2022/040,
2021/026; no CVs;
2021/055)

. CVs of all
investigators

. Training

certificates of all

investigators
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. COls declaration

of all investigators

3.4. Elements of Review/Quality of Review (Science, Ethics & Informed Consent)

Recommendation

Corrective Action

Compliance Date

Surveyor

Assessment

«Comprehensively
review risk/ benefit
(2021/111, 2021/023,
2021/055)
Comprehensivel
y review ICF.
Comprehensivel
y review vulnerabilities

assessment

-ERB  has already
informed, discussed
and provided the
ethic training to all
committees for
being the qualified
reviewers. We held
the training about
“Case Studies on
Risk, Benefits,
Vulnerabilities  and
ICF in Human
Research Ethics and
The Research Ethics
Training on Herbal
Products, Food and
Supplement Issues”
on 30 July. This
training, there are 58

members to register.
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3.5. Decision-making Process (Types of Decision, Approval Letter & Communication to PI)

Recommendation Corrective Action Compliance Date Surveyor Assessment

3.6. Completeness of Meeting Agenda (Details in the Meeting Agenda)

Recommendation Corrective Action Compliance Date Surveyor Assessment

4. After Approval Review Process

4.1. Meeting Minutes (Complete Sections to include Initial & Continuing Review, Discussion

Points & Board Decision)

Recommendation Corrective Action Compliance Date Surveyor
Assessment

. Document - RSU-ERB has already Cannot find the

the review of corrected along the assessment forms

resubmitted and suggestions in the for continuing

continuing review in | SOP and has RSU-ERB review eg. Review of

the protocol files 012 form. final report.

and meeting

minutes

. Ensure the After meeting, we
completeness of copy and summarize
reviewers’ the recommendation

recommendation in | of the reviewers to

the meeting minutes | the decision letter.
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and notification
letter (2020/022/,
2021/ 142)

4.2. Amendments

Recommendation Corrective Action Compliance Date Surveyor
Assessment
. Document - The full board Cannot find the

the review of
resubmitted and

continuing review in

meeting has agenda
to review the
resubmitted protocol

(document 12, 1159

assessment forms
for continuing review

eg. Review of final

the protocol files report.

and meeting a4).

minutes

4.3. Progress Reports (Progress of Review & Decision-Making)

Recommendation Corrective Action Compliance Date Surveyor
Assessment

. Document - The full board Cannot find the

the review of
resubmitted and
continuing review in
the protocol files
and meeting

minutes

meeting has agenda
to review the
resubmitted protocol

(document 12).

assessment forms
for continuing review
eg. Review of final

report.
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. Comply to
SOPs with
requirement to
review progress
report at least once

per year

. Fine
mechanism to force
Pl to submit

progress

- RSU-ERB has
already corrected
along the suggestions

(document 12,15).

- RSU-ERB has
already integrated
the progress report
to the progress
report of the progress
report of Internal
RSU fund (document
11).

4.4. SAE Reports (Proper Classification of Onsite/Offsite SAE, SUSAR & Appropriate EC Action)

Recommendation Corrective Action Compliance Date Surveyor
Assessment
. Document - The full board | - 1 March 2024 Cannot find the

the review of
resubmitted and
continuing review in
the protocol files
and meeting

minutes

meeting has agenda
to review the
resubmitted
protocol. (document

12, 3w a4).

assessment forms
for continuing review
eg. Review of final

report.
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4.5. Site Visits (EC Procedures & Reporting to the Board for EC Action)

Recommendation Corrective Action Compliance Date Surveyor
Assessment
. Document - The full board | - 1 March 2024 To be follow up

the review of
resubmitted and
continuing review in
the protocol files
and meeting

minutes

. Comply to
SOPs to conduct site

visit

meeting has agenda
to review the
resubmitted protocol
(document 12, M3ed

a).

- RSU-ERB has
already corrected
along the suggestions

in the SOP.

- Within 30
November 2024.

after site visit

4.6. Protocol Deviations/Violations (EC Procedures and Action)

Recommendation Corrective Action Compliance Date Surveyor
Assessment
. Document - The full board | - 1 March 2024 Cannot find the

the review of
resubmitted and
continuing review in
the protocol files
and meeting

minutes

meeting has agenda
to review the
resubmitted protocol
(document 12, M3ed

a).

assessment forms
for continuing review
eg. Review of final

report.
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4.7. Final Reports (EC Procedures and Action)

Recommendation

Corrective Action

Compliance Date

Surveyor Assessment

. Document
the review of
resubmitted and
continuing review in
the protocol files
and meeting
minutes

. Fine
mechanism to force
Pl to submit final

report

- RSU-ERB has
already corrected
along the suggestions

(document 11).

- March 2024

Cannot find the
assessment forms
for continuing review
eg. Review of final

report.
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5. Documentation and Archiving

5.1. EC Office (Adequate Space, Equipment, Confidentiality & Security Protection)

Recommendation

Corrective Action

Compliance Date

Surveyor Assessment

. Update
website and ensure
cyber security.

. Provide office

signage.

- RSU-ERB has
already corrected

along the suggestions

No office signage

due to university’s

policy

5.2. Comprehensive Documentation (in the Protocol Files, Membership Files & Other Files)

Recommendation Corrective Action Compliance Date Surveyor
Assessment

. Keep - RSU-ERB has - 1 March 2024 Comply

updated already corrected

International Ethical | along the suggestions

Guidelines in the in SOP 2.2.

office (WHO

guideline)

. Stamp

previous versions of | - RSU-ERB has Comply

the SOPs as already corrected - 1 March 2024

“Cancelled” or along the suggestions

“Superseded.” (document 13).

. Upload

updated - March 2024 Comply
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International Ethical
Guidelines on the

website.

. Keep all
related documents
in the protocol files:
resubmitted
protocols, changed
ICF and reviewer
assessment forms
for resubmitted
protocols
(ERB2021/111,
ERB2021/023)

. Comply to
SOPs on archiving
and documentation
e.g. annual report
and extension of
COA

. Comply to
SOPs to have
protocol index.

. Provide
logbook for
incoming and

outgoing documents

- RSU-ERB has
already corrected
along the

suggestions.

- RSU-ERB has
already corrected

along the suggestions

- RSU-ERB has
already corrected

along the suggestions

- RSU-ERB has
already set up the

- March 2024

- March 2024

- March 2024

Comply

Comply

Not seen protocol

index

Comply
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electronic Log book

(document 14).

5.3. Orderly Filing System

Recommendation Corrective Action Compliance Date Surveyor Assessment

5.4. Separation of Active from Inactive Files (Protocol Files)

Recommendation Corrective Action Compliance Date Surveyor Assessment

5.5. Archiving

Recommendation Corrective Action Compliance Date Surveyor Assessment

5.6. Database for Tracking (Complete Details)

Recommendation Corrective Compliance Surveyor Assessment

Action Date
® Improve electronic - RSU-ERB has - No membership
Database already database
v Membership corrected - Incomplete

Database (cf. along the protocol
SIDCER-FERCAP suggestions database; meeting
Membership & (document date, SAEs and
o Dt bese 15) deviation/violation

Template)
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\/ Protocol Database
ie. Post-Approval
Monitoring Dates;
SAEs;
Deviation/violation;
Archiving Date &
Disposal/Shredding
Date (cf. SIDCER-
FERCAP Protocol
Database
Template)

® Develop a tracking Comply
system for reminding
Post-Approval

submission
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Follow up visit (6 September 2024) by Asst Prof. Phanthipha Wongwai, Prof. Juntra Loathav
orn and NECAST representatives
There are some recommendations required action plans as followings.
1. Date and signed COI CVs of all members
2. Complete training certificates of all members including alternate members
3. SOPs;
a. SOP 3 add requirement for composition to have 3 MDs, pediatrician, lay perso
n and non-affiliated members
b. Revise decision of progress report, renew, PD, SAEs, final report
i. Protocol Deviations/Violations; SAE Reports; Requests, Queries, Com
plaints; and Site Visits:
1. no further action required (liidassudunsla 9 i)
2. request information (Waﬁayaéﬁﬁéﬁﬂ)
3. recommend further action (Fouug1nI59 %N I77L)
ii.  Progress Reports; Study Termination; and Final Reports:
1. approve
2. request information
3. recommend further action
c. SOP 4 Require CVs, training certificates and COls declaration of all
investigators for initial protocol submission
d. SOP 7 State that quorum should be always maintained when decisions are
made by full board

e. SOP 12
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i. Add requirement for submit noncompliance report when Pl delay
submission of progress report
ii. Add requirement for Pl to submit signed consent form of the first
subject when submit the first progress report
f. SOP 16 Change the title and content to cover Response to complaints,
query, and requests from all research stakeholders
g. Forms
i. Forms - 001, 001-s Require CVs, training certificates and COI
declarations with sign/date of all investigators
ii. Forms-002
1. Revise information requirement for inform consent
process to include where, when, and how to obtain ICF
2. Add requirement to submit progress report with 30 days prior
to expiry in the agreement of PI
iii. Forms - 003 Add section of ethical consideration in a protocol
template
iv.  Improve the content for review assessment form to incorporate the
items in SIDCER-FERCAP assessment form
v. Improve the Agenda & Meeting Minutes Templates (cf. SIDCER-FERC

AP Agenda Templates & SIDCER-FERCAP Meeting Minutes Template)

4. Implement forms for assessing continuing review
5. Limit duration of approval to be maximum at 1 year not 2 years

6. Develop membership database
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7. Protocol databases - add column for meeting date, SAEs, and Deviation/violation.
8. Place protocol index in the protocol files
9. Observe board meeting- discuss in individual items:
a. Scientific - rationale, methodology to answer question
b. Ethical - risk benefit, vulnerabilities
c. ICF - process, content, language
Conclusion:

Submit the corrective actions including evidence within September 2024.

(Asst Prof. Dr. Phanthipha Wongwai)
r LL

(Prof. Dr. Juntra Loathavorn)
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