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Abstract

This mixed-method research aims at studying the community checkpoint development model
in order to foster an operation competency in surveillance and prevention of road traffic accidents in Saraburi
province. The study is divided into 3 phases: 1) studying the need for community checkpoint development,
2) developing the community checkpoint model to increase an efficiency in monitoring and preventing
road traffic accidents, and 3) testing the developed model as well as identifying the conditions for actual
applications — using a semi-structured interview and questionnaire. Aside from that, group discussions
were conducted in order to acquire information from staff at 27 community checkpoints across
Saraburi Province during December 2016 to May 2017.

The study finds that; There exists the need in improving knowledge and servicing skills at the
community checkpoint, notably on the area of community participation and networking, communication and
information sharing, as well as management skills. The needs had statistically significant positive correlations
with the Operational experience (r = .051), Training experience (r = .074), staff skills, community
participation (r = .069), and community learning center (r = .114) at 0.05 statistically significant level.
The Community checkpoint development model the developing process respond to the needs of
Community checkpoint, Community Involvement, and Network support in order to foster an operation
competency in surveillance and prevention of road traffic accidents in Saraburi province. Such the model
is a 6 step development process including; 1) Creating trend and awareness, 2) Identifying community
risk, 3) Setting community operation plan, 4 ) Networking and resources, 5) Participation in the execution,

and 6) Result evaluation and feedback.
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- mafiduswesgnaulumsduiivoy 069 0.031*
sumathssluasilasiugiitiog

- undimsidsuftasgurwifums 114 0007+
Uasfugimameouu

- ANV BINUNAEDY/BUUN 167 0.274

- Uszaumsel/anumsolattmglugamy 245 0.341

**p<.05
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—- (N : Network Linking)
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(P : participatory action)
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7 [ a < v
avAlsznaugluuy FEAUAINAALANABYBIFULUU (n= 63)

Uszlemizasguvy  anudululalumsin
siamizim,a%wqwu suuuy R G RER

X SD. ANH¥NIEg X S.D. ANNBNIY

MUNAR (ANNANALEBIFULUL)
1. MsidmINYeIRIANSYNIY 3.53 0.69 N 3.67 0.66 N
2. WAINMALATTNENATTUBLLDNTY 3.70 0.71 1N 3.68 0.63 N
Munanms (wnMalfudveszluuy)

3. dawasnlvignzuiiduInnTunaures 3.65 0.69 Yoty 3.75 0.85 N
MIMTINUMUAUYNBY

4. FUFTNMSTHNULVULAT DB 3.71 0.67 10 3.82 0.93 10
ANEMW WATUNUINAUN

enuihmaneg (Haanszaegiuuy)
5. @3NENANNG uaziinwziduzas 3.53 0.95 3N 3.91 0.98 WM
gUHUAOuTua ugNzy
6. ITNMITSIUTINVWYNBUMA LATD2IY  3.63 0.73 %N 3.57 0.94 3N
7. samawginssudsauazgi@maluguey  3.49 0.60 thunaw 3.49 0.68 1hunaw

MUNTEUIUMS (AUABUMIMLTUMTEEUT)

8.a%'wnmtauazﬁ'amsmmmzwﬁn;ﬁf 3.57 0.73 N 3.63 0.89 N
9.5zqﬂmm?%wqmuﬁmqﬂﬂa nm dui - 3.93 0.41 N 3.72 0.77 N
10.fvuamnasmslumsilasiuiidanadas  3.51 0.43 ann 3.53 0.98 nn
ﬁ'umml,ﬁ'mwm*qmu

11. MSEHANRNNUALNSWENNSNULAIDZIE  3.56 0.67 1N 3.48 0.95 1unan

12. MHUNUMNINAININENTELIUMST  3.79 0.89 %N 3.57 0.87 3N
N
13. UssLliunanuuasaziaunaulaye 3.56 0.97 WM 3.62 0.63 AN

MUUSUNTNIU(FIUUTENDUNUNNAIANYBIANTU)

14. %mmm/mmaﬁmqwu 3.78 0.61 N 3.39 0.65 unan
15. dauasinaluladyuau 3.58 0.56 10 3.91 0.35 1N
16. aqﬁmmﬁltauméqL'%ﬂufé"wmqmu 3.62 0.55 N 3.58 0.71 N

NN 3.67 0.59 NN 3.55 0.63 n
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Abstract

Seasonal influenza occurs every year. The Ministry of Public Health has provided vaccines against
influenza in high risk subpopulation. This measure is intended to reduce influenza illness and fatality.
However, the need for vaccination in the risk group decreased. This survey aimed to describe the
individual characteristics of risk groups for perceived risk of influenza, to determine risk perceptions and
vaccination against influenza and the factors that affect the risk perception and influenza vaccination
behavior in risk populations in Phra Nakhon Si Ayutthaya, a province ranked the top 5 in term of
influenza burden. Study subjects were selected by quota sampling. Those included 1) healthcare workers,
2) elderly population aged >65 years, 3) pregnant women with gestational age >4 months, 4) parents of
child age 6 months to 2 years old, 5) patients with chronic diseases and control group aged 18-64
years, each group of 42 individuals for a total of 252. Data were collected by interview questionnaires
constructed between May and August 2015 and then analyzed by descriptive statistics, e.g., percentage and
test for associations by Pearson Chi-square.

Of 252 study subjects, mean age (+S.D.) was 44.9+1.86 years. Regarding risk perception and
vaccination against influenza in risk groups found that110 (43.7%) of respondents perceived they are at

risk of influenza infection. The percentages were statistically significant difference (p-value < 0.001),
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ranging from healthcare workers (12.7%), patients with chronic diseases (10.7%), to pregnant women
(8.3%). The common preventive measure was “Eating hot food with serving spoon” (195, 77.4%),
followed by “Hand washing with soap” (190, 75.4%), cough hygiene (188, 74.6%) and providing face
mask (86.5%). In the past year, influenza vaccine uptake was highest among healthcare workers (28/42,
66.7%), followed by patients with chronic diseases (27/42, 64.3% ) and pregnant women (6/42, 14.3%)
with p-value < 0.001. For 2015, the willingness to get free influenza vaccine was high (208, 82.5%),
ranging from patients with chronic disease (92.9%), followed by elderly (88.7%), general population
(78.6%) and pregnant women (26, 61.9%). If vaccine is not free, the willingness dropped to 76.2% for
patients with chronic diseases and 33.3 for pregnant women. In conclusion, the risk populations perceived
their risk of acquiring influenza at high level. The pregnant women and parents of child age 6 months to 2
years old had less concern on influenza vaccine uptake. Recommendations include in-depth study on risk
populations that intend to get influenza vaccine and follow up the actual vaccination percentage in order

to understand the contributing factors that will be used for risk communication to target population for

vaccination coverage.

Keywords : influenza, vaccine, risk group, risk perception
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Prevalence and risk factors of diabetic retinopathy among type 2 diabetic patients
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Abstract
Diabetic retinopathy (DR) is the important cause of severe visual loss and affects long—-term
quality of life. Purpose: This study aims to evaluate the prevalence and risk factors of DR among 782
type 2 diabetic patients who was received DR screening by non-mydriatic fundus camera in
RajPrachasamasai ophthalmic mobile unit at Prasamut Chedi Sawatyanont hospital, Samut Prakarn
province. Material and Methods: The data collection instruments are non-mydriatic fundus camera and

ophthalmologist-data collection form. This study uses Chi-Square test which determines the relationship
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among personal factors, health status factors and diabetic retinopathy. Results: The prevalence of

DR is 7.3% (57 patients). 55 patients were categorized into non-proliferative diabetic retinopathy

(NPDR) (96.5%) and 2 patients were proliferative diabetic retinopathy (PDR) (3.5%). The risk factors

of DR were the diabetic treatment methods (p < 0.05), the duration of diabetes mellitus (p < 0.05)

and visual acuity (p < 0.05). Suggestions: The proactive service of DR screening should be occurred

regularly in community hospitals which have no ophthalmologist. Regular DR screening can provide

the patients with early detection, prevent permanent visual loss and reduce disparities of health service

accession.

Keywords : diabetes mellitus, diabetic retinopathy
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Prevalence and complication of mask hypertension compared with

mask hypertension and persistence hypertension in hypertensive patients

Nads Foas5eeds’
'NNNUIEINIIN, Ianenagiuns, Janiagiuns
Passorn Sueyunyongsiri'

'Medical Department, Surin Hospital, Surin Province

UNARHa

aananugnzadlsaanuaulaings dinariliiiaanuuadalunibauimsuasiiamslden
ﬁl,ﬁummﬁuﬂuiu@'ﬂ’m White coat Hypertension (WHT) LLazLﬁmmmamaﬂiumju Mask Hypertension
(MHT) #lsisnansodfiass MHT @lag1d Office Blood pressure Liteqaghatiien 39la: Hdamuthaany
é’uiaﬁmgqﬁy’wuﬂ 148 118 Adamumsinmniieainuennanamauszadiinanudulafiogalss
wennagauns Wussazna 2 1 Tesfaanuduasiithy wWisuiisuduiaanuduilsimennalos
WENUAINTNTIBLAZ TS aNEN LS miﬂimﬁumazmmﬁu‘laﬁmgqLﬁ"ammé’uﬁ‘[wwmmamnniw
140/90 mmHg ehumwuﬁu‘[aﬁmgﬁiﬁmﬁmmﬁumﬂﬂiw 135/85 mmHg WUz WHT 42.59%
waz MHT 29.27% mmgnﬁmwmmsmmagjﬁw.1 9% AMZUNINFDUNNNADALFDAFNDILUNGNANN
Fugaithuganhnguenudulafaganaithuwasiilsawennaanafitsd damesda (p-value<0.05)
(83/1,000 and 34/1,000 Iuﬂzjuemué’ugﬁ%ﬁﬁmLLaxTiqwmmaammam&amﬂﬂu&jﬂwﬁmm
aulafingean 8,403 vmealiiaumas 4,458 vmaadau Mngihe 148 M agulddn msuSuen
Tagldanudulafiaiiiailsaweviaifissegraden wlvinsldennouasdudaaduly
IuwmstﬁmﬁuﬁmmLﬁ'mslu@’ﬂmﬁﬁm’;xmmﬁu‘[aﬁm@qLawwﬁﬁwuﬁﬁ)ﬂé’%mﬁaﬂLﬁulﬂﬁmmtﬁ'm
GiamiLﬁﬂ‘['ﬁﬂumnﬁ'auﬁ'gmmlﬁ' FariumsUSummuanuduithudeiianumanzauannnh

v

Mmdan: annauladiogalasn, anuauladiagantiu, anuauladiog

Abstract
The increasing prevalence of hypertension (HTN) leads to overcrowding in health care service.
Antihypertensive medication was overused in white coat hypertension (WHT) patients and neglected in
mask hypertension (MHT) group which unable to diagnose using office blood pressure (BP) alone.
A prospective study included 148 subjects with HTN receiving 2 years hospital care service at Surin
hospital. Measured (BP)at home was compared to measured BP in the hospital. The measured BP of

more than 140/90 mmHg in the hospital and more than 135/85 mmHg at home indicated high BP. It was
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found that 42.99% was WHT and 29.27% was MHT with 39.19% of diagnosis accuracy. Stroke
morbidity in measured BP at home was significantly higher in measured BP both at home and
hospital (83/1,000 and 34/1,000) (p < 0.05). Costs per 148 patients followed up for 1 month
were lower in the home BP group from 8,403 Baht to 4,458 Baht per month (p < 0.05). Dose adjustment
based on the BP measurement in the hospital led to antihypertension medication overused in WHT meanwhile

increased the risk of complications and sub-therapeutic dose level in MHT. Dose adjustment based on

BP measurement at home is more suitable.

Keywords: White coat hypertension, Mask hypertension, Hypertension
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Abstract

This retrospective study aimed to explore the scientific and ethical issues found in human research
proposals that were submitted to the Ethical Review Committee for Research in Human Subjects (ERC),
Ministry of Public Health (MOPH). Ninety -three initial studies were submitted and reviewed by the MOPH
ERC full board between January 2015 and December 2016. An average of 6 initial research proposals
were reviewed at each ERC meeting (S.D. = 2). The research proposals can be categorized as clinical
trials (phases 1-4) 40.85% and other clinical research 59.149%. Based on intervention, these research
proposals can be classified into clinical research using medicines, herbs or devices 45.16% and other
studies 54.84% included surveys, retrospective/prospective observational studies, clinical epidemiology,
interview or retrospective data collection, cross-sectional studies or laboratory studies. More than 50% of
reviewed research proposals had scientific issues which either needed to be revised or expanded upon.
The scientific issues were related to inclusion criteria 61.29%, exclusion criteria 59.14%, research
methodology 55.91% and study rationale 53.56%. More than 50% of reviewed research proposals
also had ethical issues which needed to be revised or further clarified. These ethical issues were the consent
process was not clearly defined or did not comply with the Good Clinical Practice 72.04%; lack of
information in the informed consent form 61.29%; or the language in the informed consent form was
not suitable for the subject 54.84%. Therefore, the improvement of researchers’ knowledge in science

and ethics would directly result in protecting the rights, safety and welfare of research subjects.

Keywords : Human research, research protocol, scientific issues, ethical issues

Introduction

Based on the registration data of clinical
trials via website: http://www.clinicaltrial.gov in
July 2017, there have been up to 249,047 ongoing
clinical trials in the US and in 201 countries around
the world whereby 6,524 clinical trials are being
conducted in the South East Asia, of these 2,161
(33%) are being conducted in Thailand”’. Though
research in humans is beneficial, in the past, human
research being conducted incorrectly also posed
severe harm and risks to the research subjects. The
misconduct of research in many countries globally
may be caused by the fact that the sponsor and/or
the regulatory authorities could not comprehensively

monitor the research in all areas. Research is

sometimes being conducted without approval and/
or lacking ethical systems in a number of countries,
including the approval of clinical trial without
supporting scientific data, lack of transparency when
conducting the informed consent process (e.g. lack
of independent decision making), missing serious
adverse event report.

Thailand wishes to accelerate the development
of health and medical technologies in a number of
areas in parallel with the innovative development
plan by enhancing human subject research both in
government and private sectors. For the time being,
there are no applicable laws specific to research in

human subjects in Thailand. Institutions doing the
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research have the primary responsibility to protect
the rights, safety and welfare of research subjects by
establishing ethics committees to review, evaluate
and monitor the research projects in terms of
medical science and ethical aspects by
themselves®™®. In 1975, the Ministry of Public
Health, established the Ethical Review Committee
for Research in Human Subjects (MOPH ERC),
the first national ethics committee, supported by
the Office of the Permanent Secretary and headed by
the Director-General of the Department of Medical
Services.

Nowadays, the research protocols are more
complex and some pharmaceutical companies seem
to save time and money by conducting research
in many study sites and/or many countries at
the same time. They are also employing new
technologies, e.g. mobile application, communication
via information technology systems to the conduct
of the research. Hence, the MOPH ERC has to review
the research proposals carefully and comprehensively
both in scientific and ethical aspects to ensure that
the rights, safety and welfare of the research subjects
are protected and to attain the truly accurate and
beneficial research.

Over the past 4 decades of the MOPH ERC
operation, the nature of the research proposals and
the overall issues had not been collected. There
has been little research about the structure and
performance of ethics committees’’ . The author
explored the situations and trends of the research
including the scientific and ethical issues found at
MOPH ERC. The data obtained in this study might
induce the development and improvement of research
in Thailand in terms of science and ethics, and might
help to establish the appropriate course for building

the quality of our researchers.

Materials and Methodology

This is a retrospective descriptive study to
explore the scientific and ethical issues of the initial
research proposals submitted to the MOPH ERC.
Data was collected from the MOPH ERC meeting
minutes from 1 January 2015 to 31 December 2016
by reviewing the consensus resolutions of all initial
research proposals and excluded the research
proposals that had already been approved. The
process of reviewing and collecting data took place
after getting ethically approved. Since this study did
not involve personal identifiable data and used only
secondary data, an information sheet and consent
forms were exempted. Only the assigned staff
of MOPH ERC could access the ERC meeting
minutes. Data was collected by using a case report
form, which is divided into 2 parts. Part 1 is the
general information of the MOPH ERC meetings:
meeting number, date of meeting, number of
members attending the MOPH ERC meeting by
gender, the number of research proposals being
reviewed, and type of review. Part 2 is the
consensus resolutions of the MOPH ERC meeting:
protocol number, type of protocol, the comments
and consensus resolution in different areas.
A specific code was used for data analysis instead
of the actual name and code of the protocol.
This study used descriptive statistics, i.e. frequency,
percentage and average, and bar charts to present

data.

Research outcome

From 1 January 2015 to 31 December
2016, the MOPH ERC had 18 meetings. The av-
erage number of members attending the meeting was
13 members/meeting (S.D. = 2) with more female

than male. Ninety-three initial studies were reviewed
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by the full-board. At each MOPH ERC meeting,
there were an average of 6 initial research proposals
(S.D. = 2). The types of the studies being reviewed
included phase 1-4 clinical trials 40.8% and other
clinical trials 59.19%. When categorizing based on
intervention using medicines, herbs or devices

(hereafter referred to as Type I for interventional

Table 1 Protocol being in the full board review

study) versus non-intervention which include
surveys, retrospective/ prospective observational
studies, clinical epidemiology, interview or
retrospective data collection, cross-sectional
studies or laboratory studies (hereafter referred to as
Type O for non-interventional study), there were

45.19% of Type I and 54.8% of Type O (Table 1).

General data

Quantities

Number of meetings between 2015 and 2016 (times) 18

Average number of committee members + standard deviation (members )(minimum, 13+2 (10, 16)

maximum )

Female(member) (minimum, maximum )
Male(member) (minimum, maximum)
Number of research proposals/meeting

Number of new research proposals reviewed

7+2 (6,10)
5+1 (4, 6)

6+2 (1, 10)
93

Number of new research proposals requiring re-consideration
Number of new research proposals for initial review

Type of research proposal for full-board review (%)

Total of phase 1-4 clinical trials

Phase 1 clinical trials

Phase 1 clinical trials extended to phase 2 or 2a

Phase 2 clinical trials

Phase 2 clinical trials extended to phase 3

Phase 3 clinical trials

Phase 3b clinical trials

Phase 4 clinical trials

Other clinical trials

Study based on intervention vs non-intervention

Clinical trials administering medicines, herbs, devices (Type 1)

Other studies * (Type O)

9 (9.68%)
84 (90.32%)

38 (40.85)
8 (8.60)
3(3.23)
2(2.15)
4(4.31)
18 (19.35)
1(1.08)
2(2.15)
55 (59.14)

42 (45.16)
51 (54.84)

a. Survey, retrospective/prospective observational study, clinical epidemiology, interview or

retrospective data collection, cross-sectional study or laboratory study
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Scientific Issues:

The data analysis has shown that more than
50% of the research proposals being reviewed
required further changes or amendment in terms
of scientific issues including inclusion criteria
61.2%, exclusion criteria 59.1%, study
methodology 55.9%, and study rationale 53.7%,
(Table 2). Other issues that occurred less
frequently were: study objective and sample size
calculation 43.0%, discontinuation/withdrawal
criteria 31.1%, safety information or previous
support study data 29.3%, sampling and sample
allocation 24.7% and benefit from the study 20.4%
(Table 2).

When categorizing the clinical trials based
on intervention into Type I or O, the most common

issue requiring further amendment in Type I studies

was study methodology 50.0% While the most
common issues requiring further amendment in Type
O studies were inclusion criteria 68.6%, exclusion
criteria 62.7%, study methodology 60.7%, study
rationale, sample size calculation and study objective
58.8%. However, the following issues were often
found in Type I studies more than Type O studies
(>20% differences): safety information, previous
support study data, participant care measures, lack
of details or additional research. On the contrary,
the issues requiring further amendment in Type O
clinical trials more than the Type I studies (>20 %
differences) were study objective, definition, and
sample size calculation.

The data analysis result of the research
proposal review in terms of scientific issues is

displayed in Table 2 and Figure 1.

Table 2 Results of the research proposal full board review in terms of scientific issues

Quantities (%)

Type of study
Type I Type O

Issues requiring further amendment or changes Total
Clinical trials Other studies” (n=93)

administering medicines, (n=51)

herbs, devices (n=42)
Study rationale 20 (47.62) 30 (58.82) 50 (53.76)
Study objectives 10 (23.81) 30 (58.82) 40 (43.01)
Safety information or previous support study data 24 (57.14) 3(5.88) 27 (29.30)
Participant care measures 10 (23.81) 1(1.96) 11 (11.83)
Definition 0 18 (35.29) 18(19.35)
Benefit from study 7(16.67) 12(23.53) 19(20.43)
Study design 1(2.38) 1(1.96) 2(2.15)
Sample size calculation 10(23.81) 30(58.82) 40(43.01)
Sampling and sample allocation 8(19.05) 15(29.41) 23(24.73)
Study period 2(4.76) 6(11.76) 8 (8.60)
Study site 1(2.38) 9(17.65) 10(10.75)
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Table 2 Results of the research proposal full board review in terms of scientific issues (cont.)

Quantities (%)

Type of study

Type I Type O

Issues requiring further amendment or changes Clinical trials Other studies® Total
(n=93)
administering medicines, (n=51)
herbs, devices (n=42)
Inclusion criteria 22 (52.38) 35(68.63) 57(61.29)
Exclusion criteria 23 (54.76) 32(62.75) 55(59.14)
Discontinuation/withdrawal criteria 13 (30.95) 16(31.37) 29(31.18)
Study termination criteria 8 (19.05) 3(5.88) 11 (11.83)
Study methodology 21 (50.00) 31(60.78) 52(55.91)
Location of Laboratory for study analysis 4(9.52) 5(9.80) 9(9.68)
Future use of biological products 12 (28.57) 6(11.76) 18 (19.35)
Lack of additional research details 13 (30.95) 1(1.96) 14 (15.05)

a. Survey, retrospective/prospective observational study, clinical epidemiology, interview or retrospective

data collection, cross—-sectional study or laboratory study

Figure 1 Bar chart showing the result of research proposal review in terms of scientific issues

ez o
[ =
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Ethical Issues:

The data analysis has shown that more than
50% of the research proposals being reviewed
required further changes or amendment in terms
of ethical issues included unclear and GCP-non-
compliance of the informed consent process 72.0%,
lack or incomplete details of study process/
procedures 61.29% and the inappropriate use of
language to the level of subject’s understanding e.g.
the use of technical or too difficult terms 54.8%.
Other issues shown less than 50.0% but over
20.09% include notification of risks in the
subject information sheet not identified or

incomplete 43.0%, compensation not identified or

inappropriate compensation 41.9%, future use of
biological products not separated from the main
consent form and incorrect signature page of
informed consent form 25.8% while the
investigator not identified as responsible person in
the event of any harms or injuries occurring from
study participation or pushing the burden to use
the subject’s medical plan and the rights to
refuse the study participation or to complete
the questionnaires if used in the study, not identified,
24.7% respectively.

When categorizing the clinical trials based

on intervention into Type I and Type O studies,
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the issues requiring further amendment in 50.0%
of the Type I studies were unclear and GCP-non-
compliance informed consent process 80.9%,
lack or incomplete details of study process/
procedures 64.2%, and the use of inappropriate
language to the level of subject’s understanding, e.g.
the use of technical or too difficult terms 59.5%.
While the issues requiring further amendment over
50.0% of Type O trials included lack or incomplete
details of study process/procedures 58.8% and the
use of inappropriate language to the level of subject’s
understanding e.g. the use of technical or too difficult

terms 50.9%.

However, the issues most often found
in Type I more than Type O studies (>20%
differences) were post-trial provisions; unclear and
GCP-non-compliance informed consent process;
excessively long and complex patient information
sheet (over 8 pages) without a summary;
non- identification of responsible investigator if
the study participation-related harms or injuries
occurred; pushing the responsibility to other
healthcare plan the subject is entitled; non-
identification or incorrect or incomplete identification
of person who can access source data and study data.

The result of research proposal review in
terms of ethical issues is displayed in Table 3 and

Figure 2.

Table 3 The result of research proposal review in terms of ethical issues

Quantities (%)
Based on type of study

Type I Type O
Issues requiring further changes or amendment Interventional Other studies
Total
clinical trials, i.e. “(n=51)
(n=93)
medicines, herbs,
devices(n=42)
Conflicts of interests 9(21.43) 9(17.65) 18 (19.35)
Post-trial provisions non-compliance with Declaration 10 (23.81) 1(1.96) 11 (11.83)
of Helsinki201 3, item 34
Consent process unclear and non-compliance with ICH 33 (80.95) 34(64.71) 67(72.04)
GCP 4.8.2, 4.8.3, and/or 4.8.7
Consent form non-compliance with ICH GCP 4.8.4 9 (21.43) 8 (15.69) 17 (18.28)

and/or 4.8.5
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Quantities (%)
Based on type of study

Type I Type O

Issues requiring further changes or amendment Interventional Other studies
Total
clinical trials, i.e. “(n=51)
(n=93)

medicines, herbs,

devices(n=42)
Too long and complex patient information sheet (over 12 (28.57) 2(3.92) 14 (15.05)
8 pages) without summary of patient information sheet
(non-compliance with ICH GCP 4.8.6)
Use of inappropriate language to the level of subject’s 25 (59.52) 26 (50.98) 51 (54.84)
understanding e.g. use of technical or too difficult terms
(non-compliance with ICH GCP 4.8.6)
Not identify the number of subjects and/or study sites 7 (16.67) 9(17.65) 16 (17.20)
in the subject information sheet (non-compliance with
ICH GCP 4.8.10 (1))
Lack or incomplete details of study process/procedures 27 (64.29) 30(58.82) 57(61.29)
(non-compliance with ICH GCP 4.8.10 (d))
Not identify the rights to refuse the study participation 9 (21.43) 14 (27.45) 23(24.73)
and questionnaire completion if using one (non-
compliance with ICH GCP 4.8.10 (m) and Declaration
of Helsinki2013 item 31)
No children information sheet and assent form (MOPH 0 4(7.84) 4 (4.30)
ERC requirement)
No or incomplete identification of risks in the subject 20 (47.62) 20 (39.22) 40 (43.01)
information sheet (ICH GCP 4.8.10 (g))
Compensation in the event of trial-related injury: ICH 5 (11.90) 1(1.96) 6(6.45)
GCP 4.8.10 (j))
Lack of details about the costs responsible by the subjects 8 (19.05) 3(5.88) 11 (11.83)
or the costs responsible by the study (ICH CGP 4.8.10
(k) and 4.8.10 (1))
Non-identification, incorrect identification or incomplete 12 (28.57) 4(7.84) 16 (17.20)

identification of the person who can access source data
and study data (ICH GCP 4.8.10 (n))
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Quantities (%)
Based on type of study

Type I Type O
Issues requiring further changes or amendment Interventional Other studies
Total
clinical trials, i.e. “(n=51)
(n=93)
medicines, herbs,
devices(n=42)
No clear separation of the request to store biological 15 (35.71) 9(17.65) 24 (25.81)
products for future use from the main consent form
(consent for future use)
Not identify name, 24 -hour contact details of the inves— 2 (4.76) 3(5.88) 5(5.38)
tigator in the information sheet and consent form (ICH
GCP 4.8.10 (q))
Not identify name and EC contact information in the in- 8 (19.05) 12 (23.53) 20(21.51)
formation sheet and consent form (ICHGCP 4.8.10 (q))
Existing information of the patient’s address on the in- 3 (7.14) 5(9.80) 8 (8.60)
formed consent form, non-compliance with ICH GCP
2.11
Incorrect ICF signature page e.g. not enough witness as 7 (16.67) 17 (33.33) 24 (25.81)

required, not identify that the signature from a legally
acceptable representative is required if the subject’s

representation signs the consent.

a. Survey, retrospective/prospective observational study, clinical epidemiology, interview or retro-

spective data collection, cross—sectional study or laboratory study
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Figure 2 Bar chart showing the result of research proposal review in terms of ethical issues

Ethical issues

or ICF sig page
(MoPH EC requirement)

Presence of participant’s address in ICF
(nencompliance with ICH GCP 2.11)

Did not indicate EC contact for information to ask about the rights of the subject
(noncempliance with ICH GCP 4.8.10 (q))

Did not indicate Investigator’s contact information in case of of trial-related injury in ICF
(noncompliance with ICH GCP 4.8.10 () B s
Gz 476
Did not separate or did not have informed consent about future use 25.81
(MoPH EC requirement) 5 e 17.65
[ 35T 1
17.2

Did net, incorrectly, or incompletely indicate about granting of direct access to subject’s source
document in IC| i1 7.84
(noncompliance with ICH GCP 4.8.10 (n)) e 28.57
Did not indicate or unclear what payment will be responsible by the study or by the subject 11.83

(noncompliance with ICH CGP 4.8.10 (k) and 4.8.10 (1)) 7] 5.88
e 19.05
Did not indicate about compensation in the event of trial-related injury 6.45

(noncompliance with ICH GCP 4.8.10 (1)) 1.96

A 119

Did not indicate or inappropriate anticipated prorated payment to the subject for participating in
the trial (nencompliance with ICH GCP 4.8.10 (k))

Did not indicate responsibility in event of trial-related injury
(nencompliance with ICH GCP 4.8.10(})) i 5.88
Pz 4762
Did not or incompletely indicate some r for risks or inconveniences to the 43.01
subject in ICF (noncompliance with ICH GCP 4.8.10 (9)) i 39.22

Did not have assent form for children
(MoPH EC requirement)

Did not have statement about rigths to refuse to participate, to answer questions in 1CF
(ICH GCP 4.8.10 (m) and DoH 2013#31) i

Incomplete or unclear of study process/procedures in ICF &1.29
(noncompliance with TCH GEP 4.8.10 (d)) 58.82
2 64.29
Did not indicate approximate number of subjects and sites involved in the study
(noncompliance with ICH GCP 4.8.10(t))
Use of complex technical language or too technical words in ICF 54.84

(noncompliance with ICH GCP 4.8.6)

50.98
2 59.52
Long and complex ICFs without short information sheet 15.05

(noncompliance with ICH GCP 4.5.6)

ICFs were nencompliance with ICH GCP 4.8.4

Informed consent process issues related to ICH GCP 4.8.2, 4.8.3, and 4.8.7, 72.04

i 64.71

Post-Trial Provision issues (DoH 2013 #34)

i 1.96

G A 23.81
19.35

Conflict of interest issues,

17.65
7 21.43

o 10 20 30 40 s0 60 70 80
Percentage
VZZZZZ clinical studies that give intervention, i.e. drug, herbal, or medical device/instrument

Other studies

20

The result of research proposal review in terms of other issues

The data analysis has shown that overall more than 20% of the research proposals being reviewed
also had deficiencies in other areas including: lack of CV of investigators and/or copy of GCP training
certificate 38.79%, case report form 36.5%, and lack of Material Transfer Agreement (MTA) 25.8%.
The issues found more in Type O than in Type I studies (>20% differences), involved case report forms

(Table 4).
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Table 4 The result of research proposal review (full board) in terms of other issues

Issues

Quantities (%)

Based on type of study

Type I Type O Total
Interventional clinical Other studies * (n=93)
trial, i.e. medicine, (n=51)

herb, device (n=42)

The subjects being proposed are not compliance

with EC requirements (format project)

Case report form

* Excessive data collection (than those specified in

the protocol)

*Incomplete

Lack of information sheet and consent form or

incomplete

No submission of questionnaire even if being

used in the study

Lack of CV of investigators and/or copy of

GCP training certificate

Lack of Material Transfer Agreement (MTA)

2 (4.76) 2(3.92) 4 (4.30)
8 (19.05) 26 (50.98) 32 (36.56)
4(9.52) 11(21.57) 15(16.13)
1(2.38) 4(7.84) 5(5.38)
15 (35.71) 21 (41.18) 36 (38.71)

15 (35.71) 9 (17.65)

24 (25.81)

a. Survey, retrospective/prospective observational study, clinical epidemiology, interview or retrospective

data collection, cross-sectional study or laboratory study

Discussion

The MOPH ERC is responsible for reviewing
protocols and relevant documents to ensure that
rights, safety and welfare of subjects are protected
and studies adhere to human subject research
regulations. Thus, the research proposals were
reviewed in the 3 different aspects, i.e. sciences,

ethics and other issues.

This study found that there were two
preliminary scientific issues that particularly
concerned the MOPH ERC: 1).study rationale
2).research design and research methodology, e.g.
study objective, inclusion/ exclusion criteria.
The research proposal is an action plan for conducting

the study. It must have scientifically sound and
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enables researcher to conduct the study according
to study plan(la). Justification, design and
performance must be described clearly and in
detailed.” "™ The results of this study indicated that
most of researchers lacked of experience in writing
proper research proposals. This may be because
protocols of interventional clinical trials, using
medicine, herbs, devices, have frequently been
written by the sponsor (mostly pharmaceutical
companies ). One of the other major findings was the
issue about sample size calculation. Many submitted
protocols failed to calculate the appropriate size to
answer the research questions by using the minimum
number of subjects.

Stark and colleagues reported that 9 of
18 local IRBs in U.S. did not approve multicenter
randomized trial due to scientific issue e.g. study
design, rational, enrollment criteria, etc. In this
review, study rationale, exclusion criteria, exclusion
criteria and research methodology were issues re—
quiring further changes or amendment in over 50%
of submitted protocols, particularly in Type O
studies. The Type I protocols are generally written
by the Sponsor (mostly pharmaceutical companies)
while other protocols are most often written by
the researchers themselves. The need for further
amendments or changes in objectives and sample
size calculation were also detected in more than 50%
of these locally-written protocols. This has
demonstrated that researchers are still in need of
training in writing proper protocols.

The most frequent ethical issues found in
this study related to the informed consent process,
conflicts of interests, risk assessment and risk
management, respects for privacy and confidentiality,

payment and compensation, post-trial provisions.

Informed consent, with a focus on subject
understanding, is the area of research that received
the most attention by MOPH ERC.

As reported in other studies, the main
reasons for revision or rejections of research
proposal were improper study design and consent
documents among U.S. % French"”, Germany(ls)
and Nigeria.Conclusion

The continuing growth of global research
and increased of complexities, make the MOPH ERC
play a high priority role to protecting the rights,
safety and welfare of study subjects by comprehen-
sively and carefully reviewing research proposals.
Meanwhile, the MOPH ERC educates researchers
in the scientific and ethical aspects through
consensus resolutions. This review makes it clear
that researchers should expand their knowledge in
terms of the scientific aspects in protocol writing,
especially the study objective, study design, sample
size and the ethical aspects, especially informed
consent that should be aged-appropriate to the
subjects; using simple language that is easy to read
and understand; accurate of translation from English
into Thai language. Researchers and all research
related persons should be certified in research ethics
prior to writing, conducting or reviewing research
protocols(zo). Hence, the MOPH ERC has to
develop better training courses and guidelines in
different topics, styles and stages for different level

of researchers and all related persons.
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Abstract

The purpose was to find influencing factors of Early childhood Caretaker’s Nurture the dental
caries in child development center at Samut Prakan Province. Data were collected from 344 early childhood’s
parents. The tools were composed of interviewed questionnaires between April 1, 2017 and May 15, 2017
including general data, dental health care child behavior, childhood’s eating habits, dental accessibility,
social support affected dental care on early childhood and Factors Influencing the dental caries on Early
childhood. Data were analyzed by frequency, percentage and multiple logistic regression.

This result indicated sex of parents, Monthly family income average, Daily health care time by
parents, frequency still milk bottle in child’s mouth on sleeping, receiving compliments or praise about
dental healthcare for child of parents were Influenced factors for dental caries at Samut Prakan Province

statistically significant at 0.05 level.

Keywords: Early childhood, child development center, dental caries, dental services
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M3 6 kamIenzitadednswadalsadurludnlsnis Tudaniaaymsusans (de)

Muils B Exp(B) 95% C.I. p-value
20,001-30,000 I/ LHDU -1.755 0.173 0.022-1.355 0.095
30,001-40,000 I/ LHU -2.167 0.114 0.013-0.985 0.048
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[ v 3 [ = ' < o < <
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Chi-square (Hosmer and Lemeshow Test) = 1.806, df = 8, sig = 0.986
-2 Log likelihood = 385.897 Constant = 9.469 Significant p < 0.05
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Abstract

The objective of this research was to study (1) generality of people in Bangkapi area and (2)
The knowledge and attitude of people in Bangkapi area involvement to select food for avoid food poisoning.
This study was conducted by applying 2 research methodologies, both quantitative & qualitative.
Quantitative approach, questionnaire were used to collect data from 162 of people in Bangkapi area
by purposive sampling. The data was analyzed, using descriptive statistics. To the qualitative approach,
in-depth interview, focus group, structured observation, field notes and memos was conducted with
13 people in Bangkapi area by grounded theory. The results indicated that the most people in Bangkapi
area had knowledge and attitude for avoid food poisoning, however the lesser part of people in Bangkapi

area lack of knowledge and attitude for avoid food poisoning.

Keywords : The knowledge and attitude, People in Bangkapi area, Avoid, Food poisoning
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