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Editorial

During this time of the year, it is rainy season. This year there are
lots of rains. Some days they are widely scattered rain either thunderstorm
or downpour with flooding risk and some are spitting rain. This kind of
climate can cause colds and flu. We have heard for quite some time
about catching cold when we expose to the rain for long time. In fact,
rain itself may not directly causes cold, Instead, the bacteria or germs
in the air coming with that rain is the real reason. So, we have to be
careful of the respiratory tract infection after raining. Also, the damp or
soaked wet from rain exposure can lower body temperature and this
facilitates the proper conditions for viral or bacterial growth, so we have
to take warm shower and dry our hair immediately after we get chance,
just to prevent illness and keep ourselves warm and healthy.

This issue of the Food and Drug Journal, in its 31 year, issue 2,
contains an interesting academic article that takes readers to get insight
to the secret behind women's beauty in the form of silicone breast
augmentation and how confident we are in controlling its risk on lymph
node cancer by Patcharaporn et al. Besides, there are also many research
articles in this issue, such as Skalin's efficacy in stimulating immunity
against COVID-19 by Trisiriwanich et al. and evaluation of the model
for moving the Thai policy of rationale drug use in Health Region 7 by
Kamonrat Nuttayakul, etc.

Finally, there are simple ways to protect yourself from catching
cold, such as carrying an umbrella or raincoat with you everywhere during
rainy season, avoiding being exposed to the rain, and wearing a medical
mask, just to prevent yourself from contagious disease. If it's unavoidable
being under rain, right after entering the house, take a hot shower
abruptly, dry yourself off quickly, eat nutritious food, exercise regularly,

and get enough rest, everyone.

Thanakrish Prasertsarn
Thai Food and Drug Administration Journal Editor
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Abstract

Background: Various types of COVID-19 vaccines were approved for emergency use, and
all vaccine platforms were initially developed based on the Wuhan-Hu-1 strain. However,
with the emergence of the Delta variant pandemic in the middle of 2021, the efficacy of
vaccines in the Thai population against the Delta variant was limited. This has raised

concerns among people regarding the efficacy and safety of the vaccines.
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Objectives: To assess the efficacy of the Sinovac and AstraZeneca COVID-19 vaccines in

inducing immunity against the SARS-CoV-2 Delta variant.

Methods: This experimental study was conducted from May 2021 to July 2022 to investigate
the immune response against the SARS-CoV-2 Delta variant, employing the Plaque Reduction
Neutralisation Test (PRNT). The protective level was deemed to be reached when the
geometric mean (GM) of the PRNT50 value exceeded 10. Antibodies collected from 185

DMSc staff were tested to represent the population under study.

Result: The results revealed that 165 participants who completed two doses of Sinovac
and 20 participants who completed two doses of AstraZeneca over one month exhibited
geometric mean (GM) PRNT50 values of 19.18 (95% CI = 17.14-21.46) and 62.37 (95% Cl =
39.29-99.03), respectively. Subsequently, we examined the PRNT50 values after administering
a booster dose to participants who initially received two doses of Sinovac. The findings
indicated that 12 participants who received Pfizer-BioNTech and 90 participants who received
AstraZeneca achieved PRNT50 values up to 17 times and 6 times, respectively. After
a five-month follow-up, the GM of PRNT50, when compared to the third month, showed

a slight reduction.

Conclusion: The study findings indicated that the immunity level observed with two doses
of Sinovac was lower compared to that achieved with two doses of AstraZeneca. Notably,
booster doses administered to the population group that initially received Sinovac showed
a higher level of antibodies, demonstrating effective neutralization of the Delta variant for

at least 5 months.

Keywords: COVID-19 vaccine, SARS-CoV-2, Delta variant, immune response
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Abstract

Background: The irrational use of medications is a global issue leading to increased
healthcare costs and higher mortality rates due to antibiotic resistance. The World Health
Organization (WHO) has urged countries to implement essential policies to ensure rational
drug use. In 2016, Thailand’s Ministry of Public Health introduced the Rational Drug Use
(RDU) Service Plan in public hospitals. By 2022, this initiative extended to the community
level, establishing RDU Province indicators with complex measures from the sub-district to
the provincial level. Initial implementation has not met the targets, prompting this study

to identify effective strategies and policies to achieve these goals in Health Region 7.

Objectives: The study aims to investigate the current challenges in implementing the
rational drug use policy in Health Region 7 in 2023, develop a model to drive this policy

effectively, and evaluate the developed model.
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Methods: This research and development study was conducted in Kalasin, Khon Kaen,
Maha Sarakham, and Roi Et provinces from May to December 2023. Data collection involved
interviewing provincial RDU officers, reviewing secondary data from the Health Data Center
(HDC), and summarizing inspection reports. The developed policy model was assessed
using questionnaires distributed to 64 pharmacists responsible for RDU implementation

in Health Region 7.

Results: Problems identified through interviews and inspection reports were categorized
into three levels: upstream (community RDU), midstream (hospital and PCU RDU), and
downstream (district and provincial RDU). The research utilized these insights and relevant
studies to develop a driving model for RDU policies in Health Region 7, formulated as
a Matrix Scoring: Topic RDU Province adapted from Health Region 11's Matrix Scoring
Inspection. This model defined critical measures for each implementation level, from
upstream community engagement to downstream district policies, ensuring a coherent
approach with designated responsibilities. The CIPP Model evaluation showed that over
70% of the participants believed the Matrix Scoring measures were consistent with RDU

policies, practical, and capable of achieving the indicators at each level.

Conclusion: The developed model was relevant and suitable to be used as an approach

for driving the policy on rational drug use in the 7" Health Region.

Keywords: policy implementation, rational drug use, 7" Health Region, hospital
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Abstract

Background: Quantitative analysis of meningococcal vaccine serotype C antigen is an
important test for quality control of vaccine. Vaccine must be confirmed that contains
the specific antigen corresponding to the registration dossier. So, the quality, efficacy
and safety of vaccine are importance for public confidence in vaccines. HPAEC-PAD is
known for its high accuracy and precision, establishing it as the gold standard method
recommended by WHO for the analysis of carbohydrates, olicosaccharides, and
polysaccharides. However, this method has not yet been used to check meningococcal

vaccine quality in Thailand.
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Objectives: Optimization and validation of Meningococcal serotype C antigen content

were investigated for use as standard methods in the laboratory.

Methods: The optimum conditions and validate the method were studied in various
parameters, including linearity and range, precision, accuracy, specificity, limit of detection,

limit of quantification and robustness.

Results: The standard curve was linear in the concentration range of 0.47 and 15.00 pg/ml,
and the correlation coefficient was 0.9996. The precision of total antigen and free antigen
on six times in the same day showed a percentage of standard deviation of 0.55 and 1.90,
respectively, whereas the precision of total antigen and free antigen on six different days
showed a percentage of standard deviation of 3.71 and 6.83, respectively. The accuracy
of measuring the standard substances used in the meningococcal vaccine was investigated,
and the results showed that the percentage of recovery of total antigen was between
81.01 and 116.05. The percentage of recovery of free antigen was between 80.78 and
114.25. The limit of detection and quantification were shown as 0.15 and 0.46 pg/ml,
respectively. The specificity showed there was no interference from other substances and
could separate the target antigen from others. In addition, this method was durable when
analysts were changed. Therefore, the results proved that all parameters of the validation

method passed the acceptance criteria.

Conclusions: The study revealed that the Meningococcal serotype C antigen content by
HPAEC-PAD passed validation and all met the requirements. Therefore, this method is
suitable for use as a standard method for determining Meningococcal serotype C antigen

content.

Keywords: Neisseria meningitides, Meningococcal vaccine, Serotype C, HPAEC-PAD
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No. 7732-18-5 994 Ligand scientific, 1IN
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A9 1 ANNEINEAUAINSUNIRTINATIZIUSINUMeURLY T5tnd 3 1nedS HPAEC-PAD (si9)

Parameter

Setting

Reference Electrode
Elution conditions/eluent
Autosampler temperature
Injection Volume

Flow rate

Run time

Software for data acquisition and processing

AgCl

Isocratic — 100 mM NaOH with 80 mM NaOAc
4°C
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1.0 ml/min

12 min
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JAUN130N0DBLTUAY y = 9805x+146.76
mManadouAududunsiiag F-test Taan
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Calibration Curve

y = 9805x + 146.76
R? = 0.9998

8 10 12 14 16

Standard concentration (ug/mL)

;J‘Uﬁ 1 A duwussemrinsiudiléns v (W Y) LLazﬂ’mmﬁiJ’aJ%'usuaqmiazmstmgmﬁ 0.47,
0.94, 1.88, 3.75, 7.50 Wag 15.00 pg 1o ml (kN X)
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Residual Plot
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A15199 2 NaN1SANEIAMUBaYINg U IR eIn Y TERIDg19AgIN Y ATIZUNINUIL 6 ¥

Tuiudeniu

5 4 U3u1a4 Polysaccharide (ug/ml)

A Total polysaccharide Free polysaccharide
1 7.13 1.49
2 7.24 1.50
3 7.25 1.45
4 7.22 1.47
5 7.20 1.43
6 7.20 1.43

Mean 7.21 1.46
SD 0.04 0.03

%RSD 0.55 1.90

o

nansnegeuaLiies Weldens  fiswaldivhiu 3.71 wae Free polysaccharide
Sadudentu wisusmethdmluusaru s Aidunalldvindu 6.83 %mgﬂumm%ﬁaam%’u
Ansizimeiusnu 6 Judeseiiues 391 Idaeliiiudesay 10 fwanslunised 3
Tneindnssiauiortu nundundonuy aude

WMIFIUEUINSUE Total polysaccharide

A15719% 3 HaN1SANEIANULNLY Laldmag19inTuLReINY wisuFeg1allluwnas Tu

v
6 1 % o U

WINTIATILRANCIUTIUIU 6 T AT Tuay 3 91

o U3u1a4 Total polysaccharide (ug/ml) U3u104 Free polysaccharide (ug/ml)
o dandedl 1 dandedi 2 dandefi 3 Mean dandedl 1 Baadeil 2 Sandi@i 3 Mean
1 7.13 7.24 7.25 7.21 1.49 1.50 1.45 1.48
2 7.41 7.43 7.42 7.42 1.33 1.29 1.30 1.31
3 7.30 7.25 7.21 7.25 1.31 1.22 1.23 1.25
4 7.37 7.33 7.31 7.34 1.38 1.29 1.30 1.32
5 8.05 7.99 7.93 7.99 1.49 1.53 1.52 1.51
6 7.71 7.78 7.66 7.72 1.45 1.34 1.30 1.36

Mean 7.49 Mean 1.37
SD 0.28 SD 0.09
%RSD 3.71 %RSD 6.83
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HANTINABUAIILILIY LiTeLfuans
azaaAsgILELIL 3 mnududuiiegly
N3N IFIVATluIDE1 Insiadn
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v v a a v o
anududurasarsuinsgruinasluiadu (ug/ml)

AIIN
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1.88 3.75 7.50 0.47 1.88 3.75
1 98.20 116.05 101.89 100.92 92.40 92.79
2 97.62 81.01 100.82 94.51 114.25 92.90
3 86.31 93.35 92.15 80.78 89.74 100.54
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v A
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Fadrinvesnsasanuegisydu 015 anududuansiiliendayaandu 3 wag 10
pg 618 ml kazlndnAnveINITINTIUSIIN IVMNY99dyINTUNIUYRINTINLINTFIU

9YNTLHU 0.46 pg 6o ML FIFAMWINAINAT  AUEIFU U 6 ATY ASLARIIUNITIN 5

A15197 5 uaneAn LOD wag LOQ AidwimannAanudntduansitiadayana (S/N) Wu 3 uay

10 NYDIFYYIUTUNIUVBINTINUINTFIU

AN LOD (pg/ml) LOQ (pg/mU)

1 0.15 0.46

2 0.15 0.45

3 0.17 0.53

q 0.12 0.37

5 0.18 0.53

6 0.14 0.42
Mean 0.15 0.46

KANTSVIAREUATINMILYETIS WeiUAe wazU3unes Free polysaccharide finsavlag
fiesed shmsieseiiegdnu 391 dndesizvdieud 1 fldnede 1.43 pe do ml
Wu3IUSas Total polysaccharide finsia  duiindsizsinud 2 Sruade 1.55 pg sio ml
Tneindwsziauil 1 Sauede 9.16 pesio ml sawanslumsnad 6

dutininszaud 2 daade 9.23 ug o ml

A1519% 6 KANISANWIAMUNUVDIITIASIZI LA uTnILAsIz9

v U3u1au Total polysaccharide (ug/ml) U3u1au Free polysaccharide (ug/ml)
A dndasiziaud 1 naszviaud 2 Undeszdaudl 1 dndesizdaud 2

1 9.17 9.12 1.48 1.50

2 9.04 9.16 1.31 1.42

3 9.26 9.41 1.51 1.73
Mean 9.16 9.23 1.43 1.55

SD 0.09 0.13 0.09 0.13
%RSD 0.99 1.37 6.37 8.49

NANITUSUTIBUNAILATIZY total  Wudnllen Sig. (2-tailed) 11An31 0.05 W@A9IN
polysaccharide wag Free polysaccharide  wan1svnaeufinTIAlngtniasgiaui 1 uag

An57998UNNATIEVAUN 1 WazlinI@sIz AAsIzIIANN 2 liianuanm1aiuagng

AUN 2 Aawada Independent ample T-test  AdpdAYNIE@DANTEAU 0.05
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lunsruiunsuandndu grinaziesniuny
nswAnlEiUSIn e R uAsTivazasinLEe
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Abstract

Background: Business networking is a technical adjustment for the survival of small
organizations. by combining many small organizations to gain benefits comparable to
large businesses. Surat Thani Province is one province that recognises the importance
of producing and developing the quality of health products to promote establishments

that meet quality standards.

Objectives: To analyse the situation towards the business operations of health product
entrepreneurs at the grassroots economy level, create an integrated network development
model for the development of health product entrepreneurs at the grassroots economy
level, and assess satisfaction and evaluate the integrated network development model
for developing health product entrepreneurs at the grassroots economy level in Surat Thani

Province.
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Methods: The methodology was a research and development (R&D). It was an experimental
model developed to be tested in Surat Thani Province between 2019 and 2023, with
continuous periodic improvements. The sample group was food product entrepreneurs
at the grassroots economy level in Surat Province at six people that won the FDA Quality
Award at the national level in 2019-2023. The research selected a purposive sample of
six food product entrepreneurs at the grassroots economic level in Surat Thani province
who won the national FDA Quality Award in 2019-2023. There were three steps involved:
(1) surveying the basic problems of health product entrepreneurs at the grassroots economy
level; (2) developing a prototype and testing it in a sample group with support from
the Surat Thani Province network, which continues to improve the prototype; and
(3) evaluating the effectiveness of the prototype and satisfaction assessment results

of the sample group.

Results: Results of the study of problems in business operations among a sample group
of entrepreneurs. It was found that the main problems included: (1) high labour costs,
whether compared to foreign countries; (2) insufficient raw materials for processing due
to impacts from natural disasters; (3) sources of capital; (4) trade competitors; (5) maintaining
quality and extending product life; and (6) the network was still in a narrow circle. The
sample group needed support from the government and private sectors, such as knowledge
and skill development, technology that comes in to help support Including various funds
and the FDA Quality Award, which is able to help raise the status of the product and
increase its potential because the award is a guarantee of quality and builds reputation
and profits. When using the integrated network development model for developing food
product entrepreneurs at the grassroots economy level in Surat Thani Province, it was
used to promote from upstream, midstream, and downstream, with networks of government,
private sector, universities, and community enterprises collaborating. When using the
integrated network development model for developing food product entrepreneurs at
the grassroots economy level in Surat Thani Province, it was used to promote from
upstream, midstream, and downstream, with networks of government, private sector,
universities, and community enterprises collaborating. It was found that the results can
drive factors in the external and internal environment and operational processes, such
as access to capital, product standards development, community identity development

organising, and activities to stimulate the economy, as well as promotion of cultural capital
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and using community knowledge and wisdom, etc. When evaluating the results of
satisfaction, it was found that entrepreneurs were satisfied at the highest level, averaging

between 4.50 and 5.00 from a full score of 5.

Conclusion: Adopting an integrated network development model to develop food product
entrepreneurs at the grassroots economy level in Surat Thani Province by integrating four
sectors: government, private, universities, and community enterprises helped promote
external environmental factors, internal factors, and integrated operating processes. It was
able to satisfy the entrepreneurs at the highest level. This should be applied to promote

it in other areas.

Keywords: network, food product entrepreneurs, grassroots economy, Surat Thani
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Abstract

Background: Thai people today have the habit of using the internet, which is used for
communication, chatting, and large amounts of transactions for buying and selling goods
and services. Advertising and selling health products online is easy using advertising
communication strategies. The Food and Drug Administration has laws to control and
monitor health product advertising, but illegal advertising was found, such as exaggerated
claims of medicinal properties. This is the main factor that may cause consumers to

become victims and be harmed by unsafe products.

Objectives: This study aimed to survey the advertisements and identify illegal health
products sold or distributed online, and record them in the TaWai for Health platform.
The information obtained will be used to develop recommendations and operational

guidelines for the TaWai for Health network.

Methods: The descriptive research was conducted from April to May 2023 to explain

the phenomenon of illegal health product advertisements via online media. There were
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3rd-year Faculty of Pharmacy students at Chiang Mai University who had undergone
the training and were people who searched for advertising information through an online
platform. They searched for words or phrases that were prohibited from advertising,
such as weight loss, breast enlargement, sexual enhancement, and disease treatment.
Exclusion criteria included reporting health product advertisements that were not illegal
or entering incomplete information. Then it checked against the law and the Food and
Drug Administration (FDA) database and entered the report data into the TaWai for Health

system (Version 3.0), then analyzed, synthesized, and presented with descriptive statistics.

Results: From the study results, it was found that there were 979 reports of illegal
advertising of health products online. A total of 979 reports were found of illegal advertising
through the e-marketplace platform at 65.00%. Among all reports, the highest
category of illegal health products was cosmetics at 51.69%, followed by food products by
40.35% (dietary supplements and food products (40.35% and 2.86%)), herbal products,
pharmaceutical products, and others at 2.86, 2.55, and 0.20%, respectively). When
categorizing the boasting of properties, it was found that the properties of making the skin
whiter and brighter were advertised the most at 33.64%, followed by treating disease
at 15.56%, reducing acne, blemishes, and dark spots at 12.22%, losing weight at 11.929%,
enlarging breasts and nourishing the female genitals at 11.11%, and enhancing male sexual

performance at 7.68%.

Conclusions: In this study, it was found that the top two products with the most illegal
advertising were cosmetics that were mostly touted for their properties to whiten skin,
reduce acne, and translucent. Moreover, dietary supplements, most of which promote
weight loss and sexual enhancement. Therefore, in order to solve and manage this
problem, the FDA should create a special website system; integrate government networks,
encourage citizens to participate in monitoring; and increase cooperation by requiring
the owner or administrator of an online platform to screen a seller of products and

pre-qualify advertising messages before allowing advertising on the platform.

Keywords: Healthcare Product, Application TaWai for Health, eCommerce, eCommerce

platforms advertisement
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