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of Medicine of the National Academy of
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M15797 1 Recommended dietary allowances ¢ Tolerable upper intake levels for iron

Recommended dietary allowances

Tolerable upper intake levels

Age Male Female Age Male Female
(year) (mg/day)  (mg/day) (year) (mg/day)  (mg/day)
Infants 0.58-1 11 11 0.58-1 40 40
Children 1-3 7 7 1=1'3 40 40
4-8 10 10
Adolescents 9-13 8 8 14-18 45 45
14-18 11 15
Adults 19-50 8 18 19+ 45 45
51+ 8 8
Pregnancy 14-18 = 27 14-18 = 45
19-50 27 19+ a5
Lactation 14-18 - 10 14-18 - a5
19-50 9 19+ a5
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Creation of Social Measures to Consumer Protection on
Food Label Management, a Caes Study in Talaad-Thai

Wisood Siripattanakulkajorn

Pharmacy and consumer protection Klong luang hospital

Abstract

The results of foods quality surveillance at Talaad-Thai, in July 2016 found that food

labeling is not legal nearly 30 percent of samples. Although the past has been law enforcement

throughout. Department of Pharmacy and Consumer Protection, Klongluang Hospital as a responsible

department were study for this problem solving and evaluation. This research is action research.

It consists of creation of social measures to consumer protection on food label management

by creation of engagement and evaluation by semi-experimental techniques (One group Pre-test

Post-test design). The purpose of this study was to create of social measures or collective

agreement in society to solve the problem of food labeling among food traders, Talaad-Thai

managers and government officers by community. The results verify the information on 8 groups
of food labels in the 3,649 samples of 169 shops during October 2016 - May 2018 are found that

social measures have been established by community. Both positive measure by promoting

publicity and negative measure with the maximum penalty was shop retraction. The data shown

incorrect food label, found that after community, rate has decreased from 31.9 to 22.7 percent

by the major incorrect food label are Bread and Pastries group, Shrimp paste, Pla-Ra sauce, Chili

paste and Ti-Pla group and Fermented foods group, respectively. The major missing information

on food label are “best before date” and “food serial number”, respectively.

As a result to create the social measures and law enforcement at the same time for

solve problems of incorrect food label in Talaad-Thai. However, the implementation of social

measures may be accepted, importance and cooperation of the people to be effective and

sustainable.

Kegwords ¢ Food label, Community, Social measures.
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Post-marketing Evaluation of Errors of Notified Cosmetic
Products through Automatic Notification System

Apistha Subpraser‘t1 and Chanthonrat Sitthiworanan’
"Bureau of Cosmetics and Hazardous Substances Control Food and Drug Administration
2Depar’mnent of Pharmacy Practice, Faculty of Pharmaceutical Sciences, Naresuan University

Abstract

This descriptive study was to evaluation of the problems of post-marketing and errors
of the cosmetic products notified through the automatic notification system. The information
sampling was conducted on the notified cosmetic products via the automatic notification
system from May to July, 2017. The 1,440 sampling products were divided into 40 sections
and 36 types which based on the purposes of use of the products. The problems and information
error were collected by inspecting the labelling and the advertising of such 1,440 products.
The problem was found the information difference between the notified products and
the marketed one. The errors were found on 180 products (12.15%). The errors could be divided
into 3 groups. The 1 group was the notification of non-cosmetic products as cosmetic products
(10.56%), The o group was the illegitimate product’s advertising (50.56%), The 3 group was
the problems of concomitant between the trade name and cosmetics name and its constituents
(14.44%), their overclaimed or improper names (25%), and the citing of some constituents
in the product names to mislead the consumers (21.11%).

This study showed that one of the causes of the problems and errors of notified
cosmetics products were the honesty and responsibility of some entrepreneurs towards
their products notification and the marketed products. Consequently, the government
sector should have the vigorous management to improve the potential of human resources
of both industry and government agency (both in the central and provincial part) on their
realization and responsibility to strictly comply with the law involving cosmetics such as
the Cosmetics Act, 2015 and related regulations. Furthermore, information should be
periodically published to all related parties including the consumers to capable themselves
in considering the proper buying and using the safe cosmetic products. They should also be
encouraged to be aware on the advertisement and labeling reading before consuming the

cosmetics products for their self-protection.

Kegwords ¢ Notified Cosmetic Product, Cosmetics, Automatic Notification System
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1. ANUALDA 14(7.78) 4(2.22)  13(7.22) 7(3.88)  2(1.11)  6(3.33)  2(1.11)
2. WBUn 11(6.11) 0(0) 9(5) 5(2.78) 0(0) 6(3.33)  1(0.55)
3. ag’ 20(11.11) 1(0.55) 12(6.66)  4(2.22) 2(1.11)  12(6.66)  5(2.77)
4. witheuvdereutieny 2(1.11) 1(0.55) 2(1.11) 0(0) 0(0) 0(0) 0(0)
5. YANALINYATOUTY 13(7.22) 1(0.55) 6(3.33)  4(2.22) 0(0) 4(2.22) 0(0)
6. U134 15(8.33) 3(1.67) 9(5) 52.77)  6(3.33)  1(0.55)  6(3.33)
7. thysnuRaviderum 2(1.11) 00 2111 1055  00) 00 00)
8. Unyndunuuasnilefsve  6(3.33) 0(0) 2(1.11)  1(0.55)  1(0.55) 00)  3(1.67)
9. ﬂﬁﬂLﬁ‘U 5(2.77) 0(0) 1(0.55) 0(0) 2(1.11) 0(0) 2(1.11)
10. Yasiuuaunn 6(3.33) 0(0) 1(0.55) 1(0.55) 0(0) 1(0.55)  3(1.67)
11. AR dudunu 2(1.11) 0(0) 2(1.11) 0(0) 0(0) 0(0) 0(0)
12. dni 9(5) 0(0) 2(1.11) 0(0) 1055  2(1.11)  4(2.22)
13, Wonin 13(7.22) 0(0) 6(3.33)  2(1.11)  2(1.11)  4(222)  0(0)
14. WIRI 23(12.78) 8(4.44) 9(5) 3(1.67) 0(0) 2(1.11)  2(1.11)
15. wanedesdodunould  8(a.4a) 0(0) 4(2.22)  3(1.67) 0(0) 3(1.67) 0(0)
16. ety utlah 2(1.11) 0(0) 0(0) 0(0) 00 2111 00
17. Anusia 2(1.11) 0(0) 0(0) 0(0) 2(1.11)  2(1.11)  0(0)
18. Unn31sey 6(3.33) 0(0) 0(0) 00 2111 00  4(2.22)
19. TALAINTIN 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
20. UsansIAN 1(0.55) 0(0) 1(0.55) 0(0) 0(0) 0(0) 0(0)
21. Anaaeuiles 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
22. Non-oxidative hair dyes  1(0.55) 0(0) 0(0) 0(0) 1(0.55) 0(0) 0(0)
23. Oxidative hair dyes 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
24. ANNNS DYANI 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
25. Insney 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
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26. Wond 0(0) 0(0) 2(1.11) 0(0) 5(2.77) 000  4(2.22)
27. Wendvu 2(1.11) 1055 42220  2(1.11) 0(0) 0(0) 0(0)
28. MARUU 0(0) 0(0) 2(1.11) 0(0) 0(0) 0(0) 0(0)
29, fvhlsivusag 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
30. dwmsulnunuag 0(0) 0(0) 2(1.11) 0(0) 0(0) 0(0) 0(0)
31 anulevidossiunaunis  6(3.33) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
32. tvion 7(3.88) 0(0) 0(0) 0(0) 0(0) 0 00
33. g1dilu 2(1.11) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
34. taudn 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
35. awsdseunaudn 2(1.11) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
36. Inudnilunasigealsa 0(0) 19(10.56) 91(50.56) 38(21.11) 26(14.44)  45(25) 38(21.11)
37. gaviduiiien 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
38. 1M 0(0) 0(0) 0(0) 0(0) 0(0) 00)  2(1.11)
39. difunSenseawiu 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
40. feundy 0(0) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)

33U 180(100) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
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Survey on Consumer Perceptions to Repellent Efficiency
of Mosquito Repellent Citronella Oil for Children Based
on Label Information

Woravalun Tungjitpimol
Bureau of Cosmetics and Hazardous Substances Control Food and Drug Administration

Abstract

Since citronella oil for repelling mosquito product group as be a single active
ingredient in the products was decreased a degree of regulatory control from Hazardous
Substance Type 2 to Hazardous Substance Type 1, in which product labels and efficacy
testing reports were not required for product notification. It was found that many products
did not provide repellency effect for Aedes as claimed on the labels. However, in the past
six years, it was found that there were patients over 86,000 people a year who got a dengue
fever and died about 81 people a year, especially, in among babies who were under one year.
Therefore, this study had two objectives: (1) to survey understanding of consumers to
mosquito repellent citronella oil product labels on stickers and wristbands, efficiency as well
and (2) to ask for consumer’s opinions on the management of labelling issues that might
cause misunderstanding of Aedes repelling capability. The subjects were 436 mothers

(from 5,242) who children were nurtured at nurseries and kindergartens in Mueang District,
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Nonthaburi. Questionnaires were used for data collection. According to the survey results,
315 respondents (72.2%) completed the questionnaires. Among the respondents, 101 of them
(32.1%) used to buy the products for their children whereas 214 of them (67.9%) never
bought the products.

The resulted of this study found that the label claim with the words “repel mosquitos”
made 69.8% of the respondents (35.9% of former buyers and 64.1% of non-buyers) understood
that the products could “repel Aedes”. Besides, it made 47.5% of former buyers and 36.9%
of non-buyers misunderstood that “If children use the products, it can help reduce the risk
of dengue infection”. Whereas, 47.5% of former buyers and 55.2% of non-buyers answered
they were not sure. Merely 5% of former buyers and 7.9% of non-buyers answered “not
reduce the risk of dengue infection”. With respect to the management of labelling issues
that it might cause misunderstanding of Aedes repelling capability, 34.6% of the respondents
(37.6% of former buyers and 62.4% of non-buyers) thought that it should increase warning
statements on labels to understanding of consumers such as using this product cannot
prevent communicable diseases from mosquitos, this product must use with other methods
to prevent mosquito biting. Moreover, 24.1% of the respondents (30.3% of former buyers
and 69.7% of non-buyers) thought that the products should claim the mosquito repellency
efficiency in accordance to the testing results of products.

In conclude, the labels that claimed as “repel mosquitoes” on citronella oil for
repelling mosquito products for children were classified as the Hazardous Substance Type 1,
they made mothers who having children were nurtured at nurseries and kindergartens in
Mueang District, Nonthaburi misunderstood that the products can repel Aedes. In addition,
the consumers thought that the labels must have information as fact by increasing information
warning to create understanding of consumers or they should claim the testing result of the
product. Thus, it is recommended that Thai Food and Drug Administration as the competent
authority should enact specific regulatory requirements for mosquito repellent citronella oil
label as be the Hazardous Substance Type 1 such as whether it demonstrates “repel
mosquitoes”, it will provide the efficacy test against Aedes, or it indicates the target mosquito

species according to the test results.
Kegwords ¢ Labelling of Hazardous Substance Type 1, Citronella oil for preventing

mosquitos, Citronella oil for repelling mosquitos, Efficacy of mosquito

repellents,
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The Measures Developing to Carrying Drugs Control in Case

of Tourist's Personal Use

Sirikul Aumpon
Bureau of Import and Export inspection Food and Drug Administration

Abstract

According to the study by the European Monitoring Centre for Drugs and a warning
by Drug Addiction and Narcotics Control Board has issued about the widespread use of drugs
by tourists and prescription drugs misuse in some countries, which causes life - threatening.
Prescription drugs that were found to be problematic include Opioids, stimulants, and
benzodiazepines.

The purpose of this study was to study the opinions of expertists and specialists of
Food and Drug Administration and Provincial Health Offices and those who had experience
in drugs control for the measures developing to control carrying drugs in cases of tourist’s
personal use. The results of the study showed that the opinion of sample were in the same
direction that it was high level of opinion on increasing measures to control carrying drugs.
They suggested that the use of narcotic drugs in category 2 and psychotropic substances in
category 2, 3 and 4 should be strictly controlled at the same level to prevent the diversion
of less restrictive controlled substances. Thus the mean and standard deviation of sample’
opinions were as follows : narcotic drugs X = 4.03, SD. = 0.59, psychotropic substances
X =4.01, SD. = 0.61 They also had a high level of opinion that the control of carrying drugs
must cover all over measures since the licensing, monitoring and punishment of offenders.
The mean and standard deviation of the comments were as follows: licensing : narcotic drugs
X =3.92, SD. = 0.65, psychotropic substances X = 3.92, SD. = 0.66 surveillance: narcotic drugs
X = 4.10, SD. = 0.69, psychotropic substances X = 4.08, SD. = 0.71 punishment of offenders :
narcotic drugs X = 4.08, SD = 0.76, psychotropic substances X = 4.02 , SD. = 0.77

Conclusion: the results of the study found that Food and Drug Administration should
take more strictly measures to control the import of drugs which are narcotics in category 2,
Psychotropic substances in category 2, 3 or category 4 at the same level, including permission,

monitoring, and punishment of offenders in order to prevent diversion or misuse of drugs.

Kegwords ¢ Tourists, Carrying drugs, Personal use
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A Performance Study of Using Application in Excessive
Advertising Surveillance of Community Radio in Pathum
Thani Province in 2017

Katekaew Jehsol, Mudarmeen Munlin' and Jeerarat Saear’
"Provincial Pathurn Thani Public Health Office
2Facul‘cy of Information Science and Technology Mahanakorn University of Technology

Abstract

The objective of this research was to study the efficacy of using an application in
excessive advertising surveillance of community radio in Pathum Thani province. The 75
samples were selected by purposive sampling. In addition, experimental tools consisted
of application programming for excessive advertising surveillance of community radios and
questionnaires. The data was analyzed by using mean, percentage and standard deviation
methods.

The result found that: most samples were concluded by married women (within
the age range 30 - 39 years olds), educational level of bachelor degree, occupational status
as civil servant, and work experience 11-15 years. The samples were also found significant
levels of opinion on the factors affecting the use of Advertising Watch Application in excessive
advertising surveillance of community radio in Pathum Thani province. In accordance,
the factor with the highest average level of opinion was value perception of benefits where
subordinate factors were difficult on perception of usage, and design pattern respectively.
In overall contentment of application usage, representative samples obtained a high level
of satisfaction. The AWA was found to remarkably make excessive advertising surveillance
more effective, and solve issues with previous ad recordings. However, authorities had to
always turn on both radio broadcasting and recording tapes to itemize the content. The
former method was considered having a lot of weakness.

The suggestion that should develop eliminate the application programming to gain
knowledge better access on both I0S and android system, disturbance sound, enlarge
cognition knowledge about the particular advertised health products, and should have
location data usage on the map to be convenient for tracking, recording, collecting and
investigating excessive advertising of various radio stations, also export reposting. However,
the next study should have target on the Information Technology experts, especially those
who have experiences on application development. Participants will perform an in-depth

interview for a further improvement on the application.

Keywords : Excessive Advertising Surveillance, Performance
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A Study Evaluated Decentralization to Local Governments
of The Food and Drug Administration

Natip Wimuutikosol, Pratchaya Buthong, Poonyatorn Leesupphalert
Sarunporn Chawancunagorn, Taweesak Praisuwan and Usanee Thongbai
Rural and local consumer health products promotion protection Division

Food and Drug Administration

Abstract

A descriptive cross-sectional study was conducted between October 2016 and August
2017. The objectives of this study were (1) to get a current situation of operation in the local
governments according to the mission that has been decentralized from the Food and Drug
Administration and (2) to access factors associated an operation of the local government where
the authority has been decentralized from the center. Self-reported questionnaires were
collected from 835 participants. Data were analyzed by descriptive statistic and inferential statistic
included Chi-square, Fisher's exact test and Odd ratio. The analyses were performed by computer,
and statistical significant level was considered at 0.05 (p-value < 0.05).

The results found that the Local Governments followed the mission which had been
decentralized from the Food and Drug Administration such as supporting the Provincial
Health Office and the Food and Drug Administration, providing knowledge to consumers and
checking food product labels, etc. In addition, the study noted that an operation of the local
government in term of consumer health product protection was associated with the numbers
of supportive personnel, budget, administrative policy, and availability of working group or
department for consumer health product protection (p<0.05). Therefore, the Food and Drug
Administration should (1) provide budget for media production to local authorities, (2) support
training of the consumer health products to local authorities, and (3) coordinate with the
Department of Local Government, Ministry of the Interior to drive local and regional policy on
consumer protection on health products.

Kegwords ¢ Decentralization, Consumer protection on health products, The Food and Drug
Administration, Local governments,
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ASEAN Mutual Recognition Arrangement for Bioequivalence
Study Reports of Generic Medicinal Products: Study on
Readiness, Impacts, Policy Recommendation and Action
Plan to Reduce Negative Impacts

Tharnkamol Chanprapaph
Bureau of Drug Control Food and Drug Administration

Abstract

In November 2017, ASEAN Member States signed ASEAN Mutual Recognition
Arrangement for Bioequivalence Study Reports of Generic Medicinal Products (ASEAN BE MRA)
resulting in both positive and negative impacts on Thailand. It can help reduce cost from
unnecessary repetition of BE studies across ASEAN. It can also have repercussion on potential
of pharmaceutical industry competitiveness. The objectives of this study were to study on
operational procedures towards MRA signing and implementation for ASEAN and Thailand,
to analyze and anticipate the impacts of ASEAN BE MRA and readiness of stakeholders
involved in order to propose policy recommendation and action plan to alleviate the
negative impact. Documentary research and qualitative research were conducted. Qualitative
data were collected through public hearing, focus group and questionnaires from all
stakeholders.

The results showed that private sectors directly affected by the impacts such
as Bioequivalence Centres and local pharmaceutical Industry have serious concerns on impacts
toward pharmaceutical business, less competitiveness due to high cost of bioequivalence
study, non-tariff barriers from some Member Countries including the issue on readiness
of government sector in terms of increasing efficiency and reducing approval timelines.
All relevant pharmaceutical private sectors needed government supports from various
relevant public sectors and requested for measures of remedy to lessen the impact of
ASEAN BE MRA. Policy recommendation and action plan were developed. Proposed
recommendations were (1) to set subcommittee responsible for considering the strategic plan
and measure to alleviate the impact resulting from ASEAN BE MRA (2) to implement work
and response according to the stakeholder requests on review and approval (3) to prepare
qualified reviewers and inspectors for bioequivalence study (4) to propose strategic plan in

order to alleviate the existing impacts.

Kegwords ¢ Bioequivalence study, Mutual Recognition Arrangement (MRA), Impacts,
ASEAN
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