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The development of registration system model to expedite approval
of biological and herbal medicinal products researched and
manufactured in Thailand for national security and exportation
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Abstract

Drug registration system for undergone research and drug development is not effectively
facilitate national research and development especially for herbal and biological drugs.
Consequently most locally researched products have failed to be registered and marketed.
Therefore we conducted the descriptive action research to develop registration system model
to expedite approval of biological and herbal medicinal products researched and manufactured
in Thailand. The model was designed by incorporating the scientific advice system with current
drug registration system. We tested the model by conducting scientific advice for pilot products
under research development. We found that criteria, laws and regulations are the key problems
of the registration of herbal products under research development and in urgent need to be revised.
The revision of product classification system and guidelines for herbal product registration are
highly important to suit product development. For biological products, the official technical

registration guidelines of specific products researched for local manufactures are key priorities in

o)
M
N
w
P4
=
=
r—
n
b
-
w

order that prouct development will be in line with the requirements. The regulatory pathway

should also be revised in accordance with international system.

The effective registration system model for products under development consists of three
key components. The first one is the product classification system timely developed in accordance
with advance in technology and research. Secondly the scientific advice system for drug
products under development serves as a key mechanism for continuing development of the overall
registration system based on the ongoing problems of products under development. Lastly
the registration system and stepwise approach for products under development are necessary
together with necessary technical guidelines.

Administratively, we constructed the supportive system by setting the administrative unit
within Bureau of Drug Control to provide the consultation on development of pre-marketing
registration. Then we extended to overall herbal products by establishing the new administrative
unit in Thai FDA called “Pilot office for evaluation and registration of herbal and researched health
products” in order to strengthen the scientific advice and stepwise registration system including
the development of laws and regulations. Further studies should be conducted to strengthen
the drug control system to meet WHO standard functions of national regulatory authority as well
as reconsideration regarding the human resource development and budget, to make this system

sustainable.

Keywords : Registration, Scientific advice, Herbal products, Biological products,

Investigational new drugs, Risk-based approch
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Abstract

Consumer Health Protection And Public Health Pharmaceutical Group Uthaithani Provincial
Health Office plays a role in controlling health products and health service, takes legal actions,
security surveillance and supports operation of networks. Before 2012, the operation could not
be covered every mission. It is focused only on surveillance monitoring, controlling and taking
legal action against entrepreneurs. The objectives of the study is to develop and form strategy
for consumer protection in health product and health service in Uthaithani province by using
Strategic Route Map: SRM.

Consumer protection strategy in health product and health service caused Consumer
Health Protection And Public Health Pharmaceutical Group Uthaithani Provincial Health Office to
review its vision, mission and strategy that made the connection between the aims of organizational
strategy and the stakeholder. This caused the operation more concerning about the stakeholder
and network such as consumer, network and entrepreneur.

Strategic Route Map process caused Consumer Health Protection And Public Health
Pharmaceutical Group Uthaithani Provincial Health Office had the systems including 1) Strategic
management system for gathering visions, missions and strategies that made the connection
the aims of organizational strategy government, private sector, and local organization which
communicated to stakeholders and personal, for improvement of daily work in the same direction.
2) Planning and monitoring strategic progress system (process) by using many aspect process
indicators. 3) Tracking the success of strategic system by using performance for the right decision
of process improvement that leaded to set up the budgets. The process of building and using
Strategic Route Map lead to directed the new job that coverage all mission, expectially supporting
the participation of networks and communities that cause consumer protection in health product

and health service of Uthaithani Provincial Health Office is continuous and sustainable.

Keywords : Consumer protection, Health service, Health product, Strategic Route Map
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Food Sanitation factors affecting the safety of

instant chocolate malt beverage from dispenser machine
in schools located in Bangkok and Samutprakarn area
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Abstract

The objective of this Study was to evaluate the factors affecting the safety of instant chocolate

malt beverage served from dispenser machine in schools located in Bangkok and Samutprakarn area.
This study was conducted as a cross-sectional descriptive investigation to investigate potential sanitation
factors that can contribute to the contamination of sanitary index microorganism which is Escherichia
coli (E.coli) and pathogenic bacteria which is Salmonella spp. Fifty-six samples of instant chocolate
malt beverage from dispenser machine were collected from the vendors in school canteens located
in Bangkok and Samutprakarn area during 2015-2016. Meanwhile, the questionnaire which was applied
from food sanitation check list according to Department of Health’s requirements for canteen and
sanitation standard for canteen of Mahidol University was used to collect the relevant information
from the vendors.

The results showed that 26 vendors (46.4%) had never received the training about food sanitation,
20 vendors (35.7%) which were 14 vendors (25%) from Bangkok and 6 vendors (10.7%) from
Samutprakarn did not meet the sanitary standards for food preparation and cooking area, 16 vendors
(28.6 %) which were 13 vendors (23.2%) from Bangkok and 3 vendors (5.4%) from Samutprakarn
did not meet the sanitary standards of for food, water, ice and drinks, 32 vendors (57.1%) which were
26 vendors (46.4%) from Bangkok and 6 vendors (10.7%) from Samutprakarn did not meet the sanitary
standards for equipments, 42 vendors (75 %) which were 37 vendors (66.1%) from Bangkok and 5 vendors
(8.9%) from Samutprakarn did not meet the sanitary standards for garbage collection and sewage,
39 vendors (69.6%) which were 33 vendors (58.9%) from Bangkok and 6 vendors (10.7%) from
Samutprakarn did not meet the sanitary standards for personnel hygiene. The microorganism result
showed that Salmonella spp. is absent for was absent in all samples while E.coli was detected in
5 samples (8.9%) which were 3 samples (5.4%) from Bangkok and 2 samples (3.6%) from Samutprakarn.

This result did not meet the regulation of Department of Medical Sciences in microbiological
criteria for food and food contact equipment ™ Issue), which specified that both of Escherichia coli (E.coli)
and Salmonella spp. must be “Not detected” in 1 ml and 25 ml respectively. Therefore food safety

monitoring, sanitation enforcement and the training for food vendors on hygienic practices are needed.

Keywords : Food sanitation, Instant chocolate malt beverage, Dispenser machine,
Food safety
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Abstract

The purpose of this study is to explore the potential of the cosmetics manufacturers in
accordance with the ASEAN Guidelines for Good Manufacturing Practice (ASEAN GMP): Bangkok
case study. The duration of the study was from April 2015 - February 2016. A survey was conducted
using the questionnaire adapted from the evaluation form of ASEAN GMP. Data collection was
divided into two phases. The first one was the mailing of questionnaires to the 322 manufacturer
key decision makers evaluate the potential of their industries and 211 respondents (65.53 %)
were found. The second phase was a site survey to assess opinions of 30 manufacturers.

The result showed that there are many requirements the manufactures were aligned in
the same direction which can be divided into three parts. The 1™ part was the requirements those
could be promptly and completely implemented such as the provisions of hygiene and sanitation,
equipment and tools which were not react to the cosmetics, preparation of master formula for
all cosmetics. The 2™ part were the requirements those could be partially implemented and
need time to accomplish such as the provisions about the building structure, lightning and the
strength of the manufacturing plant, the complaints handling. The 3 part was expressed by the
majority of the manufacturers which were impractical requirements to be implemented such as
document management systems, production process and quality control, etc. The results were
categorized into three types determined by manufacturer potentiality per se. Percentage of high
potential manufacturers, moderate potential manufacturers, and low potential manufacturers were
14.69, 12.8 and 72.51, respectively. Estimated years needed to be accomplished the ASEAN GMP
expressed by most of the manufacturers (41.7%) were 6-10 and 26.1% of them had no any response.
The rest needed 2-5 years (17.5%), 11-15 years (7.6%), 16-20 years (4.3%), less than 1 year (2.8%),

as respectively.

However, the entrepreneurs had positive response towards the ASEAN GMP compliance
but need time to improve themselves due to the benefits on their product reliability. The results
of this research could be a reference to consider the potential and readiness of cosmetics
manufacturers on further development of Guideline to achieve the ASEAN GMP.
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The development of risk management of medicines in Thailand :
A case study of Paracetamol
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Abstract

Knowledge on drug safety and efficacy increases throughout product life cycle, thus benefit-
risk balance of medicines may change overtime. Therefore Thailand has recently begun to introduce
risk management plan as a condition for approval and re-evaluation of certain groups of high risk
medicines. However it may be difficult to apply in the case of registered product with high number
of registration and widely used. Therefore we conducted the action research on the development
of risk management of medicines in Thailand by testing the concept and process of risk management
plan using paracetamol as a case study. We found that oral and intramuscular dosage form of
paracetamol have different safety specifications. Paracetamol intramuscular injection has no clinical

and pharmacokinetic evidence to support claims for reducing pain and fever. Thus benefit-risk
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assessment was used as the basis for proposed risk management measures. While oral form has
clear benefit over risk for pain and fever, we therefore identifed risk factors of important identified
risks in order to propose appropriate measures to reduce the risks.

We analyzed the case study and relevant literatures and proposed to develop risk

management of medicines for both pre- and post- approval. Risk management plan should be

used as a condition for registration of new drugs and high risk products instead of safety monitoring
program. For registered products, pharmacovigilance system should be used for risk detection
and assessment to identify appropriate measures for risk management and communication. In case
risk tends to over benefit, re-evaluation should be introduced to assess the balance to benefit

and risk of medicines and appropriate measures identified.

Keywords : Risk management, Paracetamol, Benefit-risk balance
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391 5 nzileu
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