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Executive Summary

The evaluation project on achievement of Food and Drug Administration
(FDA)’s health product consumer protection development strategy has two main objectives.
It aims to study economic and social impacts from this strategic plan and study an
effectiveness of strategic process including the internal and external factors, which affect the
health product consumer protection process. This evaluation project also provides the
recommendations for development of health product consumer protection to move
towards excellence in protection and promotion of quality and safety health product and
lead to healthy society.

The FDA has introduced health product consumer protection development
strategy under the Eleventh National Economic and Social Development Plan (2012-2016).
The development strategy is composed of;

Strategy 1: To improve health product control system effectively up to
international standard

Strategy 2: To empower the consumers to adopt self-determination for health
product consumption

Strategy 3: To control drug and chemical precursor, and

Strategy 4: To promote organizational excellence.

In order to evaluate FDA’s development strategy, CIPP evaluation model is
applied on four main aspects that are Context, Input, Process and Product.

The data collection for strategic evaluation includes related literature review,
service providers and clients interview and public hearing. For public hearing, the consultant
had conducted conferences to listen to the opinions from all relevant parties for six times
with 211 participants in total. The first conference was held on 29 April 2016 at the FDA,
Ministry of Public Health, Nonthaburi among personnel of FDA responsible for four strategies.

The number of participants was 41 persons. The second conference was held on 26 May

E AUEUIMTINMIRPIRIN TIN5
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2016 at Chiang Mai Provincial Public Health Office among entrepreneurs in the Northern
Thailand. The number of participants was 30 persons. The third conference was held on 15
June 2016 at Samut Prakarn Public Health Office among the entrepreneurs in the Eastern
Thailand. The number of participants was 33 persons. The fourth conference was held on
17 June 2016 at FDA Nonthaburi among the entrepreneurs in Central Thailand. The number
of participants was 52 persons. The fifth conference was held on 20 June 2016 at Songkhla
Public Health Office among entrepreneurs in Southern Thailand. The number of participants
was 18 persons. The last conference was held on 23 June 2016 at the Pullman Khon Kaen
Raja Orchid among entrepreneurs in Northeastern Thailand. The number of participants was

37 persons.

The result of the strategic evaluation based on each strategy and CIPP
evaluation model can be summarized as follow.

Strategy 1: For Context element, the result indicates that the health product
control system is successful at a high level. The Input element is also suitable at a high level
while the Process element is suitable at a low level. The Product element is satisfied at low
level. When consider the average scores of each element under CIPP evaluation model, it

can be concluded that the first strategy is effectively performed at a high level.

Strategy 2: The empowerment of consumer strategy has been successful at
high level in terms of Context element. The Input and Process elements are suitable at a
low level. The Product element is satisfied at a low level as well. When consider the
average scores of each element under CIPP evaluation model, it can be concluded that the

second strategy is effectively performed at a low level.

Strategy 3: The Context element for third strategy or drug and chemical
precursor is successful at a low level. The Input element is suitable at a low level while

the Process element is suitable at a high level. The Product element is also satisfied at a

-8- @uéu%mﬁmmmﬁmmaqﬂiajmﬁwmé’ﬂE
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high level. When consider the average scores of each element under CIPP evaluation

model, it can be concluded that the second strategy is effectively performed at a high level.

Strategy 4: The organizational excellence is successful at a low level in terms
of Context element. The Input and Process elements are suitable at a high level. Also, the
Product element is satisfied at a high level. When consider the average scores of each
element under CIPP evaluation model, it can be concluded that the second strategy is

effectively performed at a high level.

The evaluation on effectiveness of health product consumer protection
development strategy is a strategic analysis based on CIPP evaluation model. For conclusion,
the Context element of overall strategy is successful at a high level for both short term and
long term. For Input element, the overall strategy is suitable at a high level for both short
term and long term as well. The Process element categorized by strategy is satisfied at a low
level for every strategy. In terms of Product element, the overall strategy is satisfied at a
high level for both short term and long term.

The development strategy has impacts on economy and society as follows.

For the economic impacts, there are two main issues. First, the strategy
helps improve the product standard and production, which lead to more opportunity for
import. Second, the strategy encourages the entrepreneurs to introduce more new
products to the market and create more values to their products. These results in turn
help stimulate the domestic economy through working capital and revenue into the
country. However, there is still a main problem that obstructs the development of new
product that is a long period of product registration.

Next, there are also two main issues for social impacts from the development
strategy. The first issue is that the consumers obtain quality and safety health products,
which increases their quality of lives and society. However, the strategy should focus more

on post-marketing. Moreover, it should be noted that lack of personnel lessens the ability

E AUSUIMTINMIIIIAINT Rl INe de -9-
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of the FDA to monitor products and advertisements. Therefore, there are still unqualified
products in the market including inappropriate advertisements. Secondly, when the
consumers have enough knowledge and information on the products, they tend to have
more self-determination to have the right health product. In this respect, the easy to
understand and proper format of the label together with frequent dissemination of
knowledge are essential for the consumers to choose the products.

The evaluation of health product consumer protection development strategic
value is an evaluation of overall impacts on industries under study that are pharmaceutical
industry and medical devices and equipment industry. The evaluation shows that the main
strategic issue for pharmaceutical industry is fake drug. If the development strategy performs
effectively, the fake drugs distributed in the country will be decreased and finally
disappeared. Additionally, the economic and social problems from using fake drugs will be
diminished as well. For example, the expenditure from fake drug consumption borne by
consumers (the value of fake drug market is 1% of domestic market) and the cost of
domestic market (e.g. healthcare expenditure for patients from using fake drugs and the
mortality of people) will be reduced. Furthermore, this development strategy can help
standardize and expand the pharmaceutical industry.

For medical devices and equipment industry, the main issue to concern is
to have medical devices and equipment with good quality and appropriate safety standard.
They should meet the needs for country’s various development goals such as Millennium
Development Goals (MDG), preparation for aging society and overcoming a middle income
trap. Therefore, this development strategy is regarded to have long term value, for example,
it has promoted the production standard in an industry with annual value 150,000 million
baht. Moreover, this development strategy has supported the development policy to
upgrade Thailand as the ASEAN production hub to prepare for aging society and improve the
quality of life of the people through good quality of product and suitable price. For instance,
if there is no knee replacement surgery in Thailand, it is expected that the expenditure for

importing knee replacement will be 1,800 million baht in the next five years.
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Recommendations
The recommendations for an improvement of health product consumer

protection development strategy based on each strategy are described below.

Strategy 1: To improve health product control system effectively up to international standard
® Main objective is to fasten the registration process.

® Recommendations based on economic ideology include 1) creating
balance between revenue and expenditure for registration process 2)
reducing burden on public budget in registration process and 3) enhancing
the effectiveness of registration process by using price mechanism to
change behavior of entrepreneurs in registration process.

® Methodologies include 1) amending the law to allow collecting fees since
registration process 2) improving personnel ability to be internal reviewer
and 3) promoting collaboration with higher education institutions to
provide special courses for companies’ personnel to have knowledge on
data and document preparation for registration process.

Strategy 2: To empower the consumers to adopt self-determination for health product
consumption

® Main objective is to encourage people to better select right and
appropriate products and to encourage civil society to effectively
investigate and monitor products in the market more.

® Recommendation based on economic ideology includes promoting
accessibility of public to data and knowledge of the FDA in order to help
them make decision on products and be a channel to contact and inform
staff on matters related to the products.

® Methodologies include 1) investment in FDA’s [T system and 2)
enhancement of knowledge and skill of staff and civil society to

effectively work with T system.

E AUSUIMTINMIIIIAINT Rl INe de -11-
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Strategy 3: To control drug and chemical precursor

® Main objective is to reduce the adverse impacts on society from misuse

of drugs and chemical precursor such as losing working-class or crime.
Recommendation based on economic ideology includes improving the
effectiveness of monitoring process to prevent offenders (The cost and
impact of this recommendation is less than increased level of legal
penalty).

Methodologies include 1) improving the IT system to support big data 2)
framing the manpower for regional personnel and regional FDA offices

and 3) promoting academic work or research and developments.

Strategy 4: To promote organizational excellence

® Main objective is to create balance between workload and allocated

resources.
Recommendation based on economic ideology includes restructuring FDA
to be in accordance with external environment. This will make the most
effective way to follow FDA’s missions.

Methodologies include three scenarios that are 1) maintaining the same
structure and status of the FDA but separating academic evaluation
division to be an independent organization 2) maintaining the same
structure and status of the FDA but establishing business unit for academic
evaluation and separating its revenue and expenditure account for
financial independence (under same structure) and 3) restructuring FDA

and its status to be independent organization (out of the bureaucracy)

In addition to these recommendations, the FDA should consider separating

the divisions that do not work on the core missions of the FDA to other new establishments

such as National Committee on Strategic Plan on Chemical Management.
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