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ABSTRACT

This thesis aims to investigate legal measures in Thailand applicable to controlling contact
lenses businessperson and to also examine problem conditions probably affecting consumer safety in
relation the use of unsafe contact lenses especially those fashionable ones (Big Eyes). This study also
seeks for appropriate measures and solutions to be used as a guideline for effectively protecting
consumer and controlling standard quality of contact lenses, distribution places and seller’s
qualifications. The author’s approach started from literature review focusing on comparative
study under which legislations of other jurisdictions were analyzed including those of USA and
Japan etc. in order to develop the concept and framework for the amendment of relevant laws to
include effective measures for controlling contact lenses business in Thailand to ensure that
products and business practices meet the standards for quality and safety for the interest of the
consumer.

Findings from the study suggest that contact lenses business especially those selling
fashionable lenses (Big Eyes) from the last retailer to the consumer has not been well regulated as
there are many contact lenses found to have quality that does not meet the standards prescribed by the
Food and Drug Administration. With respect to distribution place and seller, it was found from the
study that contact lenses are sold almost everywhere ranging from flee market to department store
while a large number of seller has limited knowledge and skill to provide proper advice concerning the
use and care. Selling is done without approval from relevant competent authority. This problem has
rooted from ambiguity in statutory whether, in addition to importer and producer, seller of this kind of
contact lenses is required to seek for permission to sell them. This problems is partly resulted from the
shortage of the amount of ophthalmologist and optometrist which seems to have limited means to

remedy it except that the government has to take step to address it. Situation may be different in some



jurisdiction such as Japan where a lot of measures have been initiated to promote product quality and
reliability among the consumer by mutual and voluntary cooperation between private sector and the
government agency.

This thesis has therefore proposed the approaches to the amendment of the Medical
Devices Act B.E.2551 by issuing additional ministerial rules by virtue of the Medical Devices Act
B.E.2551 requiring sellers of all kinds of contact lenses to apply for a permit to sell and to declare
definite place of distribution subject to the standards to be later prescribed. In addition, seller
must hold qualifications required or has been trained for special skill and knowledge by relevant
authority to the extent that such seller must obtain certificate evidencing such training. This
training may be a short course for those selling fashionable contact lenses without the need to
cover vision acuity test as required normal contact lenses prescription. This can help alleviate the
shortcoming on inadequate number of ophthalmologist and optometrist and enable the consumer
to access good quality contact lenses with proper advice from seller as considered as basic rights

for all consumers.
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ABSTRACT

This thesis aims to investigate legal measures in Thailand applicable to controlling contact
lenses businessperson and to also examine problem conditions probably affecting consumer safety in
relation the use of unsafe contact lenses especially those fashionable ones (Big Eyes). This study also
seeks for appropriate measures and solutions to be used as a guideline for effectively protecting
consumer and controlling standard quality of contact lenses, distribution places and seller’s
qualifications. The author’s approach started from literature review focusing on comparative
study under which legislations of other jurisdictions were analyzed including those of USA and
Japan etc. in order to develop the concept and framework for the amendment of relevant laws to
include effective measures for controlling contact lenses business in Thailand to ensure that
products and business practices meet the standards for quality and safety for the interest of the
consumer.

Findings from the study suggest that contact lenses business especially those selling
fashionable lenses (Big Eyes) from the last retailer to the consumer has not been well regulated as
there are many contact lenses found to have quality that does not meet the standards prescribed by the
Food and Drug Administration. With respect to distribution place and seller, it was found from the
study that contact lenses are sold almost everywhere ranging from flee market to department store
while a large number of seller has limited knowledge and skill to provide proper advice concerning the
use and care. Selling is done without approval from relevant competent authority. This problem has
rooted from ambiguity in statutory whether, in addition to importer and producer, seller of this kind of
contact lenses is required to seek for permission to sell them. This problems is partly resulted from the
shortage of the amount of ophthalmologist and optometrist which seems to have limited means to

remedy it except that the government has to take step to address it. Situation may be different in some



jurisdiction such as Japan where a lot of measures have been initiated to promote product quality and
reliability among the consumer by mutual and voluntary cooperation between private sector and the
government agency.

This thesis has therefore proposed the approaches to the amendment of the Medical
Devices Act B.E.2551 by issuing additional ministerial rules by virtue of the Medical Devices Act
B.E.2551 requiring sellers of all kinds of contact lenses to apply for a permit to sell and to declare
definite place of distribution subject to the standards to be later prescribed. In addition, seller
must hold qualifications required or has been trained for special skill and knowledge by relevant
authority to the extent that such seller must obtain certificate evidencing such training. This
training may be a short course for those selling fashionable contact lenses without the need to
cover vision acuity test as required normal contact lenses prescription. This can help alleviate the
shortcoming on inadequate number of ophthalmologist and optometrist and enable the consumer
to access good quality contact lenses with proper advice from seller as considered as basic rights

for all consumers.
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# Article 40 provides:

“For the manufacturing and import of medical device,an application together with fees paid,shall be
filed with the central competent health authority for registration and market approval. No manufacturing and
importation shall be allowed until a medical device permit license is approved and issued.

Only the oweners of a medical device permit license or their authorized persons may apply for
import of medical devices pursuant to the provision of the preceding paragraph..

The application criteria,review procedure,approval criteria,and other matters to be complied with
for the application,for registration and market approval,change,transfer,extension,replacement,and new issuance

of medical devces permit license shall be established by the central health competent authority.”
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! Aritcle 570 provides:

“If any latent defect exists in the object of the sale, the provisions of Article 566 shall

apply mutatis mutandis, except in the case of compuisory sale by official auction.”
. Article 415 provides:

“If an obllgor falls to effect performance in accordance with the tenor and purport of the
obligation, the obligee may demand compensation for harm; the same shall apply in case where
performance becomes impossible for any cause for which the obligor is responsible.”

» Article 416: “(1) A demand compensation for harm shall have as its purpose compensation
for such harm as would ordinarily arise form the non-performance/ including imperfect mance/ of an

obligation.
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(2) The oblige may also demand com compensation for harm which has arisen through
special circumstances, if the parties had foreseen or could have foreseen such circumstances.
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? Aritcle 570 provides:
“If any latent defect exists in the object of the sale, the provisions of Article 566 shall
apply mutatis mutandis, except in the case of compulsory sale by official auction.”
* Article 415 provides:
“If an obllgor falls to effect performance in accordance with the tenor and purport of the
obligation, the obligee may demand compensation for harm;the same shall apply in case where performance

becomes impossible for any cause for which the obligor is responsible.”
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