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Project Code: RDG4530014

Project Title: Develop a Database and Set Up a System for Monitoring Imported Diagnostic Reagents

Investigators: Faculty of Allied Health Sciences, Institute of Health Research, Chulalongkorn University; Faculty of Medical
Technology, Mahidol University; Medical Device Control Division, the Office of Food and Drug Administration;
Information Technology section, Department of Customs

E-mail Address: dvarapan@chula.ac.th

Project Duration: January 1, 2002 — January 1, 2003

Thailand Research Fund, (TRF) granted academic institutions namely the Faculty of Allied Health Sciences, Institute
of Health Research, Chulalongkorn University and the Faculty of Medical Technology, Mahidol University to work
cooperatively with the Medical Device Control Division, the Office of Food and Drug Administration (FDA) and the
Information Technology section, Department of Customs to develop a database and set up a system for monitoring imported
diagnostic reagents. The study plan covered analysis of retrospective annual imported statistics with an aim to design basic
structures that can accommodate all products and suitable to propose new statistic codes in the harmonized system to be used by
the Department of Customs in the future.

As it appeared that the existing Harmonized System provides only 5 statistic codes for all types of diagnostic reagents
and over 80% of imported values in the last three years (2000-2002) were the products declared with the code 3822.00 0 002:
reagents for diagnostic and laboratory use, only the information from the above code was therefore analyzed in the retrospective
imported statistics during 1995-2002. The imported value was 348.8 million baht in 1995 and increased 4.4 folds to 1,544.4
million baht in 2002. There were 654 importers (86.2 %) in business section but only 7.6 % of them imported products every
year. Each year less than 10 % of them declared more than 10 million baht imported value per year. Another aspect was the vast
number (26-46) of the countries of origin shown in the retrospective records. The highest quantity imported, judging from the
number of entry forms, were from the United States followed by Republic of Germany, United Kingdom, France and Japan
respectively. The figure from the five countries covered more than 75 % of the total figure imported.

Preparation for a list of products and commodity codes was concluded from the comparative investigation of four
systems shown in the Global Medical Device Nomenclature Project (GMDN Project) and it was agreed that only European
Diagnostic Manufactures Association (EDMA) nomenclature systems for medical device classification should be based upon to
design a basic structure system comprising 3 groups of products namely, Immuno-Reagents, Blood Grouping and Diagnostic
reagents. A total number of 286 products, selected from products imported in the past and those likely to be imported, were
arranged into the three groups. Three headings and sub-headings of the harmonized system were applied to products in each
group with one statistic code given to each item. It appeared that the 286 statistic codes covered 98.3% of the 1,217 items of
products imported by 14 major distributors. The codes also accommodate the products likely to be imported in the future. Detail
descriptions both in English and Thai of the commodity codes were prepared for the FDA to be proposed to the Department of
Customs for future implementation.

Another outcome from the cooperative effort was that the Medical Device Control Division has prepared a specific
form to be attached with import declaring documents. Details of all products will be required and put into the attachment. A “15
digit” model, being used to monitor hazardous materials will be systematically given to each product together with a
commodity code from the harmonized system. The newly designed document will enable the Department of Customs to verify
the information declared by the importers with the actual products intend to import and eventually can present the true statistics

to the reporting system.
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