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Introduction of a technical support system for new diagnostic tests of tuberculosis in
the Republic of Korea

Mee-Kyung Kee, Eunjin Cho, Jong Seok Lee, Seokyong Eum, Hyejon Lee, Sang Nae Cho
International Tuberculosis Research Center

Early diagnosis of tuberculosis (TB) patients and appropriate treatment are necessary to achieve Korea's national TB
eradication goal of 40 per 100,000 by 2022 and 10 per 100,000 by 2030. We established a system that can objectively
evaluate new TB diagnostic kits developed in the Republic of Korea (ROK) as well as evaluate useful diagnostic technologies
that can be quickly adopted into TB control programs. For the evaluation of new TB diagnosis technologies, we formed an
evaluation committee (New Tuberculosis Diagnostic Technology Evaluation Committee), has been secured clinical
specimens by TB cohort study, operated TB biobanks, prepared reference materials for evaluation tests that can measure
the usefulness of new technologies, and followed the Good Clinical Laboratory Practice for reliable evaluation tests. When
the evaluation of new technology for TB diagnosis is requested by developers, the committee conducts a preliminary
examination of the new TB diagnosis technology and decides whether to conduct an evaluation test or not. Following the
step, an evaluation test plan, which includes the type of evaluation, test methods, the number of samples and repeated
tests, etc., is prepared. The results of the evaluation test are then reported to the committee, and the committee conducts a
comprehensive assessment of the results. The results of the comprehensive evaluation are classified into 4 categories
(excellent, very good, average, and below-average), where results that are excellent and very good categories are
recommended for further development and/or commercialization. Through the evaluation system, excellent new
technologies for TB diagnosis can be discovered and continued to develop, or presented scientific evidence on necessary for
the early utilization of diagnostic technology that can be applied in the field of TB control programs. In addition, new
technology can serve as a bridgehead for entering global markets by promoting the development of new technologies for TB
diagnosis developed in the ROK.

Keywords: Tuberculosis, Diagnosis, New technology, Evaluation
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Infrastructure for Evaluation Operation system

Network : two Hospitals

150 TB patients , 150 non-TB persons
TB patients : sputum, serum, urin
Non-TB persons : sputum, serum,
urin, PBMC, QFT-plasma, QFT-cell
pellet, RNA

* TB diagnosis experts
recommended by the society
Evauation of TB research and Korea
Committee Disease Control and
Prevention Agency (KDCA)
Operation by the manual

TB Cohort Study

Testing by Standard Operating
Procedure (SOP)

Validation of testing machine
Education of experts

Quality assessment

Manual development

4,151 vials (as of Dec. 2021)
Computerized system for specimens
control

Good Clinical
Laboratory
Practice (GCLP)

Biobank

Panel for evaluation

Basic reference material
development

Optimal reference materials
development for evaluation

RePORT(Regional Prospective
Network of Observational Research on
Global Tuberculosis) Consortium
Cooperation Network for bioresource

Reference
material

Figure 1. Contents of the technical support system for new diagnostic tests of tuberculosis in the Republic of Korea

1. Accept of Request 2. Preliminary Examination .
. : 3. Evaluation Test
of Evaluation for Evaluation Test

ITRC website introduce the evaluation system The evaluation request is evaluated by the An evaluation test will be performed except

of new technologies for TB diagnosis, and the Evaluation Committee. The first evaluation ‘impossible’ in the pre-evaluation.

requests for evaluation of new technologies by stage is pre-evaluation, and it is to decide For the evaluation test, ITRC designs an

developers are accept by online. whether or not to conduct the evaluation test. evaluation test plan including type and number
The results of the pre-evaluation are classified of samples, test method, and the number of
as proceeding, withholding, or impossible of repeated tests, and reports the evaluation test
the evaluation test, and the result is reported plan to the committee for approval and
to the requesting institution. execution. Evaluation tests are conducted in

accordance with SOP for GCLP.

6. Management of Evaluation

4, Comprehensive Evaluation 5. Report of Evaluation Result

Data & Document

When the evaluation test is completed, that's result The comprehensive evaluation result is reported ITRC manages evaluation data or documents

is reported to the evaluation committee, to the requested institute. That result is (ie, evaluation request documents, evaluation
which refers to it and conducts a comprehensive recommendations and are not compulsory to documents, evaluation test plan, result report,
assessment. The comprehensive evaluation continue development (or commercialization). meeting minutes, etc.). Data in academic
results are classified into four categories: journals, academic conferences, and workshops
excellent, very good, average, and below-average. can be utilized according to the manual.

Figure 2. The evaluation procedure to discover a new diagnostic technology of tuberculosis
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