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Clinical research methodology for Traditional Korean Medicine

treatment of lung cancer : Evidence-based approach
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Background : [ investigated clinical research methodology of Traditional Korean Medicine(TKM)
for treatment of lung cancer with Evidence Based Medicine(EBM) approach.

Methods : [ conducted the internet search of National Central Library, the National Assembly
Library, Korea Education & Research Information Service, Korea Institute of Science and
Technology Information for Korean theses and papers, and MEDLINE for the outside articles.

Conclusion : In addition to outcomes of clinical trial, abundant clinician's experience and patients'
preference are also considered. Pragmatic trials and quasi-experimental trials are better than
clinical trials to plan clinical design of TKM for lung cancer and appropriate endpoints includes

overall survival, disease-free survival, patient reporting outcome.

Key Words : evidence based medicine, lung cancer, Traditional Korean Medicine, methodology.
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in writing a protocol of clinical trials in orient
medicine. Korean Journal of oriental medicine. 2002.
8(2). pp.37-46.
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for improving the quality of reports of parallel-group
randomised trials. The Lancet. 2001. 357. pp.1191-1194.
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4) Joel J Gannier, Paula Rochon, David Moher, Joanne
Barnes, Claire Bombardier. Reporting randomized,
controlled trials of herbal interventions: an elaborated
CONSORT statement. Ann Inrern Med. 2006. 144.
pp.364-367.

5) Marja J. Verhoef, George Lewith, Cheryl Ritenbaugh,
Heather Boon, Susan Fleishman, Anne Lelis.
Complementary and alternative medicine whole systems
research: beyond identification of inadequacies of the
RCT. Complementary Therapies in Medicine. 2005.
13. pp.206-212.
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7) Bradley C. Johnston, Edward Mills. N-of-1 randomized
controlled trials: An opportunity for complementary
and alternative medicine evaluation. The Journal of
Alternative and Complementary Medicine. 2004.
10(6). pp.979-984.
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11) Ramzi Dagher, John Johnson, Grant Williams, Patricia
Keegan. Accelerated approval of oncology products:
a decade of experience. Journal of the National Cancer
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12) http://www.cancer.gov/cancertopics/pdg/levels—evi
dence-adult-treatment/HealthProfessional/page3.
2010.6. 10.
<Strength of Endpoints>
Commonly measured endpoints for adult and
pediatric cancer treatment studies are listed below in
descending order of strength:

A. Total mortality (or overall survival from a defined
time).
This outcome is arguably the most important one to
patients and is also the most easily defined and least
subject to investigator bias.
B. Cause-specific mortality (or cause-specific
mortality from a defined time).
Although this may be of the most biologic importance
in a disease-specific intervention, it is a more
subjective endpoint than total mortality and more
subject to investigator bias in its determination. This
endpoint may also miss important effects of therapy
that may actually shorten overall survival.
C. Carefully assessed quality of life.
This is an extremely important endpoint to patients.
Careful documentation of this endpoint within a
strong study design is therefore sufficient for most
physicians to incorporate a treatment into their
practices.
D. Indirect surrogates.

i. Event-free survival.

ii. Disease-free survival.

iii. Progression—free survival.

iv. Tumor response rate.
These endpoints may be subject to investigator
interpretation. More importantly, they may, but do not
automatically, translate into direct patient benefit
such as survival or quality of life. Nevertheless, it is
rational in many circumstances to use a treatment
that improves these surrogate endpoints while
awaiting a more definitive endpoint to support its use.
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The Korean Journal of Clinical Psychology. 2003.
22(1). pp.215-229.

18) What is cancer? National cancer institute. Available at
(http://www.cancer.gov/cancertopics/what-is-cancer).
2010. 6. 10.
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