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ABSTRACT

Objectives: To examine the fundamental characteristics of interventional clinical trials registered in the CRIS (Clinical

Research Information Service) database.

Methods: We systematically analyzed the status of Korean medical interventions using the search function of the CRIS

database.

Results: From 2010 to January 2020, 267 Korean medicine-related clinical trials were registered with CRIS. The studies,
which included many randomized frials (80.14%), focused primarily on demonstrating the effectiveness and safety of acupuncture
and Korean herbal remedies. Most of these studies were government-sponsored and researcher-led clinical trials, but a few were

company-sponsored trials. All trials were small and need improvement.

Conclusion: This study reviews the current status of clinical trials in the field of Korean medicine and the basic data that

can be used to create evidence-based Korean medicine.
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Fig. 1. Flowchart of review.
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Diseases of the blood and blood-forming organs and certain disorders
invalving the immune mechanism

Diseases of the eye and adnexa

Diseases of the skin and subcutaneous tissue

Diseases of the respiratory system

Diseases of the genitourinary system

Codes for special purposes

Endocrine, nutritional and metabolic diseases

Symiptoms, signs and abnormal clinical and laboratory findings, not
elsewhere classified

Mental and behavioural disorders

Neoplasms

Diseases of the circulatory system

Diseases of the digestive system

Diseases of the nervous system

Diseases of the musculoskeletal system and connective tissue and
Injury, poisoning and certain other consequences of external causes
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Fig. 4. Therapeutic areas of studies.
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Table 1. Summary of Trials

Mo
ra

rﬂ\
o
m

Acupuncture 117 (43.82%)
Moxibustion 14 (5.24%)
1M 0,
Intervention type (n=267) Herbz’iIl‘uri?lzdlcme 1148 (???522)/0)
Pharmacopuncture 1 (0.37%)
Multiple intervention 10 (3.74%)
2010 £ (150%)
2011 7 (262%)
2012 14 (5.24%)
2013 17 (6.37%)
0,
Registration years (n=267) gg}é 4145 ((IBéiZE%f/o))
2016 44 (16.48%)
2017 39 (14.61%)
2018 49 (18.35%)
2019 34 (12.73%)
Treatment 219 (82.02%)
Primary purpose (n=267) Prevention 2 (0.75%)
Others (included diagnostic) 46 (17.23%)
1-50 149 (55.81%)
Anticipated enrollment, No. of 50-100 74 (21.72%)
participants (n=267) 100-200 39 (14.61%)
200~ 5 (1.87%)
Not yet recruiting 62 (23.22%)
Recruiting 121 (45.32%)
Overall status (n=267) Active, not recruiting 4 (1.5%)
Terminated 3 (L12%)
Completed 77 (28.34%)
Yes 214 (80.14%)

Randomization (n=267)

No or missing

53 (19.85%)

Blinding (n=267)

Single blind
Double blind
Open or missing

135 (50.56%)
72 (26.97%)
132 (49.44%)

Trial phase (n=267)

Phase 1
Phase 2 or 3
Phase 4
Missing

21 (7.87%)
38 (14.23%)
29 (10.86%)
179 (67.04%)

Lead sponsor (n=267)

Ministry of Health and Welfare
Korea Institute of Orintal Medicine

University and Academic Medical Center

Others

85 (31.84%)
81 (30.34%)
29 (10.86%)
72 (26.97%)
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