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Development of a Core Outcome Set for Clinical Evaluation of Chronic Pulmonary Heart Disease Treated
with Traditional Chinese Medicine Therapy

NIU Baihan', ZHANG Mingyan’, JI Zhaochen’, PANG Bo’, HU Haiyin’, ZHANG Junhua’

1. The First Affiliated Hospital of Henan University of Chinese Medicine, Zhengzhou, 450000; 2. Tianjin University of Traditional
Chinese Medicine
ABSTRACT Objective
(TCM) for chronic pulmonary heart disease, and to provide consensus outcomes for the evaluation of the clinical effec-
Methods We searched randomised controlled trials of TCM
for chronic pulmonary heart disease on China National Knowledge Infrastructure (CNKI), Wanfang Data Knowledge
Service Platform (WF), VIP Chinese Science Journals Database (VIP), Chinese Biomedical Literature Service Data-
base (SinoMed) , PubMed, Cochrane Library, and Embase. We also searched Chinese Clinical Trial Registry

Platform and the U. S. Clinical Trial Registry database to obtain the outcome indicators reported in the clinical research

To construct an outcome set for clinical evaluation of traditional Chinese medicine

tiveness of TCM for chronic pulmonary heart disease.

protocols of TCM for chronic pulmonary heart disease. The outcome indicators were also collected through semi-structured
interviews of clinicians and patients. Then integrated the outcome indicators collected by the above methods to con-
struct the indicator pool. Through two rounds of Delphi surveys and a consensus conference, the core outcome set for
clinical evaluation of TCM for chronic pulmonary heart disease was determined. Results After screening, there
were 1313 literature meeting the criteria, and 595 outcome indicators were extracted, then combined with the out-
comes from semi-structured interviews which clinicians and patients concerned, finally an indicator item pool contain-
ing 369 outcome indicators were formed. After the initial screening of indicators in the pool by the steering committee,
58 indicators were established into the initial list of indicator entries. In the first round of Delphi survey, the expert
coordination coefficient for the results was 0. 401, and the Cronbach coefficient was 0. 989. A total of 35 indicators
that did not meet the criteria [ <70% of the participants rated the outcome as 7~9 (critical) and the mean of the ex-
pert ratings <<7] were deleted, and 23 were retained, with 7 new indicators added that were open to supplementation
by the experts, resulting in a total of 30 indicators that were included in the second round of Delphi survey. In the sec-
ond round of Delphi survey, the expert coordination coefficient was 0. 303, and the Cronbach coefficient was 0. 974,
with a total of 7 indicators that did not meet the criteria being deleted, and 21 indicators being retained for the consen-
sus conference. After the consensus meeting, the core outcome set for clinical evaluation of chronic pulmonary heart
disease in two major categories, acute exacerbation stage and stable stage, was finally determined, in which there
were four indicators in acute exacerbation stage: N-terminal B-type natriuretic peptide precursor (NT-proBNP) ,
blood gi analysis, all-cause mortality rate, and complication rate; and there were eight indicators in the stable stage :
pulmonary function index, six-minute walk test distance, New York cardiac function classification, all-cause mortality
rate, re-hospitalisation rate, Chronic Obstructive Pulmonary Disease Assessment Test (CAT) score, Short Form 36
Health Survey (SF-36), and TCM syndrome score. Conclusion The core outcome sets of TCM clinical evaluation
in the acute exacerbation stage and stable stage are constructed, which is helpful to improve the practicability, compa-
rability and transparency of TCM clinical research results in pulmonary heart disease.
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