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Characteristics of Chinese Medicine Syndromes and the Corerelation with Prognosis Outcome in Patients with
Type 2 Diabetes Mellitus Complicated Stable Angina Pectoris: A Real World Study

LI Leilei' FU Yu® SHAO Mingyi’ YAN Shuxun® ZHANG Zhong’® YU Haibin' YUAN Jiayao' WANG
Xian> WU Minghui* ZHAO Ruixia® CUI Weifeng’

1. Henan University of Chinese Medicine Zhengzhou 450000; 2. The First Affiliated Hospital of Henan University of Chinese Medi—
cine; 3. Shangqiu City Hospital of Traditional Chinese Medicine; 4. Guangzhou University of Chinese Medicine; 5. Henan Academy
of Chinese Medicine

ABSTRACT Objective To explore the characteristics of traditional Chinese medicine ( TCM) syndromes in real—
world patients with type 2 diabetes mellitus and stable angina pectoris ( T2DM-SAP) as well as the relationship be—
tween TCM syndromes and the occurrence of major adverse cardiovascular and cerebrovascular events ( MACCE) .
Methods The clinical data of 965 patients with T2DM-SAP were retrospectively analyzed; the TCM syndrome types
syndrome elements tongue and pulse manifestations were assessed; and the syndrome distribution in different disease
courses and ages was analyzed. Logistic regression analysis was used to analyze the correlation between TCM syn—
dromes and MACCE. Results There were 19 TCM syndromes in 965 T2DM-SAP patients and the top three fre—
quent syndromes were ¢i deficiency and blood stasis (n =229) ¢i and yin deficiency with blood stasis ( n =194)
and binding of phlegm and blood stasis ( n =119) . Eight shared disease location—elated syndrome elements were re—
mained of which heart vessels ( n =485) heart (n =211) and spleen ( n =178) were in majority. There are 13
disease nature—related syndrome elements mainly including blood stasis ( n =649) ¢i deficiency ( n =448) and
phlegm turbid ( n =299) . The tongue body was often dusky ( n =598) and red (n=519) and the tongue coating
was white ( n =496) and greasy ( n =412) ; the pulse was often wiry ( n =425) thready ( n =354) and deep (n =
294) . Although there were differences between the patients with varied disease courses in the TCM syndrome distribu—
tion the main symptoms of all disease courses were ¢i deficiency and blood stasis (24.2% 214/885) . Regarding

the TCM syndrome distributions in different ages the group of patients aged >60 to 74 years accounted for the high—
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est proportion (46. 1% 239/965) . There were 389 cases of MACCE. Logistic regression analysis showed that transi—
ent ischemic attack and re-admission due to angina pectoris were positively correlated to internal accumulation of
damp-heat and blood stasis obstructing collaterals ( OR =5.39 P =0.04) ; re-admission due to myocardial infarc—
tion coronary revascularization and recurrence of stroke were positively correlated to age (OR =1.56 P =0.04)
wind-phlegm obstructing collaterals ( OR =2.07 P =0.02) and ascendant hyperactivity of liver yang ( OR =5. 07
P =0.02); all-cause mortality was positively correlated to age (OR =1.09 P <0.01) heart and kidney yang defi-
ciency (OR=8.71 P =0.03) deficiency of both yin and yang ( OR =38.81 P <0.01). Conclusion Qi defi—
ciency and blood stasis as well as deficiency of both ¢i and yin with blood stasis are the main syndromes of T2DM-
SAP and blood stasis is the major disease nature—related syndrome element. Internal accumulation of damp-heat with
blood stasis obstructing the collaterals wind phlegm obstructing the collaterals ascendant hyperactivity of liver yang
heart and kidney yang deficiency and deficiency of both yin and yang may be the high risk factors of occurrence of
MACCE.

Keywords type 2 diabetes mellitus; stable angina pectoris; major adverse cardiovascular and cerebrovascular

events; traditional Chinese medicine syndromes; real world study
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Analysis of the Outcome Indicators in Randomized Controlled Trials of Idiopathic Pulmonary Fibrosis
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1. Co-construction Collaborative Innovation Center for Chinese Medicine Prevention and Treatment of Respiratory Diseases by Henan
Province and Education Ministry of P. R. China Henan University of Chinese Medicine Zhengzhou 450046; 2. The First Affiliated
Hospital of Henan University of Chinese Medicine
ABSTRACT Objective To analyze the outcome indicators used in current randomized controlled trials ( RCTs) of
idiopathic pulmonary fibrosis ( IPF) and to provide references for the rational use of outcome indicators in IPF clini—
cal researches. Methods Databases including CNKI Wanfang VIP Sinomed PubMed and Web of Science were
searched from the inception date to May 8th 2020 for RCTs of IPF. Literature was screened and data was extracted.
The frequency of outcome indicators in RCTs of IPF were descriptively analyzed. Results Totally 84 RCTs were in—
cluded involving 71 outcome indicators with the frequency of 672 times. The outcome indicators were grouped into
seven types which include 25 physicochemical outcomes with frequency of 251 times ( 37.35%) 12 symptom and
syndrome outcomes with frequency of 92 times ( 13.69%) 11 long-term prognostic outcomes with frequency of 115
times (17.11%) 8 quality of life outcomes with frequency of 58 times (8.63%) 3 safety outcomes with frequency
of 105 times ( 15.63%) 2 traditional Chinese medicine symptom/syndrome outcomes with frequency of four times
(0.60%) and 10 other outcomes with frequency of 47 times (6.99%) . Conclusion The outcome indicators are
varied in current RCTs of IPF; some outcomes have no unified evaluation criteria; and there are problems of irregular
use of the outcomes. Therefore topdevel researches on IPF should be designed and core outcome set is constructed
so as to promote the quality of IPF RCTs.
Keywords idiopathic pulmonary fibrosis; randomized controlled trials; outcome indicators; core outcome set
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