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ABSTRACT

To observe the clinical efficacy of Huxinkang Tablet on unstable angina
pectoris (UAP). 65 patients of UAP weredivided into the control group (32
cases) and treatment group (33 cases). All patients were treated with the
western medicine. Then, patientsin the control group and treatment group
were admini stered Tongxinluo Capsule and Huxinkang Tabl et, respectively.
The changes of clinical efficacy, anginapectoris (AP), electrocardiograph
(ECG), Chinese medicine syndrome (CMS), blood fat, homocysteine (Hcy)
and high-sensitivity C-reactive protein (hs-CRP) of two groups were
observed. Total effective rate of the treatment group was higher than the
control group (P<0.05). The treatment group had a better curative effect of
AP, ECG and CM Sthan the control group (P<0.05). Huxinkang Tablet had
better effectsto improve lipid metabolism and lower the levels of Hey and
hs-CRP than the control group (P<0.05). It is effective that the clinical
efficacy of Huxinkang Tablet in treating UAP.
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INTRODUCTION

Coronary heart disease (CHD) that coronary ath-
erosclerotic heart disease is a common clinical syn-
dromé¥. Recently, patientsof CHD haveincreased ev-
ery year, which serioudy harmsthehuman’s health and
life. Unstable anginapectoris (UAP)@ isaclinical syn-
drome between the stable angina pectoris (SAP) and
acutemyocardid infarction (AMI), andisoneof themost
common acute coronary syndromes. UAP can be con-
verted to SAPby aggressvetreatment early, but may be
deteriorated toAMI dueto different reasons. Many dini-
cd and experimenta studiesshow that thesyndrome of

Qi deficiency and phlegm and blood stas s (QDPBYS) is
oneof themost common syndromeof UAPE9.,

The pathogenesisof UAPisunclear, whichmay be
related to theendothdlia injury, hypercoagul able state,
inflammatory response, especially to blood-fat, ho-
mocysteine (Hcy) and high-sensitivity C-reactive pro-
tein (hs-CRP)®7, Huxinkang Tablet isaprescription
summed by Professor Yu based on the clinical experi-
encefor years, which hastheability to supplement Qi
and resolve phlegm and blood stasis. Researches show
that Huxinkang Tablet havesignificant clinical efficacy
intreating SAP®. To comparetheclinical efficacy of
the Huxinkang Tabl et and Tongxinluo Capsulein tregt-
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ing UAP with the syndrome of QDPBS, 65 patients
were sel ected and observed, and results are reported
below.

CLINICAL DATA

Diagnosticcriteria
Diagnostic criterion of Western medicine

Thediagnostic criterion isreferred to the report
“Naming and diagnostic criteria of the ischemic heart
disease”™ and the paper “Diagnosis and treatment rec-
ommendationsof UAP@. And, thegrading criterionis
accordingto the grading diagnostic criteriaof angina
pectoris (AP) of CHD™,

Dialecticcriterion of Chinesemedicine (CM)

According to thebook “Chinese medicine clinical
research guidelines”¥, the syndrome of QDPBSis
studied out. Main symptom: chest tingling and op-
pressed, pal pitations and shortness of breath. Second-
ary symptoms: fatigue, body fat, phlegmatic and dark
purplelips. Tongue: muddy, dark purpleandfat. Pulse:
weak. The syndrome can be diagnosed based on the
main symptom and two terms of secondary symptom,
combining with thetongueand pulse.

Gradingcriterion of CM syndrome(CMYS)

Mild: CMSscoreislessthan 13 point. Moderate:
CMS syndrome score is between 14 and 26 point.
Severe: CM Sscoreismorethan 26 point.

Sdlection criteria
Inclusoncriteria

A. Comply withthediagnostic criteriaof Western
medicine, withthedlinica risk stratificationfor low-in-
termediaterik patientsand APseverity raing from dlass
| toclassb!; B. Syndrome of QDPBS; C. Theresting
12-lead ECG has obvious myocardia ischemia; D.
Between 40 and 70 years old; E. Not participate in
other clinicd tridswithin onemonth.

Exclusoncriteria

A.AMI and other cardiac disease, hyperthyroid-
ism, cervicd disease, gdlbladder disease, etc.; B. Com-
bining with severe hypertension, diabetes, hyperlipi-
demia and arrhythmia; C. Pregnancy and lactating

women; D. Patientsof mentdly ill, multi-drug abusers
and drug allergy; E. Obviousinfection, fever and se-
vereanemia; F. Patients cannot cooperate or are par-
ticipatinginother drugtrias.

Patientsdata

Inthestudy, 65 UAP patientswere selected from
theAffiliated Hospital of Hunan Ingtitute of CM from
May 2013 toAugust 2014. Trestment group (33 cases):
19 males, 14 females; agerange (41-70 years); dura-
tion range (6 months-24 years); hyper-tension 13 case,
hyperlipidemia25 cases, diabetes5 cases; low-risk 10
cases, intermediate-risk 23 cases; class| 8 cases, class
[1 17 cases, class|lI 8 cases, mild 1 case, moderate 31
cases, severe 1 case. The control group (32 cases): 19
males, 13 females; agerange (42-69 years); duration
range (4 months-23 years); hypertension 11 cases, hy-
perlipidemia 27 cases, diabetes 4 cases; low-risk
8cases, intermediate-risk 24 cases, class| 6 cases, class
I1 17 cases, classll 9 cases; mild O case, moderate 30
cases, severe 2 cases. Statistically, thedifference be-
tweentwo groupsisn’t statistically significant (P>0.05),
soitiscomparable.

METODS

Treatment methods

Treatment group: Taking Hunxinkang Tablet based
on Western medicine treatment (made by Affiliated
Hospital of Hunan Institute of CM). 10 tabletsevery
time, and 3 times every day. Control group: taking
Tongxinluo Capsule based on Western medicinetresat-
ment (madeby Yiling Pharmaceutical Company). 4 cap-
sulesevery time, and 3 times every day. Two groups
aretreated and observed for 4 weeksof acourse. If it
isdifficult torelieveAPit-sdf, the patientscantake the
nitroglycerintabletsasatemporary treatment.

Observation indication
Efficacy observation

A. Seizurefrequency, duration and pain of APand
amount of nitroglycerin used are observed and recorded
2 timesevery week. B. ECG isrecorded before and
after treatment. C. Clinical symptoms are recorded
beforetreatment and after treatment every week, and
the scoreand integral of CM Sare computed.
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Blood-fat, Hcy and hssCRP detection

Changesof blood-fat (including triglyceride (TG),
total cholesterol (TC), low density lipoprotein choles-
terol (LDL-C), high density lipoprotein cholesterol
(HDL-C) andlipoproteina(Lp(d))), Hcy and hs-CRP
are checked beforeand after treatment.

Efficacy criteria

Efficacy evaluationindudesclinica efficacy, APef-
ficacy, ECG efficacy and CM Sefficacy, whichisevau-
ated accordingto thecriteria“Evaluation criteria of AP
of CHD and ECG efficacy”® and the book “Chinese
medicineclinica re-search guiddines™,

Evaluation criteriaof clinical efficacy

Marked: Main symptoms of AP disappear or
achievethemarked standard, and ECG returnsto the
goproximately norma ECGlevd. Effective: Mansymp-
tomsof APbasicdly disappear or achievetheeffective
standard, and ECG achieves the effective standard.
Invalid: The main symptomsof APhavenoimprove-
ment, and ECG isbasically same asthat before treat-
ment. Deteriorative: Main symptomsof APand ECG
areworsethan beforetreatment.

Evaluation criteriaof APefficacy

Marked: After trestment, AP symptoms disappesr,
itsgradelowers2, and thenitroglycerinisn’t need. Ef-
fective: After treetment, theAPsymptomsbasicaly dis-
appear, itsgradelowers one, and theamount of nitro-
glycerinreduceshalf. Invaid: After trestment, theAP
symptomsand amount of nitroglycerin haveno change.
Deteriorative: Seizurefrequency, pain and duration of
AP aggravatesafter trestment.

Evaluation criteriaof ECG efficacy

Marked: ECG returnsto the gpproximately norma
ECG levd dfter treetment. Effective: ST segment leve
reboundsmorethan 0.05mV after trestment, but don’t
reechthenormd levd. Invdid: ECGisbasicdly same
as beforetreatment, or has aslight change but don’t
reach theameliorative standard. Deteriorative: Com-
pared with beforetrestment, S- T segment reducesmore
than 0.05mV after treatment.

Evaluation criteriaof CM Sefficacy
Marked: Clinical symptomsand body signareim-
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proved markedly, and CM S score decreases €”70%.
Effective: Clinical symptomsand body sign areim-
proved effectively, and CM S score decreases €°30%.
Invalid: Clinica symptomsand body signhavenosig-
nificant improvement, and CM S score decreases <30%.
Deteriorative: Clinica symptomsand body sign are
worse, and CM S score decreases <0.

Satisticsmethod

The data is processed and analyzed by the
SPSS17.0 statistical software. Measurement datais
presented as mean + standard deviation (x+s), and
andyzedusingthet test. Count dataisanalyzed using
the ,° test, and grade datais analyzed using the rank
sumtest. P<0.05 presentsstatistically significant.

RESULTSANDANALYSIS

Comparison of clinical efficacy

Total effectiveratesof clinicd efficacy are 96.69%
and 78.13% for thetreatment and control groups, re-
spectively. From the compari son between two groups,
thedifferenceisdatisticaly sgnificant (P<0.05), which
showsthat thetreatment group isexcelled the control
groupintermsof improving clinicd efficacy. Results
areshowninTABLE 1.

Comparison of APefficacy

Totd effectiveratesof APefficacy are93.75% and
68.75% for the treatment and control groups, respec-
tively. From the compari son between two groups, the
differenceisstatisticaly significant (P<0.05), which
showsthat thetreatment group isexcelled the control
group intermsof improving APefficacy. Resultsare
showninTABLE 2.

Comparison of ECG efficacy

Total effectiverates of ECG efficacy are 84.85%
and 62.50% for the treatment and control groups, re-
spectively. From the compari son between two groups,
thedifferenceisdatisticaly sgnificant (P<0.05), which
showsthat thetreatment group isexcelled the control
group intermsof improving ECG efficacy. Resultsare
showninTABLE 3.

Comparison of CM Sefficacy
Totd effectiverates of CM Sefficacy are 93.75%
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TABLE 1: Comparison of clinical efficacy

Groups Total cases Marked Effective Invalid Deteriorative Total effectiverate (%)
Treatment group 33 23 9 1 0 96.69
Control group 32 15 10 6 1 78.13
Note: Rank sumtest: z=-2.137, P=0.0031. Compared with the contr ol group, P<0.05.
TABLE 2: Comparison of APefficacy
Groups Total cases Marked Effective Invalid  Deteriorative Total effectiverate (%)
Treatment group 33 16 15 2 0 93.75
Control group 32 12 10 9 1 68.75
Note: Rank sumtest: z=-2.126, P=0.029. Compar ed with the control group, P<0.05.
TABLE 3: Comparison of ECG efficacy
Groups Total cases Marked  Effective Invalid  Deteriorative Total effectiverate (%)
Treatment group 33 13 15 5 0 84.85
Control group 32 8 12 11 1 62.50
Note: Rank sumtest: z=-2.312, P=0.042. Compar ed with the contr ol group, P<0.05.
TABLE 4: Comparison of CM Sefficacy
Groups Total cases Marked  Effective Invalid Deteriorative Total effectiverate (%)
Treatment group 33 23 8 2 0 93.75
Control group 32 10 16 5 1 81.25

Note: Rank sumtest: z=-2.251, P=0.0274. Compar ed with the control group, P<0.05.

and 81.25% for thetreatment and control groups, re-
spectively. From the comparison between two groups,
thedifferenceisgtatistically sgnificant (P<0.05), which
showsthat thetreatment group isexcelled the control
group intermsof improving CM Sefficacy. Resultsare
showninTABLE 4.

Comparison of blood-fat change

Beforetreatment, the difference of blood-fat level
between two groupsisn’t statistically (P>0.05). After
treatment, for both two groups, the TG, TC, LDL-C
and Lp(a) levelsdecrease, whiletheHDL-Clevel in-
creases. Compared with beforetreatment, the differ-
encesare statistically significant (P<0.01 or P<0.05),
which showsthat both two groups canimprove blood-
fat leve in patientsafter trestment. However, after treat-
ment, thedifferencesof TG TCand LDL-C levelsbe-
tween two groupsare statistically significant (P<0.01
or P<0.05), but the differencesof HDL-C and Lp(a)
levelsbetween two groupsaren’t statistically (P>0.05).
It can be concluded that thetreatment group isexcel led
the control group intermsof improving blood-fat level
inpatients. Resultsareshownin TABLE5.

Comparison of Hcy and hs-CRP

Beforetreatment, thedifference of Hcy and hsCRP
levels between the two groups is not statistically
(P>0.05). After treatment, for both two groups, Hcy
and hs-CRP level sdecrease. Compared with before
treatment, the differencesare statistically significant
(P<0.05), which showsthat both two groups canim-
provethe Hcy and hs-CRPlevelsin patientsafter treat-
ment. However, after treatment, the differencesof Hey
and hs-CRPleve sbetweentwo groupsarestatisticaly
significant (P<0.05). It can be concluded that the treat-
ment group isexcelled the control group in terms of
improving Hecy and hs-=CRPlevelsin patients. Results
areshownin TABLEG.

Security surveillance

Theblood, urine, stool and liver and kidney func-
tion are checked beforeand after trestment, resultsshow
that they aren’t basically changed. During the treatment,
al patientshaveno adversereactionsand thedrugis
well tolerated. Therefore, Huxingkang Tablet issafeto
treat the UPA with the syndrome of QDPBS.
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TABLE 5: Comparison of blood-fat change

Group Time Total TG TC LDL-C HDL-C Lp(a)
cases  (mmal/L) (mmol/L) (mmol/L) (mmal/L) (mg/dL)
Treatment group Before treatment 33 3.69+0.72 7.36+£0.56 5.43+0.81 1.23+0.62 33.51+26.76
Treatment group ~ After treatment 33  1.73:0.34AA° 5.07+0.41AA” 3.23+0.45AA° 1.59+0.49A 19.21+15.97A
Control group Beforetreatment 32 3.77+0.86 7.47+0.68 539+0.817  1.25+0.33  33.90+20.15
Control group  Aftertreatment 32  2.35+0.75A 6.83+t0.56A  4.88+0.785A 1.57+0.27A 20.96+13.20A

Note: Compar ed with itsalf befor etr eatment, AP<0.05, AAP<0.01; Compar ed with thecontrol group after treatment, * P<0.05,
**P<0.01.

TABLE 6: Comparison of Hcy and hs:CRP

Group Time Total cases Hcy(pmol/L) hs-CRP(mg/L)
Treatment group Before treatment 33 26.28+4.68 13.45+6.29
Treatment group After treatment 33 12.53+2.32A" 5.45+2 35A"
Control group Before treatment 32 27.26+5.31 13.42+6.21
Control group After treatment 32 19.63+3.12A 9.88+4.42A

Note: Compar ed with itsalf befor etr eatment, AP<0.05; Compar ed with the control group after treatment, * P<0.05.

DISCUSS

Based ontheclinical practiceintreating UAPfor
many years, my instructor findsthat the Qi deficiency,
phlegm and blood stasisisthemgjor causativefactor of
such diseases, which play an important rolein UAP
occurrence and development*tl, So, he proposesthe
trestment idealbased on Qi deficiency, phlegmand blood
dass, i.e. they should bedl consderedintreating UAP
patients.

Thisclinical study showsthat Huxingkang Tabl et
can effectively reduce saizure frequency, pain con-tent
and duration of AP, andimprovethepatient’s ECG and
CMS. Significantly, theclinical efficacy, AP€fficacy,
ECG efficacy and CM Sefficacy of thetreatment group
areexcdled control group. Besides, it can significantly
improvethelipid metabolismin patients, i.e. lower TG
TC,LDL-CandLp(a) levelsandincreaseHDL-Clevd.
Findly, comparedwith control group, it cansgnificantly
reduce Hcy and hs-CRPlevelsin patients. Summarily,
Huxingkang Tabl et can effectively treat UAPwiththe
syndromeof QDPBS, and itsgpplication becomeswide.
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