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Clinical comprehensive evaluation of Breviscapine Injection in treatment of
acute cerebral infarction and angina pectoris in coronary heart disease
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Abstract: Objective To systematically review the existing studies of Breviscapine Injection (7¥ &t F 4T 8 1£ %, BI) in the
treatment of acute cerebral infarction and angina pectoris in coronary heart disease, and clarify the clinical value of Bl by means of
comprehensive clinical evaluation, in order to promote clinical rational drug use as well as relevant policy translation. Methods
The evidence on safety, efficacy, economy, innovation, appropriateness, accessibility (six dimensions) and pharmacy quality and
information services of BI were comprehensively collected. Evidence-based medicine, questionnaire survey, health technology
evaluation, pharmacoeconomic evaluation and other methods were used to measure each dimension by using multi-criteria decision

analysis model, and the clinical value of BI was comprehensively evaluated. Results The spontaneous reporting system, adverse
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reaction Meta-analysis, and clinical studies showed that the adverse reactions of BI were mainly respiratory system adverse
reactions such as cough, sore throat, shortness of breath, and dyspnea, and the incidence of serious adverse reactions was judged to
be rare. The safety evaluation was grade A, with small known risks and sufficient evidence. Meta-analysis results showed that the
outcome indicators of BI in the treatment of acute cerebral infarction and angina pectoris in coronary heart disease could be judged
as B level of effectiveness according to the grade evaluation criteria, with sufficient evidence and clear results. The
pharmacoeconomic evaluation results showed that BI combined conventional treatment was more economical than conventional
treatment alone using the national institutes of health stroke scal (NIHSS) score as the outcome index, and the incremental effect
was significant. The economic evaluation was grade B, with sufficient evidence and clear results. BI in the treatment of acute
cerebral infarction could improve the total clinical efficiency, improve neurological deficits, improve blood rheological indexes,
and reduce 14 d mortality, and had a single composition and convenient quality control. It has been authorized by the national
invention patent and the 2017 China Annual Facility Award, and the innovation evaluation was B, with good innovation. BI was
convenient to store and transport, does not require individual treatment plans, has no special technical and management
requirements, and its suitability evaluation was grade C, which was suitable for clinical care and patients. BI had reasonable prices
and good affordability. It was available in 30 provinces and cities across the country with good availability. The accessibility
evaluation was grade B with good accessibility. Because it was a monomer injection of traditional Chinese medicine, the grade
evaluation of its traditional Chinese medicine characteristics was not carried out. The evaluation results of statutory infor mation
and non-statutory information of BI showed that the information was complete and in line with national standards. Based on the
grade scores of six dimensions, calculated by CSC 2.0 software, the clinical comprehensive evaluation of BI in the treatment of
acute cerebral infarction and angina pectoris in coronary heart disease was grade A. Conclusion The clinical value of BI was
good, and it was suggested that it could be directly translated into the relevant policy results of basic clinical drug management.

Key words: Breviscarpin Injection; acute cerebral infarction; angina pectoris in coronary heart disease; clinical comprehensive

evaluation; multi-criteria decision analysis; pharmacoeconomics; system evaluation
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Fig. 1 Process diagram for clinical evidence and value

assessment
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Table 2 Summary of toxicological studies of Breviscapine Injection
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Fig. 2 Risk-evidence matrix for safety of Breviscapine
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Fig. 3

effectiveness of Breviscapine Injection
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HABBCR S HON G5 R AL R ;. MER BRI E 2> Hr
U % B Rk 7 AT B A SR BON AR A . BRI AT 2R T
2020 A NI AT SCRCHSNAR Dy B8 SRS AT BB Y
e, MRAREAE B A S AT AL RS L
ST LL R R S 2R T T R B A5

(2) BT ORI HsRUSCRAR O VRS AT AL R
T (EREREF (2020 BOY, BEKERL
K (G5 5510, R (EFEARZGYH ) (55
AREEIT PRI AT PRI A AE & ARG 2 B 3% ) (R
By RIS 2R H 3R 48 BT T CRIG G Ah H 5% (RDEE
SR SR H 30 k.
2.3.2 EHETENY A UEVE4EE TR B AR L BRI
PEORIE T b B DL R AHE VR 2 o . B A HE
Y TS HIAT RAERIBST AL R 25 22 5 2 P4
W FEEN 25 & R A TP R AR e (consolidated
health economic evaluation reporting standards ,
CHEERS) PP RRSLIIP, %8 RAZ AR A
BLO5IE A SR vhie, HAh 6 M 24 A
& B EMAGFEVEN BT PR . 20 BRI )
THEATFEPN TR 4L 453 CHEERS ¥F73 8 15 77,
PEION B 9, UEHTESS FAT RAE R AU IR A EL AL
SR
24 GUFEYE

2y QT RS TS AR IR R T ik
FAR R BIHTVE DL L BT 3 F8 53
241 EFEAEA

(D PR BT : VRS AT RALZ TR 7 2,
ARR, PR RN G2y, ZHT AP A
PRI =R TT ACT G R BA RCR, Bes M2 Difg
BRA R ML AR 2 F s, BRI FEAK 14d SET2%, R
AREIRKEHIE. A — A —H R A
AL 98% Y 2SR, A A (P Z5H) 2020 4
FREOTTEARHERUE I EER . RN, A o 5 —
JRAETTE, B T5 Sy et

(2) VAR A RAUHE: ST SR
Hl 2 AECRUEBEN T T, A SR, fRIEZY)
MR RE, AR Be 200 2 T RIF A% i
WY IKRAE ) ERBEREENC AT, A R EER
Bihide, ZBREITR 7TRERS. IR 5%
. AR ZUHETTIH, AN 7E R IR T
M# a8, R REE a7 E S
PR, AP EEHT, EIRMIEFERR N AT
A
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(3) PO PE: ST BAE R A=Al
AP EES: Z5M BHIR AL 25 Tl (AEf= T
2 REEED B R . R LTI E RS
BT ZAEHAT T AR dAh, ST RIER R
ZE ) [ A = 2 R 1 P e S g PR A 7 R 4, RS
THEEASMN, 5T E KR LR
2017 Frh EFEE WY, BARE A .
2.4.2 EHEVET  BEEEENER X BAE 3 NS
WARBE T 18 MEFR, 1% 18 MEMRTIEN A A (41
FrEAER ). B QIR C (BRI —B0
D (BIBHEEZE) B CEAIHTHE) 5 MR &P
YRR R 18 TUH P55, Fd— Dtk
RNERFERL R RAERHE 58 0.68 7, TF
N B %, YONTES T B = B AR e
25 EEM

TSR AT 386 2% A R M 4 T A ) 4 1A
AR LA Bl HRE R N 1R SE 24
(NI
251 E¥EMEIA A WS A AR E YRR
JiR 2 P, 0GR AR R R b 245 4 50 I PR 2=
A b EIREIT R AE AR fnfh () 5 . EEYR
BEEHI AL E . AR N RBEAHESE T
BAMEATERE . A SEHERGEE. BHESE
FEARES GRS /NI TH ;B WL 24 R 5
Hy N SIS, ZeMERAT . 255 E R
S 4 AT

EFRRIEA 171 B EA M EHEEMES A
RS 5T, Hh B 67 A (39.18%), ik 104
A (60.82%); HIPWVAERA 131 N (76.61%), P
139 N (22.81%), ImRZ5IT 1 N (0.58%); HAFK
N 33 N (19.3%), 12 90 N (52.63%), ]2k
48 N\ (28.07%); FrfEEEFi N =2 98 N (57.31%),
70 N (40.94%), —2% 3 N (1.75%); ik
Hil AR, b 7. 9 YLH. Jrg. TP,
WL, K. B, Bdb. =/ TR I3AETTA
BIX . BERIL 121 LT RIERIMHES
Hia#, HAi1ie 16 A (13.22%), Bt 105 A
(86.78%); H 54 N (44.63%), Lt 67 A
(5537%); RHEWZAR dbats mdb. 9. 5.
WEG. IR, SO, VLPE. & 10 METTHEIBX .
252 AEWEVEOY T MR R VRN BRI 1) 5 4
RIETHZ IR 5 ANELIR 5, AR & I0E P55 5
SIHIE 3 LU 5 AN, d i [a) o T A

T B|ACRE BIPRS00 2.76, 18 C 4%, A
NESFIRREE AL Pt 240 R A i i f o B
HiEEME,
26 WM

DL (5 TUAE 2 Z0R0 [ BrRAd AT SALAA VAl 2
KRG NFRUEN TV NS, XAT R E4E R 1)
PR EZ S 2 g KT R SR B Rl SR A
3EIT.
2.6.1 iEHEAEIA

(1) 235K Tt Aok A 9 B 26 8 1Y
B, S AT AR TARN S AR 10 mg:
11 J6/3, 25mg: 22.82 Ju/3¢, 50mg: 40.45 JT/3C;
HaI7 2 ISR B R HE 20~50mg, 1
wid, HA 22.00~40.45 76 JITRREEH: 14T
F7d, JTFEFRA 154.00~283.15 Jt.

(2) mIfAA e 24 nT R e T R E H
# 5 (defined daily dose, DDD). HIZ§#iJ¥ (defined
daily dose system, DDDs) . [ & H %% H (defined daily
dose consumption, DDDc) BT REVATT % M
NI RS BCUN LB EAT VR . VST AT AR R
DDD & 20~50 mg/d; DDDs A%tk 6375 J3; DDDc
9 17.88 Jo/d; HIEEE RIGIT 9 H A7 A 0.076%,
AR RIAIT R HCN 0.20%; R REAT 7 4H
PR 3.23%, RFE R AT 8.59%. K, Ik
BEUE RS A B AT AR M 358

(3) Ar3RTHME: Hul, AT RERESE
30 NETHIX A, Flik 2557 RKERE, Hb=g%E
Bt 32.00%, BB 20.00%, —ZFERE 9.00%.
R R I 39.13% MR Ll & 1AM, AR5E
FEZ) 5000 FI, AR A Bk R A R S v A
ST RBACRZWIRIT B E ) 7000 75 NI AR5
RUFUIZ i Dl 2 SRS G R JE G R B o 48 FAT
RBICRERIIKE GAP A=t iith, 254 18
FE, AR, HERAZIN ., PRI,
AAEEAL IR B, H 25 i K ZiM R 2 e, i
A S T
2.6.2 FHEIPAY XA RELERER 3 ANT5TH 4> BV
gy, HAZ MK N B, n ity B, Ak
R C, X 3 AT TR A AT 4333 45 F AT
BACE A S EIRECH 0.675, YEAN B 4, A NAE
it A B MR
2.7 HERETM

271 BREARME  FEH M BERT RS HER
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1T BAER M IHAT AR (R EZG ) 2020 AR
—&, BTARSAPAERF, FBEHET 2R
A, WREBER, PR REERD L TZ
REFEGNN R B bR, B R P AT A TR A
HbARSHERRS T SR (HFESTH) HEE
P8 = RO (3% (HPLC) W5E s VRS FIT =48
F AR 22 24 R b 35 1A SR o PR AR DN 5 v
W9 HPLC V%5 $a il B v 771 )R FH A UAH B2
2.7.2 JiERE 2019 FEES AT FAEE 3 A
(10, 25, 50mg) [EZ 2 i v 40 ALK, 4
Tk 2 B I H AR WA G I8 3 4, 3 M
W RS AT SRAE R = B 24 I B R R
BRHAT 7L BB A, FhAS I H IR A RE
RHEIAEH
273 JEEEIS TZE A& E TRk A E R
BHG 5 T 200, 3 A& T 2020 4 8 H 20
SHR T PR
274 YIESHIRRE 2018 FiEid 255 GMP 1A
iE, P LA .
2.8 EERKZITMH

S AT BAE = I A B AR 2 B
P HERZIR ARG G R AREE R ESE
P R RRZG AT ERE TR R R R XX
SOl BRIE . e, HERPE R n] SR T e
PEVEMY, AT RS AT SAERE RS, fFAE
FhRUERI e, HRBTE . HERf.
29 lEREEEN

I 6 AR S AT SRR R AT IR R
CEEVEMT, VEST AT AL A RERIE 45 8 B,
ZEMTME RN A, QTN S RN B, &0F
PEVEMT N B, EEMEVHNA C, W RPN N B,
RIEVN EHIHK > Az 145, B: 0.75 %3, C: 0.5 4%,
D: 0.25 77, 6 4EfEmRE KUK 4 s, R 5%
X 6 MEREAAL, THE SR A IMEE N 0.8 4,
P A 2K, RARBIGIRMELE SR, X
A B AR Y e A R AR DR FH 24545 B IR A ORISR
g
3 itig

H G R R 2B R BT R, TR L7 R
ZeMEE. SRR AT SRR KB
KBS, Rt AL ) SR Pl — B, TR & R
7 BAEFMOR &, T a1 R IR T 24 5 &
NAE 2R FVER & AN R RN 27 T 1 55T

ARAEUEYE: B

AR A 2GRS : B

o] K AEPEAT: B &R C

B B

B4 lmRMEGESTNEZE
Fig. 4 Radar chart of clinical value comprehensive
evaluation
PRI L T i o S AT I PR 25 5 PP AR 24 138
DIVERLb BRSO, [H o DA R fi e T 2021 4F
A (245 il PR EE & VRO E B R (2021 SRR
1700 USRS eh BREGER G VAN T i A B BEAT T 5%
SEFRTE . ARTFRE T w2 ettt ARk,
SRtk GUFE &R TR 6 4ERE 11 J7 TN
VRS AT RAER W Im R M BT ZR G PR, AN
FLllm PR 5 1 245 1% [ 5 5 24 BT TR SR R SRR
HE%,

TR MCDA BEHIER ] CSC v2.0 3 fF
XHE S AT SRAC R AT IR R £3 5 VAN S R s,
TS FIAT BAE VAT ACL AT AR = I R S 0%,
oSO A2 T BE SR AT LR AR 22 A, FAIK 14 d SE
o3& IR AR RO EUR AL IS IO Lo S T R
OB, B MR AR AR bR . ES I s A
IR A TUEE R AT 7 6T INEEAE bL S P s
MBS T RERAETE. WA RER ARG
I 1 B A R R AN L 20007 IR AE L 97t
LIV S AR P A2 i R @ B r], HAE A
BABIFHIW] Jeth e VES AT SAER MR B LR &
PROTIR, O] B e A R A I R 245
R R BSR4

AHEFCBAFAE—E W RBRYE, IR bR 2 IRAZ
WA LR LUER T, B —E Mk AT
THE KGRV A AR FUR BER HHZ P Ry
MIh B2k, RERE VR IIESR FEIE AL 1 — 2 sk
Ko BWA RSP KTz N s T TRt
AdE, BT R EVEE N RS, I
WA RN I e ERFEA B S A A 4
BRR, THREAIFMAN 2t JHRAXME
ATV v i A ] 7 A VAP DN 2N i
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9T m] BRE TR FH 2L A

BEFTRE (BEREEHF): RS (FAFEH
FRELER ) T (KAFEHRXFHBER ). LHE
(FTATEARFE—WBEER). LxA (TEFEAFR
FEEREABESZHATI ). PR (RATEHRFREE
). P (S BEYEARFE—MEER). 4KE (THE
YEHAFREHRER). Mo (FHREARERBLT T
EER) &2F (FAAFER) &4 (TEATEAFZRE
RER) ZH(EHREHRXZMELTTEER). 24 (3
TRFEFHFZER). 2R (LFKRFEHETREFRHF
RE) FE(FEFERHFRS2MER). 228 (1
FTYEHRFAAMNER). Flek (ARFPEHRFARA
MER). kb (BHMEHARFALTAZR), KER (L
FTPEHXRFAFTER). Bk (ARFEHRFHIEEF
Fo), RER (ARFEHREZAFER ). B (FTh+
EAXFHE—WBER) REE (KAFTEHXFHEE
). X (YEYEAFRSZITER). ARA (YE
PEAFRBIER). HE (TEFEAFRBRER).
HER(REFPEHARFE _WEEIR). 54 (LxTEH
KFRANER). 8B (ARFELHRFAFTER). &
Byt (AR FPEARFAFTER). F#% (LRFEH K
FAANER). 288 (TEFEHFRT EGREME
FHRH ) B (LAFTEARFWEER ). T& (TR
FEHAFREFZEEF ), R (FREFER),
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