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W 2016 ) MERCR 1258/1110  QLST+QNs vs QNs RR=1.56 1.29, 1.88 94 BEFL  <0.0001

NIH-CPSI ¥4 563/506 QLST+QNs vs QNs MD=-6.97 -8.67, -5.26 90  RHHL  <0.0001

PIRAEIR V53 404/332 QLST+QNs vs QNs MD=-3. 18 -3.92, -2.44 60  RHHL  <0.0001

HEPR AR PE5) 464/392 QLST+QNs vs QNs MD=-1. 62 -1.85, -1.38 45 [EE  <0.0001

AR T TR 464/392 QLST+QNs vs QNs MD=-2.16 -2.89, -1.43 76 BHPL  <<0.0001

EPS F4 14k 536/509 QLST+QNs vs QNs MD=-8.90  -11.79, —6.02 98  RKEHL  <<0.0001

8K % 203/160 QLST+QNs vs QNs RR=0.22 0.12, 0.42 25  [EE <0.0001

X% 2019 12 I RT3 379/375 QLST+QNs vs QNs* OR=6.53 4.70, 9.08 40  [EE <0.0001

287/206  QLST+QNs vs QNs* OR=4. 83 2.50, 9.36 20 [ <0.0001

193/172  QLST+QNs vs QNs* OR=4.29 2.23, 8.25 0 [EE  <0.0001

BEAAN 2020 P70 NIH-CPSIiT4y 178/145 QLSTvs 1424 MD=-6.68  -15.40, 2.04 99 Bt 0. 1300

410/352 QLST+P4 2 vs P4 24 MD=-5.31 ~7.40, -3.23 95 RHHL  <<0.0001

96/95 QLST+PG 25 vs PG 2547625 MD=-5.50  -10.03, -0.98 91  F##L 0. 0200

e R I7 2L 96/95 QLST+P4 24 vs PiZ4+7425  OR=7.08 2.32, 21.60 0 [z 0. 0006

390/333 QLST+P4 2 vs P42y RR=1.25 1.12, 1.39 55  RHHL  <0.0001
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AEXTfERE B s MD, %%,

a. RUERRREHL, FkBK, PRCRRE; b, SeBUERCR .
| EcEigeag
| REEpidcses

AR

B
- W ARz
W
B
= c

D

ik

UESE B
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B2 RSB PR RSN I AE SR A0 (- B S
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R (0.4 gx36 kL) Mi& N 41.78 70, “FRHIRRHRL
1.167C; RV AR (0.4 93 ) Mt h
69. 83 7T, V34 23.28 0. A -SUR 0
B, WEGR TR BAS Sy B2 B 7 AR TP i 24 5 o
. WA . SRS BB R A R L% 3,
2828 ~ 30 RIIRYT, (i HHT 4 &F i e 4 1K & 2R e
BEPGYD B R B s Al TR RR B PG VD 2 R I IR SR
TR 1%, AN 9. 26 7T, EPS 140 i 114k &
WD 1AL, AN 42. 44 58, NIH-CPSIPESy
FEREARR 143, AR N 38. 24 5, AR HE A8 1k 1iT 41 A

S99 T W PP FIIG RIGITIE B0, 456 TR 2020 4F
WA i R AT S RO A A, R AT
1) 7 30 S I6 Y7 18 R R A AR RE ST 204 2 R
A, WD BT T GEIRINAE , BAT SR IEE Y
{HIENM0. 8143

2.3.2 ZHFFHRAEFRN WIELTF CASP
TG S S NG EZTE Y P23t 21 o g
PR R R A, TRy R,
HXF BAR I B A TR, AR AR R HAR B = X 45
SVEO O B BT o Rt v o5 T ol i 3 R 2%
%, il i R Uk A BN 2, L
PR S50 RS B P R A HEYE , BT RLIE S oA
0.795%, RUNEPEH A FEA LR, G554 .

2.3.3  ZFMRN MR TR BRI A
A EENE2R, THRAR TR AL U 73 4L

40.8055, WA AY, KL TFELSRLY, IE
Pt oo . AR .

2.4 AFHE

2.4.1 WARAFH . LR SIKZ A HE T LA
# B VERTSIIR R IG IR Z A IERY, MR IR
A AUIE &5 ST 70% B AR SRR R IR 3G B
Ik, BEREEK G4 RIEmIRIRECR . A bRl
R, JESE 9 AR AT B N TP 2 IR YT TS

R3 AT EEERTT IR AT R ) 2 25 2 E VAN 25 R

g5 Rfatn T WA (JT) WaERA Ot R (%) HEHCR(%) ICER

[ & QLST+MHT 88. 06
313.2 33. 82 9.26

MHT 54.24

EPS A 4 i &> (4~/HP) QLST+MHT 16. 00
313.2 7.38 42.44

MHT 8. 62

NIH-CPSIVT43/43 QLST+MHT 15.28
313.2 8.19 38.24

MHT 7.09

. EPS, BiFIMRM; NIH-CPSI, SE[EE . TAEBERTSIAR A IRIE 3 QLST, ArgIEF @A E; MHT, #hBRSVEVPAE fr; ICER, M4

ORI
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6 RO | 41 s g R Al X e W b | LI X Y (=D S N L B O
BB HEFRAREAN ik B, TS A bR vE AL
RS ECN 0. 6353, VP B, KUGIHTIEELS
2.5 #EEH

2.5.1 HRFRFEIFEAFEETE NN
BA N DR B 2RSS, SRAHTEZR IR A
J7 SARAS W5 6 3 A 1 A . A B 0y
B RS G IR 25 2 R IR R A L Pt
250, DA RS AT 0 e i R o AR 2 i It
L PE VT4 B TP e S 55 N D3 4 24 R R FH 24 IR
PERY PR ZE 0 R B R AT )3 43 O IS B R R
H CULB AR 1, A SC 4B 3R, B4
FRAELHE S AN4ERE: 1) Bl MG RERS; 2) A
RN RIGRERES; 3) MU ER; 4) HRYS
EIER; 5) BURSEMHEMRE . BFRERE4 1
g ) AR SRR M, 2) Ke
PERMA TR G 2S5 3) 2505 8 052 ;
4) PR 5 IiE R A T KA 2 R A e
RAF NG L2 0 R 2 AT 4y o IR A 5K
236 A, HEP AL 106 A, BHE 130 N, 4

o, L K 25 R R 0.90 48, N KRN KL
GMES R 0. 76 43, ML HZS )7 %8 0. 5847,
BARGEMERN0.794y, BUKSEAEAEH N
0.834y, ZifhFEtE SR 0.81 0, Lt
VrrEsZmm Ay 0. 84 41, 2505 B0l 0. 5543, fit
o7 5 05 A B R 0. 77 43 o Wi F BT 38 Sk S 5
XTSI S, B RS2, N ROV R
BHMEREAR, FEMAMCHZ TR G RN EE
A REiE S, TCRRR AR SR X B W
5, HEHERSG NEEEEMNEZ, AZ2Xe
P, GPE RS G B R, N T EEAR IR (] 45
2y, HIrs)5fE,

2.5.2 EEMIFN LZRAEPGMERRES AR
H P S R ) S A L B AR s I, AR
L I 371 3 R AR AR 0 5k 0. 76 47,
TEMN KBS, FRMATE FPERAS, R 3EAH LI R

AR
2.6 TTARM
Z MR T AHZ (WHO) i lE Brfd BEAT 50

P (HAD) SPASEEARZG fhfE ARRUEILTT I, 250

A R B K 2 S AR K R RS A AT fr e
PE3A I

2.6.1 FHRMa&ARFE HRIEK N K (hitps: //www.
menet. com. cn) ZIE, 2021 457 4 47 8 i 2L v b
Hrom41. 78 L (& 36K ), HIRIT LA 10. 44
JG, SIrRE A~ 8, YRR 29293 ~ 58570, #H
BRIy (s e k25 H 14. 76 7T
XA B HERE H 16,4400, WETE R EH 110,
IR H 2270), HISM M BAT SR
2.6.2 TIRAFH 20T RAR MR R IR XA
A TEAL S IR/ EE , nT pr 25 2B =) A g
I BITH N S B oA . BEIT AL B 2Y
an AR 2 LSO, IR R 2 Ay
2 A R UG O B DA R, AR Al B AR
PR AR ORL 2020 4F [T 51 A 3 I 58 A 4R 1Y
A rEdE o S1857. 0 1 kL, A BN 50 956. 4 7K
BRI i s ERR I R A . VO AIR X R
FATEOX . MRITRIATEX . SiEE MY 291N |
HEETH . AR, B9 24000 K ERE, Hf=
PBEBE930FK, FLFHN28.4%; 2% PR 2294
XK, BCRER2L 1%; —REFEIB05K, FEEHN
7. 4%, 29 AEAE E N 2T A R 25T 3 5
AREESH— HATALGMTRRFEE, A%
WL T, RE S, TANTER, 2
MAZ AT BRI, ELAT AT HRpLk k.

2.6.3 ThHed WIEEZRGIEEEE Y, 2020
AP 4 [ R O] SO A RSB 27 540 08, Bk
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Clinical Comprehensive Evaluation of Qianlie Shutong Capsule (Fi%)%7#E %) in the Treatment of Chronic
Prostatitis with Damp-heat Stasis Obstruction Syndrome

ZHANG Qiang, WANG Zhifei, XIE Yanming

Institute of Basic Research in Clinical Medicine, China Academy of Chinese Medical Sciences, Beijing, 100700

ABSTRACT Objective To comprehensively evaluate the clinical value of Qianlie Shutong Capsule (% 4F i# it
9% ) in the treatment of chronic prostatitis with damp-heat stasis obstruction syndrome. Methods A combination of
qualitative and quantitative evaluation methods was used, with methodologies of evidence-based medicine, epidemio-
logy, clinical medicine, pharmacoeconomics, health technology assessment and others, to collect data from literature
and pharmaceutical companies, questionnaire surveys, public files, real-world experience and literature review, and
to evaluate the clinical value of Qianlie Shutong Capsule comprehensively by measuring the 6+1 dimensions from safe-
ty, effectiveness, economy, innovation, suitability, accessibility to specific features of traditional Chinese medicine
(TCM) with the aid of multi-criteria decision analysis model. Results 1) Safety: package insert, spontaneous re-
porting system (SRS) monitoring data and literature reports showed that as the known risks were controllable, and the
evidence was sufficient, the safety was rated as level B. 2) Effectiveness: Qianlie Shutong Capsule combined with
quinolone antibacterial drugs can reduce the National Institutes of Health Chronic Prostatitis Symptom Index (NIH-
CPSI) , pain symptom score, urination disorder score in the treatment of chronic prostatitis, with GRADE evidence
quality as low and evidence value as high; the effectiveness was rated as level B. 3) Economy: Qianlie Shutong Cap-
sule combined with moxifloxacin hydrochloride tablets in the treatment of chronic prostatitis was more economical in
terms of total effective rate, decrease in expressed prostatic secretions (EPS) leukocyte (WBC) count, and NIH-CPSI
score. Quality evaluation of economic research was basically complete, and the results were clear, making the econo-
my rated as level A. 4) Innovation: for chronic prostatitis with damp-heat stasis obstruction syndrome, Qianlie
Shutong Capsule combined with quinolone antibacterial drugs can improve the clinical effect, with high market share
and wide grassrools coverage, winning the grants for invention patent and the top rankings of scientific and technologi-
cal competitiveness of large varieties of Chinese patent medicine Bbrands on the list; the innovation was rated as level
B. 5) Suitability: Qianlie Shutong as a capsule preparation is easily to be prepared and administered, and it is less
difficult to deal with the adverse reactions. It needs to be improved in terms of individualized medication plans and
drug promotion, and there are no special technical and management requirements. Moreover, it does not require spe-
cial time for administration, and is characterized by convenient storage and transportation. The suitability was rated
as level B. 6) Accessibility: Qianlie Shutong Capsule has an advantage of average daily price over similar patent med-
icines, with a wide range of sales, a high hospital procurement rate, a high grassroots market share, a sustainable sup-
ply of medicinal materials, and low proportion of treatment cost in per capita disposable of urban/rural residents.
Therefore, the accessibility was rated as level A. 7) Specific features of TCM : the prescription is backed up by the ba-
sic theory of TCM as well as the rich human experience, showing prominent TCM specific features. Based on the evi-
dence from the 6+1 dimensions, the clinical value and utility score of Qianlie Shutong Capsule in the treatment of
chronic prostatitis was 0. 67, and the comprehensive evaluation was rated as Class B. Conclusion Qianlie Shutong
Capsule has good clinical value in the treatment of chronic prostatitis (damp-heat and blood stasis syndrome ).
Keywords chronic prostatitis; Qianlie Shutong Capsule (75|47 8 %) ; damp-heat stasis obstruction syndrome ;

clinical comprehensive evaluation
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