FEH 2023FE58 $£54% B9 Chinese Traditional and Herbal Drugs 2023 May Vol. 54 No. 9 - 2879 -

BEHEREBITAIFIREE (KEHFRTIE) BIRKRESTEN

¥ R, WERET, TS, IMRAE
o ] o 2 B e I PR IR RS 2B 50T, bR 100700

 E: BR @R E R IERT AR AR CREARIHIE) BRI SCER, X T IR RS AT, A LA AR
RORERREAEE AL, RS S %, A% RAEMSEBHE G TN L, WLt Bk, K5, Q.
EREME. WM. PEAROK “6+17 gEEMBETFNIER, BIEERIUENZ . FARERTAE, 18H 2N sk Hrk
B PO RUESE RN (B VP A AR & 4 AT W R G — P A~D A NMER . R ETIAETR, (D EHE
B FRA R RSB E R A R RSN O ERERAS. WIRZEMNRF NS Meta 70815 ZIREERR
B, ZARARKMFERBHAE. BK. BES, KWRITELARRN. ARG, 2480, <8N A &
(2) KA ARGV 5 Meta /TR, H 75 ERBE RS H a7 S, XTEPRITZIIRTE S SRR SN
BT AR B R T . A RO, IR SUBR, BRMEVER B Zh. (3) MWE 7 KIREEA HREIT vs HM
TBIT AT RAR-ZCR AT, SR ARX 5 . IEARIRG LB R . SR, ZF TN B K. (O H7 IR E 2004
SRR RIS 8 TR EF, TR BIH . AR A R ONHT I K W G M 77 T S FT AR B A R BB I . BT HESE, EN A
o (5) BT HBHRELR, B RRE AR ERRAATR. EEMEEL, W B H. (60 MERMIEKTE. mI3kE
PR AN 3 DS B SR T T, PN B . (7) B H IR RALR ISR b B 2 A <R
KA PEAFFOERYE, WTABH. 45 “6+17 4EIERITM AR, BHERIERITIFIIREAE CRERSEE 1k
IRIMELEEVTEN B 3. &5t EHRKRBERITRIFIRS A OREFRIGE) RN AR, QB AR, RER LA RE
RERAN CHRIGREG AT E TGN (2021 FERARIT)Y,  BEIAT 5 FE 7 364k R FEA I PR T 260 BE AR SR U 45 3R .
KR EAHRRE; AR A AREARSEE: WWREGEG N ZUENIRE S 1T
hESES: R285.64 MERFRERD: A XERS: 0253 - 2670(2023)09 - 2879 - 10
DOI: 10.7501/j.issn.0253-2670.2023.09.020

Clinical comprehensive evaluation of Xialiqi Capsules in treatment of prostatic
hyperplasia with deficiency in origin and excess in superficiality

YANG Shuo, XIE Yan-ming, WANG Lian-xin, SUN Lin-xi
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Abstract: Objective According to existing research of Xialigi Capsules (3 7 I/t #€) in the treatment of prostatic hyperplasia
(deficiency in origin and excess in superficiality), the clinical comprehensive evaluation was carried out to clarify advantages,
characteristics, precise clinical positioning and provide reference for the decision-making of the national pharmaceutical administrative
department. Method Using evaluation method of qualitative and quantitative combination, evaluation system from dimension of
safety, effectiveness, economy, innovation, suitability, accessibility and specific features of TCM was established. Then experts give
weight to the criteria layer and index layer, and the model of multiple criteria decision analysis and clinical evidence and value
evaluation software of Chinese patent medicine were used to calculate each dimension before further transformed into A—D four

levels. Results Based on the existing research, (1) the description of adverse reactions,national adverse drug reaction monitoring
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center spontaneous reporting system (SRS) and multiple data of clinical safety systematic evaluation and Meta-analysis in the
instruction of Xialiqi Capsules showed that the adverse reactions mainly includes stomach discomfort, abdominal distension, diarrhea,
and so on, no serious adverse reaction was observed. Xialiqi Capsules has controllable risk and better safety, and the safety rate is A.
(2) Clinical effectiveness systematic evaluation and Meta-analysis showed that the improvement of international prostate score scale
and maximum urinary flow rate in Xialiqi Capsules alone or combined with conventional treatment were better than the control group
or conventional treatment group alone. The effectiveness is good, the clinical significance is great, and the effectiveness is rated as B.
(3) By means of analyzing the cost-effectiveness of Xialiqi Capsules combined with conventional treatment vs conventional treatment,
the relative economy of Xialiqi Capsules was confirmed. The evidential report is sufficient, the results is clear, and economy rate is B.
(4) Xialiqi Capsules has obtained eight national patents since 2004 and innovation also reflect on clinical innovation, service system
innovation and industrial innovation. Xialiqi Capsules has better innovation, and innovation rate is A. (5) Xialiqi Capsules can basically
meet the clinical drug needs based on the result of questionnaire survey. Xialiqi Capsules has good suitability and suitability rate is B.
(6) Xialiqi Capsules has good accessibility based on the drug price level, availability and affordability. Accessibility rate is B. (7)
Xialiqi Capsules comes from “Tongguan Pill” created by Li Dong-yuan on the basis of Luo disease theory. Xialiqi Capsules has
prominent TCM characteristic. Specific features of TCM is B. Based on the results of “6-+1” dimensional evidence evaluation, the
clinical value of Xialiqi Capsules in the treatment of prostatic hyperplasia (deficiency in origin and excess in superficies syndrome) is
rated as Class B comprehensively. Conclusion Xialiqi Capsules has good clinical value and outstanding innovation in the treatment
of prostatic hyperplasia (deficiency in origin and excess in superficies syndrome). According to the Guideline for Comprehensive
Clinical Evaluation of Drugs (2021 edition) issued by the National Health Commission, it is recommended that Xialiqi Capsules can
be transformed into the relevant policy results of basic clinical drug management procedurally.

Key words: Xialiqgi Capsules; prostatic hyperplasia; deficiency in origin and excess in superficiality syndrome; clinical comprehensive

evaluation; multiple criteria decision analysis
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Table 6 Evaluation of drug affordability
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Fig. 4 Radar diagram of comprehensive evaluation of

Xialiqi Capsules in treatment of BPH
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