254 S R -
LT BT R I B S T AR BR AN 1 5 T 255 i 22
AT

% FLEEAE RBLUTTEERGAA, LA B 215300)

HESES RI6 XHERFRERS A
DOI  10.6039/j.issn.1001-0408.2020.02.17

XEHmS 1001-0408(2020)02-0217-04

W OB B AERE S AR NI AR T arE s (STS) B A%, ik WEX=ZBER 2016451 A —20174F 12
A AL R STS iE 4T 49 B 42 8  ARYE 25 S LR 45 69 40 K 2230, 7R 2L A 25 630 b s R A R AL IR A AN ACTE B ik s 3L R BORRL/E A
(ADR/ADE) e B % v B Z#ATEH £ A % WA, F KA X, 4R AN 3 2836 &4 STS Ak 69 -F ¥ M 9 %
BT LI5, A RGP T L0, RFTZEAEINSTS EHREARSI, STSEH AW ARSI AL TR HERIERE S
(46.48% ) , I A AF R 522 (15.84% ) e 2b h iR EF K (2.711% ). MAMRSMER T T, BA R A EE LA STS EHRE XL
ADR/ADE #) Rl 5. 3538 #n (P<0.05) . %363 1% STS 241 W6 JRAE A P A AEABIE JLAE AR T Al R &y oL, B m 3% 3326
F 8 B 25304 Ae o), 3B A R A B H 215 7 ADR/ADE #9 & %

KR AR BB A ISR B TR A AT 5 2 ) AT T vl B 5 AL ok NI Bk

Study on Utilization Safety and Rationality of Sodium Tanshinone I , Sulfonate Injection Based on “Real
World”

ZHANG Lei, LI Qingsong, HUANG Yu (Dept. of Pharmacy, Kunshan Municipal Hospital of TCM, Jiangsu
Kunshan 215300, China)

ABSTRACT OBJECTIVE: To provide reference for safe and rational use of Sodium tanshinone Il , sulfonate (STS) injection in
the clinic. METHODS: The information of the patients who received STS injection from Jan. 2016 to Dec. 2017 were collected
from a Grade 3 hospital. According to relevant suggestions in drug package inserts, drug utilization rationality was evaluated, and
single-factor and multi-factor analysis on the risk and influential factors for ADR/ADE were performed by group design and
individual matching to examine their correlation. RESULTS: Totally 3 283 patients were included in the study. The drug use
frequency were less than 1.5, and the drug utilization indexes were less than 1.0, suggesting that the hospital using STS injection
was basically reasonable. Irrational use of drugs mainly included that inappropriate indications (46.48% ), unreasonable solvent
selection (15.84% ), and excessive concentration (2.71% ). Patients with renal insufficiency received STS injection, and then the
risk of ADR/ADE increased by correlation analysis (P<<0.05). CONCLUSIONS: Irrational use of STS injection in clinics existed,
mainly like off-label drug use, excessive concentration, irrational solvent selection. Drug use evaluation and monitoring should be
strengthened. For patients with renal insufficiency, it is necessary to prevent the occurrence of ADR/ADE.

KEYWORDS Sodium tanshinone Il , sulfonate injection; Real world study; Drug utilization research; Influential factor; Group

design; Individual matching
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Tab 1 Clinical use of STS injection in the hospital

SR AR AR AEE % RETMER
BAE O DL O E R 1758 5350 JERIBER
R AR A
JraEsh B A
AR IR Wik RS
BHEE  09% ALHE AR s AR 2763 8416 SO SHE F AR AR

TR RS9 MRS
VAR 250~500 mL 328 100
BIE  16.06~53.08 mg/(m'd) 3194 9729 >53.08 mg/(n' + d) 5 <16.06
mg/m’
BOK BHIK 3283 100
B fEE 308 99.97  JUfitkht
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Tab 2 Single factor analysis results for ADR/ADE

with group design method

T plE frfeig Wald fi OR 95%Cl P

iz —1.469 1477 0.989 0.230 0.013~4.161 0320
A —4233 2071 4180 0.015 0.000~0.839  0.041
ki G —3.609 1.778 4168 0.027 0001~0865  0.041
WENGE 1946 1.605 1.470 0.143 0.006~3320 0.5
il 1.375 1.567 0.771 3.957 0.184~85300  0.380
ik -1.970 2379 0.686 0.139 0.001~14.767 0408
ZEME 5830 2957 3887 0.003 0.000~0967  0.049
il —4152 1971 4437 0.160 0.000~0.749 0035

£3 RAMKTE %R ADR/ADE HBERESHER
Tab 3 Single factor analysis results for ADR/ADE

with individual matching method

b plE TR Wald OR 959%Cl P

gt 0.261 1.556 0.028 1.298 0.061~27415 0.867
HENIE 0.953 1270 0.563 2.593 0.215~31.252 0453
MRS 4128 2,053 4042 0.160 0.000~0.902 0.044
e 3.066 1914 2566 21457 0.504~913.977  0.109
REME 365 2013 303 0.026 0.001~1.340 0.070
Bk —4014 1751 5255 0.018 0.001~0.559 0.022

®4 RAMAIZITER ADR/ADE S AESTER

Tab 4 Multiple factor analysis results for ADR/ADE
with group design method

TR i it Wald fff P

OR(95%CI)

A 2512 1814 1917 0.166 12.329(0352,431.894)

e 2.194 1436 2271 0.132 8.973(0.517,155.695)

ERWE 3383 201 2217 0.137 29.452(0.343,2 529.598)
(

Bk 3152 1373 5.269 0.022 23.387(1.585,345.010)
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Tab 5 Multiple factor analysis results for ADR/ADE

with individual matching method

NED Blii frfEiR Wald {f P OR(95%Cl)
HIEpRA 2318 1431 2623 0.105 10.157(0.614,167.970)
B 2235 1.126 3937 0.047 9.344(1.028,84.962)
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