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Risk Factors for Adverse Drug Reactions Induced by Tanreqing Injection Based on Real - World Data in a Hospital
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Abstract:Objective To provide a reference for the rational use of Tanreqing Injection in the clinic. Methods A total of 5 910 medical
records of patients who used Tanreqing Injection from January 2020 to December 2023 in the hospital information system (HIS) of
the Shuguang Hospital Affiliated to Shanghai University of Traditional Chinese Medicine were selected. The patients’ general data
(age, gender, medication department, allergy history) , disease information (Western medicine diagnosis, Chinese medicine disease
name and syndrome) , and drug treatment status (dosage, solvent and dose, administration route, duration of medication) were
collected and analyzed. The application rationality of Tanreqing Injection was evaluated based on the drug package insert and the
diagnosis and treatment guidelines. The safety of Tanreqing Injection was analyzed according to the Guidelines for Collecting and
Reporting Adverse Drug Reactions in Individual Cases. The design method of nested case — control study (NCCS) was adtoped and
the risk factors of adverse drug reactions (ADRs) induced by Tanreqing Injection were analyzed by the univariate and Logistic
multivariate regression analysis. Results Among the 5 910 patients,90. 56% of them had the recommended indications in the drug
package insert and guidelines, 99.80% of them met the requirements for a single dose, and the reasonable treatment rate was
96. 53%. About 5.63% of patients had contraindications to using Tanreqing Injection (mainly for those with surface cold syndrome
and liver and kidney function failure). A total of 44 cases (0.74%) of ADRs occurred, mainly affecting the digestive system, skin
and its appendages. After drug withdrawal or symptomatic treatment,the symptoms were relieved,and the occurrence time was more
common within 3 d after medication (63.64%). The risk factors for ADRs included the history of allergies [OR = 3.515,95%CI
(1.128,9.743),P = 0.016],dilution ratio of Tanreqing Injection [OR = 3.170,95%CI (1.329,7.565),P = 0.009],and duration
of medication [4 - 7 d:O0R = 6.376,95%CI (2.566,15.846),P < 0.001;8 - 14 d:0R = 16.787,95%CI (5.503,51.204),
P < 0.001]. Conclusion 1In the clinical use of Tanreqing Injection,there are cases of unreasonable traditional Chinese medicine

syndrome differentiation, and the incidence of ADR is consistent with the drug instructions,which belongs to the "occasional" level
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of ADRs. Further multicenter research is needed to be carried out,in order to grasp the indications for medication and ensure safe

and rational drug use.

Key words:Tanreqing Injection;real — world study ;rationnality ; safety ; medication analysis
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Tab.1 Evaluation criteria for the rationality of clinical applica-

tion of Tanreqing Injection
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Tab.2 Distribution of top 10 TCM diseases and syndromes of
patients (r = 5 910)
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Tab. 3 Distribution of top 10 Western medicine diagnosis and

off — label indication use
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#*4 ADRERZEZSIRARM(n=50)

Tab.4 Systems involved in ADRs and their clinical manifesta-
tions (r = 50)

R6 FEIMFEESTEE ADR B Logistic & EZ B0 #7 45 R
Tab. 6 Logistic multivariate regression analysis results of ADR

induced by Tanreqing Injection

RRE% 6 A1) SHBR)  Ek(%) Yol £ Bl SE Waldih OR(95%CI) P1h
WA T5(20), XA (1), ek (1), B (1) 3 46.00 CRP -0.002 0.005 0.196 0.998(0.988,1.008)  0.658
RBRALRE  KA(16), &H(5), KKAL(2) 3 46.00 AST -0.003 0.007 0.153 0.997(0.985,1.010)  0.696
BARE BEEAA() | 2.00 ALP -0.014 0.006 5.367 0.986(0.974,0.998)  0.021
SREERARE  MA),E() 2 400 e $d 1.257 0.520 5.838 3.515(1.128,9.743)  0.016
SRAGRG SRR | 2,00 BB 1.154 0.444 6.760 3.170(1.329,7.565)  0.009

A ADR B A 5 A A Ak 5L B A 1 AL H AHR 4~Td  1.853 0.464 15.909  6.376(2.566,15.846) <0.001
e At 44 ] B 8~14d  2.821 0.569 24.573 16.787(5.503,51.204) <0.001

Note:Some ADRs involve multiple systems or exhibit various clini- 2% o FE ILZE 64
cal manifestations,so the total number of cases exceeds 44. 3 it
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Tab.5 Univariate analysis results of ADR induced by Tanreqing

Injection
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[#1(%)] 30 mlL 24(54.55)  105(59.66)  0.368
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[#1(%)] 6~10F  21(47.73) 71(40. 34)
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EOS[M(P,;,P.5), %] 2.000.4,3.0)  2(1,3) 0.743
CRP[M(P,,,P,;) ,mg /L] 12(3,50) 5(1,28) 0.013
GGT[M(Py,P,),U /L] 31(17,79) 23(15,47)  0.124
ALT[M(P,P,;),U/L] 24(16,34) 21(12,31)  0.190
AST[M(P,,P,,),U/L] 29(19,37) 21(16,28)  0.023
ALB[M(P,,Pys) g/ L] 36(34,40) 37(33,40)  0.830
ALP[M(P,,P,),U/L] 86(69,108)  79(61,96)  0.096
SCr[M(P,q,P;) , umol / L] 62(54,83) 61(51,78)  0.519
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51.204),P < 0. 001 | R4 P43 1 5 W 2 ADR 19 15 5 A
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