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An Analytic Study on the Occurrence of Adverse Drug Reactions

of Traditional Chinese Medicine Injections

Ji Hye Hwang, Ho Sueb Song*

Department of Acupuncture & Moxibustion Medicine, College of Korean Medicine, Gachon University

The purpose of this study is to analyze the side effects (ADR) of Traditional Chinese Medicine (TCM) injections by
age, injection type, symptoms, and causes, and to find preventive solutions for ADR. For the ADR of TCM injection
data collected during the search period from January 1, 2010 to December 31, 2020, the correlation between each
section was analyzed by subdividing it into age, injection type, symptoms and causes. CNKI, PubMed, and EMBASE
were used to collect the clinical data. ‘Chinese herbal injection', 'Traditional Chinese Medicine injection’, 'Chinese
herbal injection side effect’, 'Chinese herbal injection adverse drug reaction' were used for the keyword from the
database. All data were collected mainly for TCM injection and the causes of ADR due to TCM injection. However,
data not related to the relevant study or TCM injection were excluded from this study. Among a total of 941 studies
collected during the search period from January 1, 2010 to December 31, 2020, a total of 10 studies were selected for
final analysis. In 1462 clinical data sets, ADR by gender was higher in males than females. By age, 41 to 60 years
were the most common. The incidence of ADR by injection type was highest in the blood regulating injection type.
Data analysis showed Xueshuantong injection had the highest ADR. Among the symptoms of ADR, skin diseases were
the most common. The most common cause of ADR was the unreasonable use of drugs. In China, for ADR
management, the use of TCM injections is recommended according to the basic principles for the clinical use of TCM
injections established by the Chinese government. In this study, we analyzed the current status and causes of ADR in
TCM injections, and found a preventive solution. It is expected that it can be used as basic data to increase the
usability of pharmacopuncture and herbal medicines in Korea in the future.

keywords : Traditional Chinese Medicine, Chinese herbal injection, Adverse drug reaction, Side effect, Pharmacopuncture
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Fig. 1. Flow chart.
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Table 1. Summary of Studies

No Flrs(ty::rt)hor Title Study type Sasrirzlpe)le
1 Zhang T Analysis of 149 cases of Chin(:)§e medicine injection in our hospital (B%149 Restrospective 149 Chinese Journal of Ethnomedicine
(2019)'® Bl ch 25 S FIF R Rz IR R RAT) Clinical study and Ethnopharmacy
Tang 7S A review of causes and preventive countermeasures a'b'out'127Cases of* Restrospective o N
2 2017)" adverse drug reactions in Traditional Ch!nese Medicine injection. (12765 Clinical study 127 Heilongjiang Medicine Journal
SEHHIAN RR R R R R RIS 3 R D)
Zhang XH A Summary of 135 Adverse Injection Reactions of Chinese Medicines in a Restrospective ' o
3 2016)'® . ﬂg§pltal Exploring Fhe Causes ‘ Clinical study 135  Journal of China Prescription Drug
(FEBR1356I P HFT RREBCED TS HERRR R
Wang XP  Reasons and Countermeasure Analysis of Adverse Drug Reactions Induced b Restrospective ) " I -
4 (20196)19) TCM Injections (432’5%%%']3(&&@%@53#%&1‘5) y CIinicaIpstudy 123 Asia Pacific Traditional Medicine
5 Wu J;(0 Causes of Adverse Reaction of_*“lnjection of Chinese Medicines in our Restrospective %6 Strait Pharmaceutical Journal
(2014)2 Hospital (BB EHFIARRNIRE R 24T) Clinical study
ian Causes and Preventive Measures of Injection of Chinese Medicines Restrospective ) -
6 8014)% (BT BRI B B L T DS B Cinical study 245 China Medicine and Pharmacy
Sun CJ Reasons analysis and eval'u'ation of'93cases of gdvgrge d'rug reaction induced Restrospective ' '
7 20132 by tradlggr]al Chinese medicine injection Clinical study 93 China Medical Herald
(3B IGEH T RRE DS RERY)
8 Xie >§3 Causes of adverse' reactions Eaused by injection of traditional Chinese Restrospective 286 Tgah(;JtliiJr;%lJgﬁmzlseogrigtilg\;lzstg:n
(2012)% medicine (PZEHFIFBTRREFR D) Clinical study Medicine
Wu H  Common Causes of Adverse Injection of Chinese Medicines (H#5351%R Restrospective -
I oy RAB% L REH) (PERATITR vty 12 Contemporary Medicine
10 Chen I;iSS Causes of Adverse Reaction Ef“Chinese Medicines Injection and Preventive  Restrospective 76 Guide of China Medicine
(2010)> Measuresapply (P53 5511 R R KRR 247 R B S #E 1) Clinical study

Table 2. Basic Characteristics

Zhang T Tang ZS" Zhang XH'® Wang XP'® Wu JY® Qian Q" Sun CJ?2 Xie X*) Wu H*® Chen HS® Total

Male 59 not 57 75 43 148 50 158 73 46
Gender mentioned 1462
Female 90 (n=127) 78 48 53 97 43 128 59 30
<20 5 34 7 0 15 68 19 75 0 4
A 21~40 21 26 29 26 23 46 17 75 117 18 1262
9¢ 41~60 33 29 47 61 19 73 30 1% 0 23
>60 90 38 52 36 39 58 27 0 15 31
Skin diseases 64 60 49 69 35 4 37 85 41 31
Fever 0 18 27 14 0 18 98 0 4
Digestive system 7 12 14 13 26 10 23 36 18
Nervous system 45 10 9 8 22 15 20 24 0
Advgrse Drug Respiratory system 4 7 14 28 15 4 29 11 13 1462
Reaction (ADR) Immune system 0 0 0 21 78 0 16 0 0
Cardiovascular system 0 0 16 0 14 32 0 7 9 8
Blood system 27 20 0 0 0 13 7 5 0 0
Urinary system 0 0 1 0 0 18 0 3 2 0
Others 2 0 5 4 0 0 2 0 9 2
Kinds of Traditional Chinese medicine 17 12 1" 10 10 9 1" 9 9 7

injections used

Table 3. Type of Traditional Chinese Medicine Injections

(5.02%), oF&-{(Ezhuyou, i),

Aol (Shenmai,

(Gegensu, BA#E%) 41
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(Shuxuening, £#FMZ) 6971(8.06%), VA E(Xuesetong, MZEE),
#7](Huangqi, #EK) 6131(7.13%),

23) 431

Classification N %
Blood regulating 506 37.57
Heat clearing 279 20.71
Tonic prescription 212 15.74
Anticancer 81 6.01
Eliminating phlegm 69 5.12
Cardiovascular 64 4.75
Others 136 10.10

Total 1347 100

39 doleolA 2a8 W0l 1Y ke 5

MR ZAMSE Z3p, EFE
(15.07%), gt (Shuanghuanglian, #3#58) 10671(12.38%), &

71 (Qingkailing, &EBAE) 9871(11.45%),

8971(10.40%),

Aol(Shengmai, 4fk)

(Xueshuantong,

o =EU T

M#25a),

AAE 109
12974

@}(Danshen, %)

7971(9.23%), AMNE

7A(4.79%), o1’ &(Yuxingcao, fafEE) 3971(4.55%)2 AA = At
3 % ¥4 E(Xueshuantong, M@)ol FAY 15.07%= 71
W H| %S e, A8 (Shuanghuanglian, ###) 12.38%
2 1 93 %2 45S YeERtkTable 4).
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Table 4. Top 10 Traditional Chinese Medicine Injections
Classification Type N %
1 Xueshuantong (I1#238) Blood regulating 129 15.07
2 Shuanghuanglian (#%3&) Heat clearing 106 12.38
3 Qingkailing (EBE) Heat clearing 98 1145
4 Danshen (f}#%, Salvia militorrhiza) Blood regulating 89  10.40
5
6
7

Shengmai (%8k) Tonic prescription 79 9.23
Shuxuening (§FI028) Blood regulating 69  8.06
Xuesetong (IMZEi&, Panax
notoginseng saponins)
Huangqi (BE, Astragalus
mongholicus)
8 Shenmai (%)
9 Ezhuyou (EAJH, Zedoary turmeric oil)
Gegensu (BMR%, Puerarin)

Blood regulating 61  7.13

Tonic prescription 61  7.13

Tonic prescription 43 5.02
Anticancer 41 479
Cardiovascular 41 479

. &8

10 Yuxmgcar? (REZ, Cordate Heat clearing 39 455
outtuynia)

Total 856 100

Table 5. Adverse Drug Reaction (ADR)

Classification Clinical manifestations N %
Skin diseases Itching, Urticaria 512  35.02
Fever High fever, Chill 179 1224
Nervous system Headache, D|ZZ|r;ZSrZClIJr;?Somnla, Dysopsia, 162 11.08
Digestive system Nausea, Vorr;:tlng,' Dlarrhea, Drug 159 10.88
epatitis,

Respiratory system Liver damage 129 882
Immune system Allergy, Anaphylactic shock 15 787
Cardiovascular Palpitation, Chest pain 8 588

system
Blood system Thrombopenia, Leukopenia 72 492
Urinary system Injury of kidney 24 164
Others Osteomyelitis, Arthralgla, Hormonal 24 164
disorder
Total 1462 100

Table 6. Causes of Adverse Drug Reaction (ADR)

Classification N %

Unreasonable uses of drug 123 3465

Improper combined drug compatibility 78 2197

Infusion rate too fast 36 1014

Combined use of TCM injection 20 563

Place long time after drug formulation 15 423
Patient’s history of drug allergy was not asked before

treatment 12338

Liver and kidney was not performed before treatment 24 676

Individual factors 17 479

Excessive dosing 30 845

Total 355 100
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