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Abstract	

With	the	rapid	development	of	medical	technology,	in	order	to	comply	with	the	trend	of	
developing	new	drugs,	we	are	striving	for	innovation	in	both	drug	composition	and	drug	
dosage	forms.	Among	them,	Chinese	medicine	injections	are	a	class	of	innovative	drugs	
in	China,	which	are	gradually	widely	used	in	clinical	practice	because	of	their	advantages	
of	rapid	efficacy	and	reliable	effect.	Chinese	medicine	 injections	break	the	traditional	
way	of	administration	of	Chinese	medicines	and	play	an	important	role	in	first	aid	and	
patients	 who	 cannot	 take	 drugs	 orally.	 However,	 as	 the	 use	 of	 Chinese	 medicine	
injections	continues	to	expand,	and	the	number	of	reports	of	their	adverse	reactions	is	
also	 increasing,	 resulting	 in	 safety	 issues	 becoming	 a	 top	 priority,	 making	 the	
development	of	Chinese	medicine	injections	face	unprecedented	challenges.	This	paper	
further	analyzes	 the	causes	and	how	 to	avoid	 the	drug	harmful	events	caused	by	 the	
adverse	 reactions	 of	 Chinese	medicine	 injections	 in	 recent	 years,	 hoping	 to	 provide	
certain	help	for	the	rational	clinical	application	of	Chinese	medicine	injections.	
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1. Foreword	

According to the recommendations of the American Society of Health-System Pharmacists 
(ASHP), a drug hazard event is a risk or event associated with medication, including medication 
errors, adverse drug reactions, and adverse drug events [2]. In the 21st century, medical 
technology has developed rapidly, and various new drugs have emerged in an endless stream, 
helping human beings overcome diseases and maintain health, but at the same time, drugs are 
a double-edged sword, and repeated drug accidents have brought great pain to patients, and 
even endangered lives. Drug accidents have become a major problem that cannot be ignored in 
the entire pharmaceutical industry. 

2. Status	Quo	

Traditional Chinese medicine injection is an aseptic preparation of a solution, emulsion, 
suspension and powder or concentrated solution formulated into a solution injected into the 
human body after the active ingredients of traditional Chinese medicine or natural medicine are 
extracted and purified under the guidance of the theory of traditional Chinese medicine and 
advanced preparation [3]. According to the survey, more than 400 enterprises across the 
country produce these 109 kinds of Chinese medicine injections with approval numbers, with 
annual sales of more than 20 billion yuan and annual use of more than 400 million person-times 
[4]. However, because Chinese medicine injections are new drugs independently studied in 
China, the promotion time is not long, and they have not been fully accepted by the public, and 
with the wide application of Chinese medicine injections in the clinic, the reports on the safety 
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of Chinese medicine injections have gradually increased, resulting in some patients questioning 
its safety [5]. 
The following is a summary of the occurrence of drug harm in Chinese medicine injections: 
From 2001 to 2003, 77.2% of the adverse reactions caused by Chinese medicine were due to 
Chinese medicine injections. From 2004 to 2007, the proportion of adverse reactions caused by 
Chinese medicine injections increased to about 80%. From 2004 to 2012, the number of drug 
harmful events caused by the adverse reactions of Chinese medicine injections gradually 
increased, which caused widespread concern in society and public opinion [6]. 
The use of pueraria injection by 2004 had led to acute intravascular hemolysis in 18 patients; 
Due to the serious adverse reactions caused, in 2005, Chinese medicine injections such as 
Lianbizhi injection and Pushuning injection were required to revise the instructions for the use 
of the drug to strictly enforce their use standards; In 2006, the Houttuynia cordata allergy 
incident led to the death of more than 10 patients, and its use was stopped; In 2008, there were 
3 cases and 1 death, respectively, caused by adverse reactions of Ingenia Yellow Injection and 
Eleutheroccus eleuthero injection. In 2009, there was a fatal incident of double huanglian 
injection; In 2012, the SFDA alerted Shengmai Injection, Shandan Injection, Xiyanping Injection 
and Chorunin Injection to severe allergic reactions. In November of the same year, it was 
announced that it was planned to eliminate 11 kinds of traditional Chinese medicine injections 
such as Pangshan Dragon Injection, Hepatic Xintai Injection, Liver Net Injection, Aconitum 
Injection [1], and many other cases appeared in clinical medication. Due to the continuous 
occurrence of drug damage incidents caused by Chinese medicine injections, people have 
doubts about the safety of Chinese medicine injections. 

3. Cause	

Allergic reactions that appear in symptoms such as anaphylactic shock and allergic asthma, and 
affect the respiratory system, digestive system, and nervous system function are all adverse 
reactions caused by traditional Chinese medicine injections, which cause unpredictable 
symptoms and lead to symptoms of various systems [9]. So what are the causes of adverse 
reactions to Chinese medicine injections? 
There are many reasons for the adverse reactions of Chinese medicine injections, such as 
incomplete active ingredient research, lax raw material quality, incomplete preclinical research, 
too rough preparation process, limited clinical trials of new drugs, and non-attention to re-
evaluation and follow-up studies after marketing. 
First of all, the first aspect is the quality factor of raw materials, Chinese medicine injections are 
usually a compound composed of a variety of complex active ingredients of medicinal materials, 
and some of the active ingredients of Chinese medicines are not yet clear, so Chinese medicine 
injections are prone to problems in production. In addition, the quality of Chinese herbal 
medicines is greatly affected by the place of origin and harvest season, due to different places 
of origin, different growth environments, different harvesting times, different placement times, 
etc., so that the effective or toxic ingredient content of the same kind of medicinal materials is 
different. The most important thing is that the quality of raw materials and medicinal materials 
varies widely, and the quality control of the production department is not strict, resulting in the 
production of Traditional Chinese medicine injections, which are prone to safety problems [1]. 
The second aspect is the reason for the stability of the active ingredient in Chinese medicine, for 
drugs such as Chinese medicine, which are mainly derived from natural products, physical 
factors and chemical factors will have an impact on the stability of its active ingredient. When 
one or more factors affect the injection of traditional Chinese medicine, it may lead to the 
degradation of its active ingredients, and the formation of impurities or deterioration and mold, 
resulting in adverse reactions. 
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The third aspect is the influence of the preparation method, different Chinese medicines use 
different processing methods, and different processing methods may also make Chinese 
medicines exert different medicinal effects. At present, the level of process for preparing 
Chinese medicine injections is not high, and it is an important task to improve the 
standardization of the production process of Chinese medicine injections, and there are also 
instabilities in the control process technology. Due to different production processes, there are 
some differences in the toxic components and active ingredients of the preparation. While these 
differences have an impact on the efficacy of the injection, they may also cause adverse reactions. 

4. Method	

After analyzing the causes of adverse reactions of Chinese medicine injections, how to avoid 
them in the future drug research and development and use, so as to reduce the occurrence of 
drug harmful events? 
The most important thing is to put the quality of good drugs, from the raw materials of the drug 
to the excipients used for preparation, we must strictly ensure the quality. Whether it is the 
procurement and use of the correct raw materials and accessories or the selection of suitable 
packaging materials for pharmaceutical manufacturers is a basic requirement, but also should 
be raw materials, packaging materials, intermediate products, to be packaged finished products 
and finished product identification, inspection and content determination must have relevant 
records, the material and finished products should be left samples for inspection or inspection. 
At the same time, it is necessary to strengthen the supervision of drugs. 
Secondly, it is necessary to ensure the correct production process of drugs and standardize the 
daily storage of drugs. Article 25 of the Drug Administration Law of the People's Republic of 
China specifically proposes that "when examining and approving drugs, the drug supervision 
and administration department under the State Council shall review and approve chemical raw 
materials together, and review relevant excipients, packaging materials and containers that 
directly contact drugs" [10]. 
Finally, it is necessary to pay attention to the rational use of new drugs such as traditional 
Chinese medicine injections, strictly grasp the indications, and reasonably choose the route of 
administration; Strictly control the dosage and course of treatment; It is strictly forbidden to 
mix and match, cautiously combine drugs, and strengthen drug monitoring. In addition, 
improve the basic equipment for emergency treatment, strengthen the training of medical 
personnel's emergency response ability, and take timely countermeasures when suspicious 
adverse events are found, so as to effectively prevent the occurrence of drug hazards. 
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