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ABSTRACT Objective To compare the laws and regulations on the modification of drug instructions between China and
the United States of America, and to put forward some laws and regulations to improve the drug instructions in China. Methods
The reasons why our enterprises are reluctant to modify the drug instructions in time were analysed by using game theory and
other economic methods. Results Due to the lack of explicit and compulsory drug instruction modification procedures in our
country”’s relevant laws and regulations, enterprises are reluctant to modify the drug instructions based on cost. However, the legal
revision procedure of the drug instructions in the United States of America is relatively clear and complete, and the
pharmaceutical enterprises will take the initiative to modify the drug instructions and avoid the relevant punishment. Conclusion
The drug regulatory departments in China should improve the relevant laws and regulations, formulate specific operational drug
instructions to modify the program, and reduce the cost of enterprises to take the initiative to modify the drug instructions, and

increase penalties for not actively modifying the behavior of drug instructions, and promot the pharmaceutical companies to timely

and actively modify instructions.
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Fig.1 Basic process of drug instruction modification in Chinese pharmaceutical enterprises
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Fig.2 Basic process of drug instruction modification in

American pharmaceutical enterprises
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