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Analysis of trans-provincial distribution supervision of TCM decoction pieces in accordance with provincial
standards from the perspective of benefit and risk

DING Ruilin, JIANG Rong, SHAO Rong (Institute of Drug Regulatory Science/NMPA Key Laboratory for Drug
Regulatory Innovation and Evaluation, China Pharmaceutical University, Nanjing 211198, China)

ABSTRACT OBJECTIVE To provide ideas for solving the dispute of trans-provincial distribution of traditional Chinese
medicine (TCM) decoction pieces in accordance with provincial standards (hereinafter referred to as “local TCM decoction
pieces” ). METHODS Through simulation scenarios and collecting actual cases, the conditions of trans-provincial distribution of
local TCM decoction pieces were listed; the official websites were searched or relevant personnel of drug supervision were
interviewed; the current situation of trans-provincial distribution supervision of local TCM decoction pieces in China were sorted
out. Based on the stakeholder theory, the benefits and risks of main stakeholders were discussed to put forward relevant suggestions
from the perspective of benefit/risk balance. RESULTS & CONCLUSIONS The conditions of trans-provincial distribution of local
TCM decoction pieces in China included enterprises in B province produced TCM decoction pieces according to the A provincial
standards, sold and used them in A province; enterprises in B province produced TCM decoction pieces according to the B
provincial standards, sold and used them in A province; enterprises in B province produced TCM decoction pieces according to the
C provincial standards, sold and used them in A province. At present, there are no clear relevant provisions of national laws about
trans-provincial distribution supervision of local TCM decoction pieces. Local regulatory opinions mainly come from the reply of
the official website of drug regulatory department to online consultation, and only Shandong, Shanghai, Liaoning and Jiangxi have
issued replies or normative documents. Totally 41.9% , 38.7% and 32.3% of the provinces respectively allow the trans-provincial
distrbution of local TCM decoction pieces in the above 3 conditions; in addition, 32.3% , 16.1% and 22.6% provinces have
unclear regulatory attitudes towards the 3 conditions. The benefits and risks analysis of relevant stakeholders shows that it is more in
line with the scientific regulatory concept of benefit/risk balance to conditionally allow trans-provincial distribution of local TCM

decoction pieces, but the regulatory effect depends on the scientificity of the regulatory strategy. It is suggested that the drug

. N regulatory departments clarify the relationship between the
ABEME E 5Pk G I H (No. 15ZDB167)
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national and local standards for TCM decoction pieces and

dingrl375@163.com differentiate the varieties of collection; clear the regulatory
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Fo HLIE:025-86185188, E-mail:shaorongl18@163.com decoction pieces by issuing high-level legal documents; enrich
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regulatory measures and means, and gradually adjust the requirements of trans-provincial distribution of local TCM decoction pieces.

KEYWORDS drug regulation; provincial standards; processing specification; traditional Chinese medicine decoction pieces;

trans-provincial distribution; stakeholders
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