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[Abstract] The paper aims to help understanding the extended inspection mode in the recently released Good
Agricultural Practice for Traditional Chinese Medicinal Materials (new version GAP, nGAP), and encourage related parties
to build GAP production bases and promote the high-quality development of traditional Chinese medicine (TCM). The

responsibilities of TCM producers, traditional Chinese medicinal materials (TCMM) producers and other related
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administrative departments are discussed in accordance with the extended inspection mode of nGAP, and the resulting

challenges and opportunities are also explored. nGAP adopts a novel mode, i.e., extended inspection, and abandons the

authentication mode in the #rial version GAP and the filing management mode. For drugs labeling "TCMM meets GAP

requirements", TCM producers are required to carry out the audit of raw material suppliers. Provincial drug regulatory

departments, when supervising TCM producers, can extend inspection to TCMM producers if necessary. Local government

and related departments should encourage or guide TCM producers and TCMM producers to build GAP bases. The extended

inspection in nGAP is expected to enhance the strength for TCMM producers and help TCM producers to safeguard raw

materials quality and produce high-quality drugs. Moreover, this novel mode is a reliable measure for local governments or

TCM administrative departments to develop the production of TCMM, and may be an effective way for drug regulatory

departments to supervise the quality of TCMM.

[Keywords] new version Good Agricultural Practice for Traditional Chinese Medicinal Materials (GAP); "extended

inspection"; traditional Chinese medicine producers; traditional Chinese medicinal materials producers; authentication;
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