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I. Background of Standard Drafting

Standards are not only an important symbol of the maturity of a discipline, but the
principle for measuring objective things. They are the core elements of a country's strategic
resources and international competitiveness, the technical support for the all-round
development of economy, society, culture, and science and technology, and the engine for
achieving the strategic goals of building Chinese quality, constructing an honest society, and
implementing refined management. To enable people from all over the world to understand,
recognize, experience and accept traditional Chinese medicine (TCM), and to widely use TCM
for disease prevention and treatment to benefit human health, the standardization of TCM is
a shortcut-a royal road. Bearing this mission, the compilation team developed the standard
document Specifications for Procurement of Chinese medicines.

The document is not only an essential component of the medical service system of TCM,
but the origin of management of pharmaceutical affairs service of Chinese medicine.
Ensuring the quality of TCM at the entry point and differentiating the authenticity and
quality of Chinese medicine are not only of the utmost importance for guaranteeing the
quality of Chinese medicine and the safety of clinical medication but the primary link for the
safety and effectiveness of medications related to people's livelihood. Currently, there is no
unified standard or specification for procurement and acceptance of Chinese medicine on
the international stage. Therefore, there is an urgent need to establish a set of practical
procurement standard systems for Chinese medicine to regulate the entire process of
procuring Chinese medicinal materials and Decoction Pieces.

The document has put forward quality acceptance requirements for 812
commonly-used Chinese medicinal materials and 1,054 commonly-used Decoction Pieces,
along with the qualification requirements, professional ethics, and operating procedures for
procurement personnel of Chinese medicine, as well as the warehousing acceptance process.
It oversees the entire procurement process of Chinese medicine to ensure the quality of
Chinese medicine and the safety and effectiveness of medications for the public.

This document was led by Jiangxi University of Chinese Medicine and jointly drafted by
major drafting units including Jiangxi Provincial Administration of Traditional Chinese
Medicine, Shenzhen Municipal Health Commission, Shenzhen People's Hospital, Shenzhen
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Medicine Manufactory Limited (Hong Kong), Jiangxi Provincial Hospital of Traditional
Chinese Medicine, and Jiangxi Jiangzhong Decoction Pieces Co., Ltd.

This document stipulates the qualifications for procurement personnel of Chinese
medicine, procurement procedures, process and acceptance standards for warehouse entry
inspection, ensuring the standardization and specialization of procurement process,
effectively guaranteeing quality of Chinese medicine, and ensuring safety and effectiveness
of medications for the public.

II, Introduction to the Drafting Process for Standard

(1)Preliminary Research Stage: From 2016 to 2017, Jiangxi University of Chinese
Medicine organized experts to put forward suggestions for project formulation based on
research and demonstration. The expert group selected the urgent problems in Chinese
medicine procurement from 12 local standards in Shenzhen, aiming to better regulate the
pharmaceutical procurement process, ensure drug quality, and guarantee safety of people's
medication. In June 2018, a selection and demonstration meeting for the series of Chinese
medicine standards was held.

(2) Project Establishment Stage: The World Federation of Chinese Medicine Societies
conducted necessary feasibility analyses and comprehensive demonstrations on the project
suggestions submitted by Jiangxi University of Chinese Medicine. On July 19, 2021, the World
Federation of Chinese Medicine Societies released the Notice on the Project Initiation of the
International Organization Standards of the World Federation of Chinese Medicine Societies,
confirming the project establishment of this document Specifications for Procurement of
Chinese Medicines..

(3) Drafting Stage: The drafting work of this document commenced in January 2017.
By formulating the composition of the standard content and drafting basis, the working
group for standard drafting collected relevant materials, conducted special investigations
and necessary experimental verifications. In accordance with the requirements for standard
compilation, it compiled the draft standard (for soliciting opinions), compilation instructions,
and formulated the draft standard for soliciting opinions to solicit opinions and suggestions
from relevant experts at home and abroad. Based on the opinions and suggestions of the
experts, a large number of modifications and improvements were made to the text, forming a

draft to be submitted to the World Federation of Chinese Medicine Societies.



[1I. Introduction to the Main Technical Contents

This document is formulated for the quality standard system of the entire process of
procuring Chinese medicinal materials and decoction pieces. It stipulates the qualification
requirements and professional ethics of procurement personne of Chinese medicine,
procurement procedures as well as the process and acceptance standards for warehouse
entry inspection. This “Specification” is divided into two parts: General Principles and
Appendix. The part of General Principles concisely introduces the general rules of the
Specifications for Procurement of Chinese Medicines, covering scope, normatively referenced
documents, terms and definitions, personnel qualifications and professional requirements,
procurement procedures of Chinese medicine, and procedures and quality requirements for
warehouse entry inspection.

Appendix Part:

Appendix A (Normative Appendix) Requirements for Quality Character Identification and
Acceptance of Commonly-used Chinese Medicinal Materials; Appendix B (Normative Appendix)
Requirements for Quality Character Identification and Acceptance of Commonly-used Decoction
Pieces. The variety catalog in the appendix part is sourced from ISO 18668-2 Traditional
Chinese Medicine —Coding Systems Partll: Coding of Decoction Pieces which contains 828
kinds of decoction pieces, and ISO 18668-3 Traditional Chinese Medicine - Coding Systems
Part III: Coding of Chinese Medicinal Materials, which contains 592 kinds. Supplementary
content is added according to the commonly used drug catalog with reference to the national
standard of the People's Republic of China GB 31774-2015 Coding Rules and Codes for
Chinese medicine. Eventually, 812 kinds of commonly used Chinese medicinal materials are
determined for Appendix A, and 1,054 kinds of commonly used decoction pieces are
determined for Appendix B. The appendix part highlights the inheritance, development, and
innovation of Chinese medicine.On the one hand, this document records the empirical
identification requirements for the traditional characters of 812 kinds of commonly-used
Chinese medicinal materials and 1,054 kinds of commonly-used decoction pieces, inheriting
the traditional empirical techniques of Chinese medicine and the methods for identifying the
authenticity and quality of Chinese medicine, and systematically summarizing the traditional
identification features of Chinese medicinal materials and decoction pieces, enabling

procurement personnel of Chinese medicine to quickly master simple, convenient, effective



and inexpensive acceptance methods. On the other hand, it is combined with the
international standard coding of Chinese medicine to form a seamless connection, ensuring
“one name, one substance, one code” for names of Chinese medicine. The combination of
name, substance and code guarantees the consistency, reliability and accuracy of the names
of Chinese medicine used in procurement, as well as the fairness and impartiality of trad of
Chinese medicine, and the openness, transparency, and consistency of information exchange.

This document is interconnected with five standards, namely ISO 18668-1 Traditional
Chinese Medicine —Coding Systems Part I: Coding Rules for Chinese Medicine, 1SO 18668-2
Traditional Chinese Medicine —Coding Systems Part 2: Coding for Decoction Pieces, 1SO
18668-3 Traditional Chinese Medicine —Coding Systems Part 3: Coding of Chinese Medicinal
Materials, 1SO 20333 Coding and Representation of Chinese Medicine in Supply Chain
Management, and 1SO 22217 Traditional Chinese Medicine —Storage Specifications for Chinese
Medicinal Materials and Decoction Pieces, as well as Requirements for the Prescription Writing
of Chinese Medicine (SCM 0052-2020~SCM 0056-2020). Serving as a beneficial supplement
to the above standards, it can contribute to the improvement of the whole-process
traceability system in the circulation of Chinese medicinal materials and decoction pieces,
establish a product quality traceability mechanism, enhance the quality and core
competitiveness of Chinese medicinal products, safeguard the rights and interests of
consumers, ensure the safety and effectiveness of medication, and thereby propel the
standardization, informatization and modernization processes in the field of
“Internet+TCMServices”.

IV. Handling Process and Basis of Major Discrepant Opinions

During the formulation of this standard, the discrepant opinions mainly centered on
Appendix B: Requirements for Quality Character Identification and Acceptance of
Commonly-used Decoction Pieces, specifically regarding how to accurately classify and
correspond the names of medicinal materials and the names of decoction pieces one by one.
At the beginning of the standard formulation, experts put forward some opinions and
suggestions on the connotations and denotations of the two concepts of the names of
medicinal materials and the names of decoction pieces.Based on the principle of Differences
between Chinese Medicinal Materials and Decoction Pieces, namely “Three Similarities and
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identification reactions; Three Differences: different dispensing in prescriptions, processing
methods and supervision methods), the drafting working group of this standard carried out
standardized subdivision of the names of medicinal materials and the names of decoction
pieces, clarifying that one type of Chinese medicinal material can contain multiple types of
decoction pieces. For example, according to the above principles, “Selaginella tamariscina” is
classified as the name of a medicinal material, and “Carbonized Selaginella tamariscina” is
classified as the name of a decoction piece. Another example is that the name of the
medicinal material “Alpinia oxyphylla” encompasses three names of decoction pieces, namely
“Fructus Alpiniae Oxyphyllae”, “Stir-fried Fructus Alpiniae Oxyphyllae”, and “Salted Fructus
Alpiniae Oxyphyllae”. Therefore, one type of medicinal material can produce decoction pieces
with different natures, flavors, and meridian tropisms through processing and concocting.
We use “flavor” as a traditionally followed convention in this standard, which is especially
reflected in the dispensing of decoction pieces in Chinese medicine prescriptions and has
been solidified and passed down in the form of a standard.

V. Other Matters Needing Explanations

Once this standard is published, Jiangxi University of Chinese Medicine will provide
necessary organizational and financial guarantees for the implementation of the project. It
will strengthen organizational leadership and team building, and cooperate with the project
leader to lead the team members to comprehensively improve the compilation work on the
existing basis. Standards will be formulated for Chinese medicine prescriptions, dispensing,
dispensing of decoction pieces and decoction respectively according to the process of
prescribing and using medicine in clinical practice. This will make the standard conducive to
the orderly development of the TCM industry, save medical costs, better serve the public, and
provide technical support for the current industrial structure adjustment, transformation,

and upgrading.



