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International Standard of WFCMS
General rule for genuine medicinal materials
Formulation Explanations

I.Overview

Main drafting units: Chengdu University of TCM, Institute of Chinese Materia Medica China
Academy of Chinese Medical Sciences.

Drafting units participated: Hubei University of Chinese Medicine, Institute of Medicinal Plant
Development, University of Macau, Hong Kong Baptist University, Centre France Chine de la
Médecine Chinoise (CFCMC), Naturalis Biodiversity Center, Australia Yuanyi Traditional Chinese
Medicine Co., Ltd., Semmelweis University, American Institute of Traditional Chinese Medicine
Main Drafters: Chen Shilin, Dong Linlin.

Drafters participated (Alphabetized by surname):

China: Liu Ya, Lv Aiping, Shi Liping, Wang Yitao, Zhang Zhaoyu.

France: Wu Wanlin;

Netherlands: Wang Mei;

Australia: Liu Chijing;

Hungary: Yu Funian;

USA: Wang Shoudong.

II. Introduction to the standard drafting process

(As for: when was the time of initiation, how the research was conducted, how stakeholders'
opinions were solicited, what review meetings were held, and discussions or voting outcomes of
the standard review committee, etc.)

The drafting process for the General Rules for Daodi Medicinal Materials was mainly as follows:
August 2023  Convened the drafting units and assigned tasks.

August 2023 - October 2023  Material and data collection: Collected and categorized relevant
literature, guidelines, scientific research findings, and quality standards related to Chinese
medicinal materials and Daodi Medicinal Materials from domestic and international sources.
Conducted a comprehensive analysis of the characteristics, testing methods, and specification
limits of Daodi Medicinal Materials.

October 2023 Convened a standard drafting seminar: Invited experts to introduce the
requirements and key steps in standard development, and drafted the standard outline.

October 2023 - November 2023 Material collection and laboratory research: Collected
Chinese medicinal materials from various Daodi production regions and conducted detailed
analyses and studies. Through the tests and analysis of botanical origin, composition,
physicochemical properties, and specification limits, identified key quality indicators and
specifications for Daodi Medicinal Materials.

November 2023 - December 2023  Drafted the preliminary version of the standard.
December 2023 Convened a seminar on the preliminary draft: Invited domestic and

international experts to review and revise the preliminary draft. Experts thoroughly discussed
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and revised the preliminary draft based on their research and practical experience.

January 2024 - August 2024 Second and third review: Refined the standard based on
expert feedback from the seminar on the preliminary draft. Conducted a second review, a second
round of revisions, and a third review. Following the third review, the attending experts voted on
the standard. The draft of the General Rules for Daodi Medicinal Materials was approved with 10
votes in favor, 0 against, and 0 abstentions.

September 2024 Held a working discussion on the draft of the international standard General
Rules for Daodi Medicinal Materials. Domestic and international industry experts were invited to
review and revise the draft. Experts thoroughly discussed the draft based on their research and
practical experience

October 2024 - December 2025 Collected materials and revised the draft standard in response

to the expert comments from the working discussion meeting.
III. Introduction to the major technical contents

(As in: supporting basis (including tests and statistical data) for technical specification,
parameters, formulas, performance requirements, test methods, inspection rules, etc. When
revising the standard, a comparison between the new and old versions shall be added.

This standard is a newly developed standard, which is primarily based on the following: the
drafting format strictly follows GB/T 1.1-2009 Directives for standardization—Part 1: Structure
and drafting of standards, GB 3095-2012 Ambient air quality standards, GB 5084-2021 Standard
for irrigation water quality, GB 5749-2022 Standards for drinking water quality, GB 15618-2018
Soil environmental quality Risk control standard for soil contamination of agricultural land, GB
18596-2001 Discharge standard of pollutants for livestock and poultry breeding, ISO 18662-1:
2017 Traditional Chinese medicine — Vocabulary — Part 1: Chinese Materia Medica, ISO
21371:2018 Traditional Chinese Medicine -Labelling requirements of products intended for oral
or topical use, ISO 18662-2: 2020 Traditional Chinese medicine—Vocabulary—Part 2: Processing
of Chinese Materia Medica, ISO 18664: 2015 Traditional Chinese Medicine — Determination of
heavy metals in herbal medicines used in Traditional Chinese Medicine, ISO 19617: 2018
Traditional Chinese medicine-General requirements for the manufacturing process of natural
products, ISO/TS 21310: 2020 Traditional Chinese medicine — Microscopic examination of
medicinal herbs, ISO 22258: 2020 Traditional Chinese medicine Determination of pesticide
residues in natural products by gas chromatography, ISO 22283:2020 Traditional Chinese
medicine — Determination of aflatoxins in natural product by LC-FLD, ISO 22590: 2020
Traditional Chinese medicine-Determination of sulfur dioxide in natural products by titration, ISO
19609-1:2021 Traditional Chinese Medicine— Quality and safety of raw materials and finished
products made with raw materials — Part 1: General requirements, ISO 19609-1:2021
Traditional Chinese Medicine—Quality and safety of raw materials and finished products made
with raw materials — Part 2: Identity testing of constituents of herbal origin, GB/T20014 Good
Agricultural Practice for Chinese Crude Drugs (GAP), and others. The details for referenced
standards are as follows:

»  Botanical origin

ISO 18662-1:2017 lists standardized terminology for commonly used Chinese medicinal
materials, including their Latin, Chinese, pinyin, and English names. The standard also provides

detailed definitions for each term, covering botanical, zoological, and mineralogical names, and



specifies the botanical origin and characteristics of the Chinese medicinal materials. For those not
listed in this standard, their botanical origins shall be determined in accordance with the
producing countries and historical literature.

»  Ambient air quality at production sites

The WHO Global Air Quality Guidelines (2021) (AQG 2021) provides recommendations on indoor
and outdoor ambient air quality, but does not address production sites.

GB 3095-2012, China’s ambient air quality standard, specifies requirements for atmospheric
environmental quality at production sites, including concentration limits for major pollutants and
methods for monitoring and assessing air quality. Pollutants covered include, but are not limited
to, inhalable particulate matter (PM10 and PM2.5), sulfur dioxide (SO;), nitrogen dioxide (NO;),
ozone (03), and carbon monoxide (CO). The standard also specifies air quality requirements for
different functional zones to prevent adverse impacts on the surrounding environment and public
health from production activities.

»  Soil environmental quality

Neither WHO nor ISO has issued standards specifically addressing soil environmental quality.
Therefore, GB 15618-2018 Soil environmental quality Risk control standard for soil contamination
of agricultural land (Trial) is adopted. This standard specifies the screening values and
intervention values for soil contamination risks, as well as related requirements for monitoring,
implementation, and supervision.

»  Farmland irrigation water quality or environmental water quality

Neither WHO nor ISO has issued standards specifically addressing farmland irrigation water
quality or environmental water quality. Therefore, GB 5084-2021 Standard for irrigation water
quality is adopted. This standard specifies the requirements, monitoring, and supervision and
management requirements for farmland irrigation water quality, aiming to strengthen the
supervision of farmland irrigation water quality and ensure the safety of cultivated land,
groundwater, and agricultural products. The standard covers both basic and optional control
items, and sets limits for certain toxic and hazardous substances.

»  Water for breeding

ISO has not issued any specific standard for water used in animal breeding. WHO has published
the Guidelines for drinking-water quality, fourth edition, which applies to waterborne pathogens
and chemical substances that may be ingested through drinking water. GB 5749-2022 Standards
for drinking water quality specifies the hygienic requirements for drinking water quality and
applies to all types of centralized and decentralized water supplies in urban and rural areas. The
standard classifies water quality indicators into routine indicators and expanded indicators, and
specifies limit requirements for water quality. While the standard is primarily intended for
drinking water and does not include provisions for water used in animal breeding, it may
indirectly serve as a reference for the safety of water used in breeding.

»  Discharge of pollutants for livestock and poultry breeding

Neither WHO nor ISO has issued standards specifically addressing the discharge of pollutants
from livestock and poultry breeding. Therefore, GB 18596-2001 Discharge standard of pollutants
for livestock and poultry breeding is adopted. This standard specifies the discharge limits for
wastewater, waste residue and odor from livestock and poultry farms and breeding areas. It
applies to intensive, large-scale livestock and poultry farms, but does not apply to small-scale

household operations. The standard includes biochemical indicators, hygienic indicators and



sensory indicators. It sets discharge limits varying by farm scales, aiming to promote the
reduction, harmless treatment, and utilization of pollutants.

»  Production Process

IS0 19617:2018 is adopted to specify the production requirements for Daodi medicinal materials.
This standard provides comprehensive guidance and requirements for the production of Chinese
medicinal materials, aiming to ensure the standardization of production processes as well as
product quality and safety. Specific medicinal materials shall comply with GAP. The standard
covers multiple levels and modules, including cultivation, harvesting, and packaging, thereby
providing comprehensive guidance and specifications for the production of Chinese medicinal
materials.

»  Characteristics

ISO 19609-1:2021 and ISO/TS 21310:2020 are adopted to specify the characteristics of Daodi
medicinal materials. ISO 19609-1:2021 specifies the identification and description of
characteristics such as appearance, color, odor, taste and texture of Chinese medicinal materials.
ISO/TS 21310:2020 specifies technical specifications for microscopic identification, providing
scientific and accurate technical means for identifying microscopic characteristics.

» Endogenous quality control indicators

ISO 19609-2:2021 is referred to specify the methods for endogenous quality control indicators of
Daodi medicinal materials. The standard covers chemical analysis, molecular biology techniques,
and other methods. It specifies quality control indicator methods for Chinese medicinal raw
materials and finished products. Given the diversity and characteristics of certain Chinese
medicinal materials, some materials should refer to the methods specified under the relevant
monographs of the producing country to ensure testing accuracy and reliability.

»  Exogenous quality control indicators

ISO 18664:2015 specifies the specific requirements and testing methods for heavy metals and
harmful substances in Chinese medicinal materials. ISO 22258:2020 provides detailed guidance
and methods for pesticide residue testing in Chinese medicinal materials to mitigate the impact of
pesticide residues on the efficacy of Chinese medicinal materials and human health. 1SO
22283:2020 focuses on the safety control of exogenous contaminant mycotoxins in Chinese
medicinal materials and specifies testing methods for aflatoxins and other toxins. ISO
22590:2020 specifies testing methods for sulfur dioxide in Chinese medicinal materials to
effectively reduce the impact of sulfur dioxide residues on the quality of Chinese medicinal
materials. Accordingly, this standard adopts ISO 18664:2015, ISO 22258:2020, ISO 22283:2020
and [SO 22590:2020 as the testing methods for exogenous quality control indicators. Given the
diversity and characteristics of Chinese medicinal materials, some materials should refer to the
methods specified under the specific monographs of the producing country to ensure the
accuracy and reliability of testing.

»  Processing Methods

ISO 18662-2:2020 focuses on terminology, methods, objectives, as well as the classification and
naming of processed products in Chinese medicinal material processing, providing a
standardized guidance for the Chinese medicinal material processing industry. Therefore, this
standard adopts ISO 18662-2:2020 as the production and processing method for Daodi Medicinal
Materials. Given the diversity and characteristics of certain Chinese medicinal materials, the

production and processing of certain materials should refer to methods specified in ancient



literature, and the methods prescribed by the producing countries, to ensure the accuracy and
reliability of testing.

»  Labeling, packaging, storage and transportation of Chinese medicinal materials

ISO 21371:2018 is adopted. The standard specifies labeling requirements for Chinese medicinal
materials and their finished products, ensuring that product labels are clear and accurate,
providing necessary safety and usage information to avoid misuse or misunderstanding. 1SO
19609-1:2021 is adopted. This standard covers quality and safety requirements for raw materials
and finished products of Chinese medicinal materials, including packaging, storage and
transportation, ensuring that medicinal materials are not damaged or degraded due to improper
packaging, storage or transportation, and preventing adverse effects from external environmental
conditions.

This standard specifies the requirements, test methods, inspection rules, acceptance criteria,
labeling, packaging, storage, transportation, documentation management, and product
traceability for Daodi medicinal materials. It encompasses the complete evaluation technical
process and methods, and is practical, operable, and innovative.

The main technical content framework of this standard includes:

Chapter Section
Chapter title Section title Main technical content
No. No.

This document specifies the
requirements, test methods,
inspection rules, acceptance criteria,
labeling, packaging, storage,
transportation, documentation

1 Scope / / management, and product
traceability for Daodi medicinal
materials.

This document is applicable to
the evaluation of Daodi medicinal
materials.

Normative
2 / / None
references
The terms defined in this standard
include Chinese medicinal materials,
Term and Daodi medicinal materials, Daodi
3 definition / / production regions, identification of
botanical origin of Chinese medicinal
materials, and traceability.
4.1 Textural research This document specifies the basic
L2 Daodi production requirements for textual research,
. regions Daodi production regions, botanical
4 Requirements 4.3 Botanical origin origin, production management,
Production characteristics, endogenous quality
4 management control indicators, exogenous quality
4.5 Characteristics control indicators, and processing




46 Endogenous quality methods of Daodi medicinal
' control indicators materials.
Exogenous quality
4.7
control indicators
4.8 Processing methods
51 Textural research
Daodi production
5.2 . This document specifies the basic
regions
X — requirements for textual research,
5.3 Botanical origin
- Daodi production regions, botanical
Production
5.4 origin, production management,
management
5 Test methods characteristics, endogenous quality
5.5 Characteristics o . )
control indicators, exogenous quality
Endogenous quality . )
5.6 control indicators, and processing
control indicators ) A
methods of Daodi medicinal
Exogenous quali
5.7 8 quality materials.
control indicators
5.8 Processing methods
61 Production This document specifies the
' environment requirements for the production
Production ) )
6 6.2 Harvesting environment, harvesting, and
management ) i
processing methods during the
6.3 Processing methods )
production process.
7.1 Sampling methods This document specifies the main
7 Inspection rules contents for batches, sampling
7.2 Testing items o
methods, and testing items.
This document provides a scientific
8 Acceptance / / description, analysis, and judgment
criteria for the evaluation of Daodi medicinal
materials.
Labeling, 9.1 Labeling This document specifies the basic
9 packaging, 9.2 Packaging requirements for labeling, packaging,
storage, 9.3 Storage storage, and transportation of Daodi
transportation 9.4 Transportation medicinal materials.
Documentation This document specifies the basic
Documentation 10.1
management requirements for documentation
management
10 management and product
and product
10.2 Product traceability traceability of Daodi medicinal
traceability
materials.

Based on the search conducted, no international organization or body has yet established a
general quality standard for Daodi medicinal materials. This draft standard is the first of its kind
internationally, designed to meet the market demands and development of Daodi medicinal

materials.

IV. Handling and Basis for Major Divergent Opinions



Opinions were solicited from enterprises and research institutions through meetings, emails, and

other means. Responses to the opinions were provided accordingly. A total of 19 comments were

received, of which 11 were adopted. Details are as follows:

Proposed
No. Standard Comment Proposed Unit/ Comments Notes
Clause Individuals (Filled by Draft
Unit)

20 () The term “nation member” is Wang Mei Accepted.

Application | unclear and requires revision. (Netherlands) Revised to “ISO
nation
member”.

21 () Should be revised as: Wang Mei Not accepted.
Application | 3. The project leader and the (Netherlands) The project

co-project leader of the leader and

submitted proposal shall be co-project

from different countries. leader are
separate roles.
Not accepted.
The  original
text is already
clear.

22 () Should be revised as: Wang Mei Not accepted.
Application | 4. The same project leader (Netherlands) “more than and

may not submit more than including two

two proposals within the proposals”

current year. should be
explicitly
stated.

23 ¢ I > | 1.If the review conclusion Wang Mei Not accepted.
Review is “recommended project” (Netherlands) The  original
conclusion 2.If the review conclusion is text is already
and “not recommended project” clear.
feedback

24 English After the Chinese version Wang Mei Accepted.
translation is finalized, translate it (Netherlands)

into English, and I will
review it again.

25 The  third | Recommend to change the Tasly Pharmaceutical | Not accepted.
paragraph double em dashes to Group Co. Ltd. The  original

single em dashes in “the
world’s largest standards
developer—ISO” and “the

Traditional Chinese

HeYi

text complies
with the usage
requirements

for Chinese




medicine—Pulse wave punctuation
format submitted by marks.
WEFCMS”.
26 () “Submit application Tasly Pharmaceutical | Not accepted.
Application | materials” is Group Co. Ltd. After the
recommended to clarify He Yi formal review,
whether paper the documents
documents, stamped will be subject
originals, etc. are to certain
required. revisions.
Currently, only
electronic
scanned
documents are
collected.
27 (D) “l. There must be one Tasly Pharmaceutical | Not accepted.
Application | project leader (PL) Group Co., Ltd. Not all project
registered with WFCMS He Yi leaders are
for the submitted registered with
proposal” is WEFCMS;
recommended to revise to experts from
“The project proposer other countries
(PL) must be registered may engage in
with WFCMS.” the
development of
the standard.
28 () “2. A proposal may have Tasly Pharmaceutical | Accepted and
Application | multiple co-project Group Co. Ltd. revised.
leaders (Co-PL), but each He Yi
nation member may
appoint only one project
leader” is recommended
to revise to “A proposal
may have multiple
co-proposers (Co-PL), but
each nation member may
appoint only one
co-proposer”
29 () ”3. The project leaders of Tasly Pharmaceutical | Accepted. The
Application | the submitted proposal Group Co.,Ltd. expression  of

shall come from at least
two countries.” is

recommended to revise to

HeYi

numbers has
been uniformly

revised.




“3. The project proposers
of the submitted proposal
shall come from at least

two countries.”

30 (D “4. The same project Tasly Pharmaceutical | Accepted. The
Application | leader may submit no Group Co. Ltd. expression of

more than two proposals He Yi numbers  has
within the current year been uniformly
(including  two).” is revised.
recommended to revise to
“4. The same proposer
shall not submit more
than two proposals within
the current year
(including two).”

31 () “5. Category A liaison Tasly Pharmaceutical | Not accepted.

Application | organizations do not Group Co. Ltd. As an

accept proposals that have He Yi international
already been submitted to organization,
the Chinese counterpart WFCMS does
of ISO/TC 249 in the not have a
current  year. Please distinction
refrain from submitting between
the same proposal to “domestic and
multiple channels” is international”.
recommended to revise to
“5. Category A liaison
organizations do not
accept proposals that have
already been submitted to
the domestic technical
counterpart of ISO/TC
249 in the current year.
Please refrain from
submitting the same
proposal to  multiple
channels”

32 (II) Review | “The project leader is Tasly Pharmaceutical | Accepted and

required to attend a
defense.” is recommended
to revise to “Depending on
the review requirements,
the project proposer or

co-proposer shall attend

Group Co.,Ltd.
He Yi

revised.




the defense.”

33

References

In the references,

Ecological Suitability
Regionalization of Chinese
Medicinal Materials
(Second Edition) should
be listed as published in

2017.

Chengdu University of
TCM
Chen Shilin

Accepted and

revised.

34

2.Normative

references

In the normative
references, it is
recommended to clearly
indicate the dates or
version numbers for the
last three documents
(Pharmacopoeia of the
People’s

China, GAP, GAC

Republic  of

Guidelines), such as
Pharmacopoeia of the
People’s Republic of China
(2020 Edition).

Chengdu University of
TCM
Chen Shilin

Accepted. The
version
number has

been indicated.

35

English

translation

Some English terms are
missing (e.g., the English
for “3.1 Chinese medicinal
materials”). The English
translation should be
consistent throughout the
document (e.g. the
translation of  Daodi
medicinal materials). The
accuracy of certain terms
should be carefully
reviewed (e.g, “Daodi
production region”,
“identification of botanical
origin of Chinese

medicinal materials”).

Chengdu University of
TCM
Chen Shilin

Accepted. The
English
translation of
the entire text
has been
carefully
reviewed and

examined.

36

6.1 batch

In section 6.1 “Batch”, is
there any requirement

regarding the quantity

Chengdu University of
TCM
Chen Shilin

Not accepted.
The number of

batches cannot




be clearly
defined due to
variations  in
the value and

size of each

medicinal
material; it
should be
adjusted

according to

the specific
type of
medicinal
material.
37 English Some English translations Chengdu University of | Accepted. The
translation need to be unified and TCM English
refined for better Chen Shilin translation  of
accuracy. the entire text
has been
unified and
refined.
38 2 Normative | The standard places Chengdu University of | Accepted. A
references emphasis on the TCM description of
Pharmacopoeia of the Chen Shilin the
People’s  Republic  of international
China. However, as an applicability of
international  standard, the
how could its Pharmacopoeia

international attribute be
reflected? Revision is

needed.

of the People’s
Republic of
China has been
added.

V. Other Matters to Be Specified

None.




