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Introduction

With the continuous development of modern clinical pharmacy services, numerous
countries worldwide have actively explored the standardization of pharmaceutical
services. The United States, the United Kingdom, Japan, South Africa, and others
have established clear pharmaceutical service standards. The full-process
involvement of pharmacists in guiding patients toward rational medication use has
become an international consensus.

Driven by globalization, Traditional Chinese Medicine (TCM), with its unique
philosophical wisdom, diagnostic and therapeutic methods, and health preservation
concepts, has gained significant popularity among international patients.Currently,
TCM (TCM) are primarily distributed overseas as food or dietary supplements. Their
rational use relies on the service capabilities of practitioners, yet relevant service
standards and technical specifications remain lacking, severely impacting the quality
of TCM pharmaceutical services. Therefore, to enhance the safety and efficacy of
TCM usage globally, establishing technical specifications for comprehensive
pharmaceutical services for TCM will elevate the standard of TCM pharmaceutical
services both domestically and internationally.

This document holds applicability for TCM pharmaceutical services in China and
other countries (regions) worldwide, contributing to improved healthcare quality
and promoting the rational use of TCM. Developed based on existing research
evidence and specific methodologies, this standardized document prioritizes
compliance with the laws and regulations of the country where it is applied.
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Specifications for TCM Pharmaceutical Services

1 Scope

This document specifies the workflow, staffing requirements, infrastructure,
traceability requirements, institutional development, and service standards for
TCM pharmaceutical services in institutions engaged in TCM retail operations,

including hospitals, TCM clinics, and retail pharmacies.

This document applies to practitioners in hospitals, TCM clinics, retail
pharmacies, and other institutions worldwide (including regions) that engage in
TCM retail operations (including Raw Chinese medicines, TCM decoction pieces,

TCM TCM granules form, Chinese patent medicines, and TCM extracts, etc.).
2 Normative References

The content of the following documents is indispensable to this document
through normative references. For dated references, only the edition specified
applies. For undated references, the latest edition (including all amendments)

applies.

SCM 53-2020 Requirements for Prescription, Dispensing, Administration, and
Decoction of TCM Part 2: Dispensing Requirements

SCM 55-2020 Requirements for Prescribing, Dispensing, Administering, and
Decoction of TCM Part 4: Requirements for Decoction of TCM

SCM 74-2024 Guidelines for Administration of Commonly Used TCM decoction
pieces

GB/T 31774-2015 Coding Rules and Codes for TCM

GB/T 42282-2022 General Requirements for Decoction Centers

T/CACM 1364-2021 Specifications for Prescription of TCM Preparations

T/CACM 1365-2021 Packaging Specifications for Chinese Herbal Medicinal
Materials

T/CACM 1367-2021 Specifications for Customized Processing of Chinese Herbal
Medicinal Materials

ISO 18668-1 Traditional Chinese medicine—Coding system for Chinese
medicines—Part 1:Coding rules for Chinese medicines

WHO international standard terminologies on traditional Chinese medicine

3 Terms and Definitions
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The following terms and definitions apply to this document.

3.1
Traditional Chinese medicine

medicines to prevent, treat and diagnose diseases under the guidance of Chinese
medical theories.

Note: Includes Raw Chinese medicines, TCM decoction pieces, TCM TCM granules form,
Chinese patent medicines, and TCM extracts.

[Source: WHO international standard terminologies on traditional Chinese
medicine, 3.3-2604, with annotation added]

3.2
Raw Chinese medicines

raw materials include medicinal plants, animals and minerals that can be
prepared into TCM decoction pieces, pieces, extracts or Chinese patent medicine.
[Source: Adapted from WHO international standard terminologies on traditional

Chinese medicine, 3.3-2608, with modifications]|

3.3
TCM decoction pieces

prescription medicinal processed from Chinese Materia Medica under the
guidance of TCM and processing methods for Chinese medicines.
[Source: ISO 18668-1:2016, Definition 3.3]

3.4
TCM Granules form of individual medicinal for prescriptions

granular preparation processed from single decoction piece after
extraction,concentration,and drying
[Source: ISO 18668-1:2016, Definition 3.4]

3.5
Chinese patent medicines

Preparations manufactured under the guidance of traditional Chinese medicine
theory, using crude TCM decoction pieces as raw ingredients, according to
prescribed formulas and standards, in specific dosage forms, and intended for

direct use in the prevention and treatment of diseases.

3.6
Chinese medicine extract
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substances containing medicinal active components, produced using
standardized processes or specific technologies from raw Chinese medicines or
Chinese medicine decoction pieces as raw materials, guided by Chinese medicine

theory.

3.7
Pharmaceutical Services

service process in which healthcare professionals utilize their specialized
knowledge and practical skills to ensure the rational use of medications
throughout the entire patient care journey. This process encompasses
medication procurement and storage, prescription review, medication dispensing,

medication counseling, and medication monitoring.

3.8

Traditional Chinese Medicine Pharmaceutical Services(TCMPS)

Chinese medicine practitioners utilize their professional knowledge and practical
skills to ensure the rational use of traditional Chinese medicine throughout the

entire service process.

Note: This includes procuring, receiving, and storing TCM materials; dispensing TCM
prescriptions based on prescriptions issued by TCM practitioners or acupuncturists;
preparing compounded formulations for patients as needed; dispensing medications
according to regulations and providing dispensing instructions; offering medication
counseling to inquirers; conducting medication monitoring based on regional characteristics
where feasible; monitoring pharmacological; and providing auxiliary services to patients

when necessary.
4 General Provisions

4.1 Workflow

Traditional Chinese Medicine Pharmaceutical Services(TCMPS) must comply
with relevant health and safety regulations of the country or region. Technically,
these services can be categorized into foundational service techniques and
personalized service techniques. Practitioners should conduct TCMPS in
accordance with the technical content outlined in this document, including
procurement, inspection, storage, and maintenance of TCM. They should provide
thorough and patient medication consultations to clients.Institutions shall
dispense prescriptions based on formulas prescribed by licensed Chinese
medicine practitioners or acupuncturists, prepare bespoke formulations for

patients requiring them, adhere to standardized dispensing procedures with
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proper medication counseling, and where feasible, conduct medication
monitoring tailored to regional characteristics, maintain pharmacovigilance, and

provide supplementary services to patients as necessary (see Annex A).
4.2 Personnel Configuration

4.2.1 Personnel engaged in TCMPS shall possess specialized knowledge in TCM
and hold a primary-level or higher professional technical title qualification in
TCM, or meet the practitioner qualification requirements set by the health
administration and industry authorities of their respective country or region.
4.2.2 Personnel responsible for procurement, acceptance, and storage
maintenance services should possess experience in identifying raw Chinese
medicines/TCM decoction pieces, preferably with at least two years of such
experience.

4.2.3 Personnel responsible for processing TCM prescriptions shall receive
training in relevant knowledge and skills, such as decoction preparation, and
obtain a training qualification certificate before commencing work.

4.2.4 Samples of the signature or official seal used by personnel performing
prescription dispensing services shall be retained within the institution for
reference.

4.2.5 Annual health examinations shall be conducted. Personnel suffering from
infectious diseases or other conditions that may contaminate medications shall
not engage in work involving direct contact with medications.

4.2.6 Patient privacy must be protected, and patients’ ethnic customs and
religious beliefs must be respected (e.g., if certain ethnic groups or religions
prohibit the use of animal-derived TCM decoction pieces, pharmaceutical service
personnel should inform patients accordingly).

4.2.7 Personnel should undergo regular training or continuing education
relevant to their duties. Where no specific requirements exist, they may refer to

the relevant content in "SCM 72-2022" for learning.
4.3 Infrastructure

4.3.1 Institutions providing TCM pharmaceutical services shall equip themselves
with required facilities and hardware, including storage rooms, pharmacies,
decoction rooms, dispensing tools, decoction machines, and compounding
equipment for preparing prescription formulations, in accordance with relevant
regulations. They shall obtain corresponding service qualifications as required
by the health administration and industry authorities of their country or region.

4.3.2 Equipment, tools, materials, and premises used by institutions providing

TCM pharmaceutical services during clinical TCM decoction piece services shall
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comply with relevant health standards and safety regulations of the country or
region. Attention shall be paid to fire safety and cleanliness of premises and
equipment.

4.3.3 The premises and hardware equipment provided by retail pharmacies,
general stores, food stores, and other business entities shall be commensurate
with their operational scale.

4.3.4 Dedicated areas for medication counseling should be established based on

actual conditions.
4.4 Traceability Requirements

4.4.1 Appropriate traceability procedures shall be implemented,Recording key
parameters is recommended for procurement, acceptance, storage and
maintenance, prescription dispensing, compounding of extemporaneous
preparations, and medication dispensing with usage instructions. Additional
parameters for personalized service segments such as medication monitoring,
pharmacovigilance, and other auxiliary services may be established based on
actual circumstances. Traceability records and supporting documentation should
be retained for no less than two years to ensure the safety and quality of the
entire traditional Chinese medicine pharmacy service process.

4.4.2 Computer information systems may assist in conducting TCM
pharmaceutical services. Personal information of service recipients must be
protected, and processes must be documented to ensure records are authentic,

accurate, complete, tamper-proof, and traceable.
4.5 System Development and Information Maintenance

4.5.1 Institutions should establish foundational management systems for TCM
pharmaceutical services based on their actual circumstances, including
procurement and acceptance procedures, storage and maintenance protocols,
prescription dispensing systems, on-site preparation and processing guidelines,
and medication dispensing and usage instruction protocols. Additional
customized service systems such as medication monitoring, pharmacovigilance,
and other auxiliary service protocols may be developed as needed and updated
promptly.

4.5.2 Establish management measures for quality control, risk management,
quality evaluation, and continuous quality improvement in pharmaceutical
services.

4.5.3 Institutions utilizing electronic prescriptions should establish naming
conventions for herbal slices and prescription terms within their information

systems based on different processing specifications. These naming conventions
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should be regularly reviewed, updated, and maintained.
5 Technical Requirements for TCM Pharmaceutical Services

5.1 Basic Service Technologies
5.1.1 Procurement and Acceptance Technical

5.1.1.1 Daily inspections should be conducted to verify the variety and quantity
of supplies in each Chinese medicine warehouse. Medicines should be organized
promptly, with shortages recorded and replenished in a timely manner.

5.1.1.2 Procure TCMs from suppliers with complete licenses, reliable drug
quality, timely delivery, and standardized channels, and sign drug purchase and
sales contracts.

5.1.1.3 Formulate procurement plans based on medical treatment needs or
market demand, and promptly procure TCMs that meet the institution's
requirements.

5.1.1.4 Upon arrival of purchased TCMs in the warehouse, carefully verify the
consistency between the invoice, inventory list, and actual goods. During
acceptance, implement a quality inspection system, maintain quality inspection
records, and reject items with non-compliant documentation, substandard
quality, or nearing expiration. Acceptance checks shall include but are not limited
to:

—It is advisable to inspect the product name, specifications, quantity,
approval number, production batch number, manufacturer, registered trademark,
shelf life, variations in unit packaging quantity, and appearance of packaging for
raw Chinese medicines and TCM decoction pieces. Request quality inspection
reports and conduct random sampling of raw Chinese medicines and TCM
decoction pieces in accordance with the appearance quality requirements set by

the pharmaceutical regulatory authorities of the respective country or region.

—It is advisable to inspect the labels, instructions, approval numbers,
product names, specifications, production batch numbers, and expiration dates
of Chinese patent medicines, TCM granules form, and TCM extracts, and conduct
random inspections of their appearance.
5.1.1.5 It is advisable to periodically inspect and evaluate the quality safety and
stability of Chinese medicinal materials supplied by pharmaceutical suppliers,

and adjust supply units and supply plans promptly based on evaluation results.
5.1.2 Storage and Maintenance Techniques
5.1.2.1 Monitor variations in TCM decoction pieces, including insect infestation,

20



mold growth, oil seepage, discoloration, loss of aroma, weathering, deliquescence,
agglomeration, volatilization, and decay.
5.1.2.2 Regular maintenance and quality inspections should be conducted on
TCMs in storage rooms and dispensing areas. Necessary measures for
refrigeration, frost protection, moisture prevention, light avoidance, ventilation,
fire prevention, insect control, mold prevention, insect damage prevention, oil
seepage prevention, discoloration prevention, and rodent control should be
implemented and documented. Maintenance and inspection measures should be
carried out in accordance with the following requirements:

—Regularly clean the Chinese medicine storage area;

—Store Chinese patent medicines and TCM extracts according to the
storage temperature and humidity specified on the packaging or instructions;

—Ensure ventilation, coolness, and dryness in storage areas for raw
Chinese medicines, prepared TCM decoction pieces, and TCM granules form.
Avoid direct sunlight exposure. Storage should be tailored to the characteristics
of each type of raw Chinese medicines and prepared TCM decoction pieces;
5.1.2.3 Pay attention to the maintenance and storage of fresh herbs. Regularly
inspect the operational status of refrigerated cabinets and check for spoilage or
damage to fresh herbs.
5.1.2.4 Regularly inspect the variety and quantity of available Chinese medicinal
products. Promptly replenish any shortages in storage areas, dispensing rooms,
and dispensing room medicine drawers, maintaining accurate records of all

entries and exits.
5.1.3 Medication Consultation Techniques

5.1.3.1 Inquire about the consultant's lifestyle habits, medical condition, medical
history, and medication use. Pay particular attention to medication use among
special populations (e.g., individuals with impaired liver or kidney function,
pregnant women, infants, elderly patients), those with multiple conditions, and
those with chronic diseases. Provide appropriate guidance, combining verbal
instructions with written guidance sheets when necessary. Recommend timely
medical consultation when appropriate.

5.1.3.2 Medication counseling should be based on drug labels, professional
literature, and other authoritative sources.

5.1.3.3 Pay particular attention to potential drug duplication or
contraindications when consulting on various TCMs or combinations of Chinese

and Western medicines.

5.1.4 TCM Dispensing Techniques
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5.1.4.1 TCM Prescription Review Techniques

5.1.4.1.1 Upon receiving a prescription, the dispensing staff shall conduct the
"Four Checks and Ten Verifications": verify the prescription, verify the drugs,
verify drug interactions, and verify the rationality of medication use. Patient
information verification shall include: department, name, and age. Drug
verification shall include: drug name, dosage form, specification, quantity,
physical characteristics, administration method, dosage, and clinical diagnosis.

5.1.4.1.2 For prescriptions containing Chinese patent medicines, review whether
adverse reactions, contraindications, precautions, special populations, warnings,
and combined use with Western medicines are appropriate according to the

product instructions.
5.1.4.2 Pharmaceutical Compounding Technology

5.1.4.2.1 The entire process of dispensing Chinese medicine prescriptions shall
comply with the relevant requirements of Section 7.2 in SCM 53-2020.
5.1.4.2.2 Compounding and verification should be performed by two separate
individuals.
5.1.4.2.3 During dispensing, Chinese herbal slices should be prepared according
to their names as specified in "6. Codes for decoction pieces" of ISO 18668-2 or in
accordance with the requirements under "9. Rules for Preparing Common
Chinese Herbal Slice Prescriptions” of T/CACM 1364-2021.
5.1.4.2.4 Personnel handling Chinese herbal slices and raw Chinese medicines
should regularly inspect and maintain dispensing equipment.
5.1.4.2.5 During dispensing, inspect the properties and appearance of TCMs.
Report any abnormalities promptly as losses:

— Check whether Chinese medicinal materials and TCM decoction pieces
have deteriorated;

— Inspect whether finished Chinese patent medicines, TCM granules form,
and extracts have damaged packaging or changes in color and appearance.
5.1.4.2.6 Maintain a record of losses during decoction preparation, with a

monthly loss rate not exceeding 1%.
5.1.4.3 Prescription-Based Processing Techniques

Processing of TCM decoction pieces slices for individual prescriptions should be
conducted in accordance with the requirements of Chapter 6 of T/CACM
1367-2021 and the actual therapeutic needs specified in the patient's
prescription. A record of the processing and preparation of TCM decoction pieces

slices should be completed.



5.1.4.4 Prescription Verification Techniques

5.1.4.4.1 TCM prescriptions should be reviewed in accordance with the
requirements under "7.3 Reviewing" in SCM 53-2020.

5.1.4.4.2 Prescriptions containing Chinese patent medicines shall be reviewed
for:

— Verify consistency between the clinical diagnosis in the prescription and
the drug label; ensure consistency in drug name, specification, and quantity with
the prescription;

— Verify that the drug quality is qualified, packaging is free from
contamination or damage, and there is no leakage;

— Verify the drug batch number and expiration date.
5.1.4.4.3 Verify that the names, specifications, and quantities of TCM granules
form in prescriptions match the prescribed details, and ensure packaging is
undamaged.
5.1.4.4.4 After verification, bulk TCM decoction pieces shall be packaged.
Packaging shall comply with the requirements under Section 5 "Bulk TCM
Decoction Pieces" of T/CACM 1365-2021.

5.1.5 Processing Techniques for Custom-Formulated Preparations

5.1.5.1 Manual decoction or machine decoction of TCM decoction pieces should
be performed in accordance with the relevant requirements for decocting
Chinese herbal slices specified in "6. Decoction method of operation" of SCM
0055-2020.

5.1.5.2 When placing soaked herbs and soaking water into the decoction
machine, it is advisable to reassess the water volume.

5.1.5.3 When using a decoction machine, quality inspection of the decoction and
related squeezing operations during the decoction process should be conducted
in accordance with the requirements under "5.4 Decoction" in GB/T 42282-2022.
5.1.5.4 Clear records should be established and archived for each step of the
decoction service (prescription collection, prescription review, dispensing,
verification, decoction, dispensing, and mailing), including but not limited to
paper records, electronic monitoring, photographs, etc.

5.1.5.5 Processing of freshly prescribed preparations into other dosage forms
may be conducted according to the institution's actual circumstances while
adhering to relevant regulations.

5.1.5.6 Post-processing, dispensing and medication instructions shall be

provided in accordance with the requirements under Section 5.1.6.

5.1.6 Dispensing and Medication Instructions
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5.1.6.1 Prior to dispensing, pharmacists shall perform the following verifications
to ensure all information is accurate and appropriate:

— Verify patient information: including name, department, age, and other
identifying details;

— Verify medication information: including drug name, quantity, strength,
dosage form, physical characteristics, and expiration date;

— Verify prescription information: including indications, contraindications,
single dose, frequency of administration, route of administration, and drug
interactions;

— Verify medication guidance materials: Confirm the accuracy of written
or printed guidance provided by the dispensing pharmacist.
5.1.6.2 Medication counseling should be provided during dispensing:

— Provide detailed instructions to patients on soaking and decocting TCM
decoction pieces according to the relevant requirements in "6.1 General
decocting method of Chinese herbal medicine" of SCM 0055-2020;

— Advise patients on storage methods and shelf life based on the distinct
characteristics and properties of each TCM decoction pieces;

— Inform patients about the appropriate temperature, timing, frequency,
dosage, contraindications, post-administration care, and storage methods for
TCM decoction pieces and granules form. Provide daily health guidance, such as
balanced diet and regular sleep patterns.Refer to the technical content in the
"SCM 74-2024 Guidelines for Taking commonly-used Chinese medicine
decoctions” standard to instruct patients on how to take the decoction after
preparation (including temperature, timing, frequency, dosage, contraindications,
post-medication care, storage methods, and special administration methods);

— Inform patients about the dosage, special storage requirements, and
contraindications for Chinese patent medicines. Avoid using measurement units
like g, mg, or mL when dispensing instructions; instead, convert prescription
units to tablets, capsules, or packets before communicating with patients.

——For raw Chinese medicines, herbal TCM granules form, and extracts,
follow relevant guidelines for medication instructions.
5.1.6.3 For special populations (patients with hepatic or renal impairment,
pregnant women, infants, elderly patients), provide detailed instructions on
medication administration. Avoid using technical jargon, offer appropriate
lifestyle guidance and medication adherence advice, and when necessary,

combine written instructions with verbal explanations.
5.2 Personalized Service Technologies
5.2.1 TCM Monitoring Technology
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5.2.1.1 Upon learning of or discovering an adverse reaction, promptly analyze
and report it, completing the adverse reaction monitoring form.

5.2.1.2 Establish an institutional inventory of TCM containing toxic or narcotic
components. Regularly collect clinical reports and updated information on such
TCM within the institution to supplement or update records of adverse reactions
and treatment measures.

5.2.1.3 Prioritize monitoring the use of TCMs containing toxic or narcotic
components within the institution, as well as TCMs with established evidence of
causing hepatic or renal impairment. Timely collate, analyze, and summarize
adverse reactions to TCMs, accumulating data to guide patient care.

5.2.1.4 Based on regional characteristics and practical circumstances, gradually
implement monitoring for special populations (patients with hepatic or renal
impairment, pregnant women, infants, elderly patients),patients with multiple
conditions or chronic diseases. Establish medication histories to track TCM usage,
including but not limited to: basic information, family history, allergy history,
medication purchase history, usage patterns, drug interactions, therapeutic
effects, and adverse reactions. Immediately discontinue medication and
implement rescue measures upon detecting abnormalities; seek medical

attention promptly when necessary.
5.2.2 TCM Pharmacovigilance Techniques

5.2.2.1 Monitor the use of TCM subject to pharmacovigilance and identify new
signals:

— Monitor interactions between various types of TCM and between TCM
and Western medications;

— Monitor medication anomalies in special populations (patients with
hepatic or renal impairment, pregnant women, infants, elderly patients), those
with multiple or chronic conditions, and those undergoing prolonged treatment
regimens.
5.2.2.2 Monitor trends and incidence rates of adverse reactions to TCM, conduct
quantitative risk-benefit assessments and analyses, and promptly report

findings.
5.2.3 Other Auxiliary Service Technologies

5.2.3.1 Perform operations such as TCM identification, powdering, and decoction
into gelatinous extracts based on professional literature and relevant
requirements from national or regional health administrative and industry
authorities.

5.2.3.2 Based on local characteristics, gradually develop community pharmacy
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services and home-based pharmacy services:

— Collaborate with patients' family doctors, public health nurses, and
other personnel to provide home-based pharmaceutical services such as
medication counseling and medication monitoring;

— Regularly conduct TCM-related medication promotion and consultation
through various methods, including distributing medication leaflets, organizing
medication consultation days, and hosting health education lectures;

— Collect expired or discarded medications for centralized,
environmentally safe disposal.
5.2.3.3 Provide online pharmaceutical services such as online medication
consultations or telephone medication consultations in accordance with the
requirements under Section 5.1.3.
5.2.3.4 Assist patients with mail-order or door-to-door delivery of TCM and

finished preparations:

— Assist patients in scheduling third-party logistics delivery;

— Before delivery, meticulously verify patient information (including name,
gender, age, date of visit, address, etc.) on both the medication and shipping
documents, inspect packaging (for damage or leakage), confirm dosage and
quantity, implement patient privacy protection measures, and maintain detailed
records; refuse shipment of any problematic medications;

— Establish timeliness agreements with logistics companies, clearly
defining responsibilities to ensure delivery efficiency and medication quality.
5.2.3.5 Institutions with the capacity may conduct clinical rounds to assess

medication adherence and provide pharmaceutical support.
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Annex A

(Normative)
Workflow for Chinese Medicine Pharmaceutical Services
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Figure A.1 Workflow Diagram for Traditional Chinese Medicine

Pharmaceutical Services
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