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ABSTRACT: The profession seeks the re-scheduling of Ma Huang (Ephedrae Herba) and Zhi Fu
Zi (Aconiti Radix Lateralis Preparata) which are traditional herbs currently not accessible to the
profession and which have no satisfactory substitutes. This proposal demonstrates the
therapeutic value and public health benefits of these two herbs, explains how the risks are
managed by traditional methods relating to processing, dosage and administration protocols,
and by the training required for registered practitioners of Chinese herbal medicine. Concerns
as to the perceived potential for diversion have also been addressed.
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Access to restricted Chinese herbs:
Proposal from the Chinese medicine profession

Preamble
Under the current scheduling, registered Chinese herbal medicine practitioners and
dispensers are denied access to prescribe and dispense some traditionally used herbs that
are therapeutically effective and which can be used safely in the hands of a registered
practitioner of Chinese herbal medicine following well-established protocols and cautions in
relation to processing, administration, dosage, monitoring, and course of treatment. The
profession therefore asks that suitably trained, endorsed and registered practitioners of
Chinese herbal medicine and registered dispensers of Chinese herbal medicine be permitted
to purchase, obtain, use, sell, supply and dispense the two herbs Ma Huang (Ephedrae
Herba) (麻黄 in Chinese characters) and Zhi Fu Zi (Aconiti Radix Lateralis Praeparata) (制附
子in Chinese characters), and that registered practitioners of Chinese herbal medicine be
permitted to prescribe these herbs.

Purpose
The purpose of this proposal is to demonstrate the integrity and commitment of the Chinese
medicine profession in accepting responsibility for use of scheduled herbs important and
useful in the practice of Chinese medicine, and the profession’s suitability and competence in
ensuring their safe use. The proposal will address the key areas identified in the document

Guidelines for National Boards: Applications to the Ministerial Council for approval of
endorsements in relation to scheduled medicines under section 14 of the National Law
prepared by the Australian Health Ministers’ Advisory Council (AHMAC) in December 2016;
and further outlined in Dr David Graham’s presentation given at the meeting on the
scheduling of Chinese herbs organised by the Chinese Medicine Board of Australia (CMBA) on
22 September 2017.
Acknowledgments are given to the work of the Chinese Medicine Registration Board of
Victoria (CMRBV) from the early 2000s, culminating in the Submission to the Victorian
Minister for Health — Scheduling of Chinese Herbs 2009 1 recommending that three herbs,
Ban Bian Lian (Lobeliae Chinensis Herba), Ma Huang (Ephedrae Herba) and Zhi Fu Zi (Aconiti
Radix Lateralis Preparata), be inserted into Schedule 1 (S1) of the Victorian Poisons List of
the Drugs, Poisons and Controlled Substances Act 1981; that prescribing and dispensing by
suitably trained, endorsed and registered Chinese herbal medicine practitioners and Chinese
1

A submission to the Victorian Minister for Health recommending herbs to be inserted in Schedule 1 of the
Victorian Poisons List in the Drugs, Poisons and Controlled Substances Act 1981, for prescribing and dispensing
by suitably trained and endorsed Chinese herbal medicine practitioners and Chinese herbal dispensers,
September 2009
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herbal dispensers be permitted. Reliance is also placed on safe prescribing practices as
established in Guidelines for Safe Chinese Herbal Medicine Practice (2015) 2 and reference is
made to Competencies Required to Prescribe Medicines (2016).3
The attendees at the meeting on 22 September 2017 decided to select Ma Huang (Ephedrae
Herba) and Zhi Fu Zi (Aconiti Radix Lateralis Preparata) as the initial scheduled herbs for
endorsement. The profession understands the importance of public safety, and understands
the potential toxicity of these two herbs. In this proposal, the profession seeks to
demonstrate the therapeutic value and public health benefits of these two herbs, explain
how the risks are managed by traditional methods relating to processing, dosing and
administration protocols, and by the training required for registered practitioners of Chinese
herbal medicine. At no point does the profession underestimate or take lightly the potential
risk of these herbs if supplied or prescribed by those who do not have the training and
competence required to be a registered practitioner of Chinese herbal medicine or a
registered Chinese herbal dispenser. The profession understands that additional training will
be required for endorsement to purchase, obtain, use, sell, supply, prescribe or dispense
these scheduled herbs which may take various forms, including crude plant material,
concentrated granules, liquid extracts, tinctures, or proprietary medicines manufactured as
pills, capsules and tablets.
Nomenclature
There is considerable confusion caused by referring to Fu Zi as aconite. Fu Zi in Chinese
herbal medicine is the general term which can be used to refer either to the raw product
(Sheng Fu Zi) or the prepared product (Zhi Fu Zi). Although Fu Zi is derived from a species
of aconite, it has special characteristics which make it inappropriate to categorise it together
with other aconite products. The term ‘aconite’ does not specify plant part or method of
preparation and can refer to any of more than 100 plant species.4 The Therapeutic Goods
Administration (TGA) scheduling is based on chemical analysis of aconite species without due
consideration of plant species (carmichaeli vs kusnezoffii), of plant part (root vs accessory
root) or of preparation methods. It must be noted that:




Fu Zi refers to the lateral or accessory roots of Wu Tou (Aconitum carmichaelii
Debx.)
Chuan Wu refers to the mother root of Wu Tou
Cao Wu is a different species which is highly toxic.

As can be seen in Table 1 below, the Chinese medicine profession regards these three
different substances, all derived from aconite species, as three different herbs with different
properties. For this reason, they are clearly differentiated by the authorised Pin Yin name.
Additionally, the CORRECT preparation of Fu Zi converts toxic alkaloids into less toxic and
2

http://www.chinesemedicineboard.gov.au/Codes-Guidelines/Guidelines-for-safe-practice.aspx accessed on
29 October 2017
3
https://cdn1.scrvt.com/08ab3606b0b7a8ea53fd0b40b1c44f86/182ad35466c1d7f0/8ed94b5b45de/Prescribin
g_Competencies_Framework.pdf accessed on 30 November 2017
4
http://www.encyclopedia.com/plants-and-animals/plants/plants/aconite accessed on 2 November 2017
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non-toxic benzoylaconines which are then converted into aconines, further reducing toxicity
and creating Zhi Fu Zi. 5 Studies show that correct preparation reduces toxic alkaloids by
90%. 6 7 (Refer to Appendix 5 for further information.) Depending on harvest time and
preparation, toxic side effects have been recorded in the ranges shown in Table 1:
Table 1 Nomenclature and Dosage range of Wu Tou

Pin Yin
name

Chinese
characters

Pharmaceutical name
(standard species)

Fu Zi

附子

Aconiti Radix Lateralis
(carmichaeli)

Chuan Wu

Cao Wu

川乌

草乌

Aconiti Radix
(carmichaeli)
Aconiti Radix
(kusnezoffii)

Scientific name

Dosage
range
inducing
adverse
effects

Aconitum
15-60g
carmichaelii Debx.
Aconitum
carmichaelii Debx. 3-30g
Aconitum
kusnezoffii

0.3g

Reichb.

Re-scheduling of Ma Huang and Zhi Fu Zi
Currently Ma Huang (Ephedrae Herba) as Ephedrine and pseudoephedrine and Zhi Fu Zi
(Aconiti Radix Lateralis Preparata) as Aconitum are included in Schedule 2 (S2) and Schedule
4 (S4) in the national Standard for Uniform Scheduling of Medicines and Poisons (SUSMP) No
18 (2017).8 Ma Huang is additionally included in Schedule 3 and Appendix D of the SUSMP
2017.
This submission proposes to recommend that Ma Huang and Zhi Fu Zi be re-scheduled and
placed in S1 which is currently blank in SUSMP. Schedules 2-9 are adopted automatically by
the States/Territories by reference from the SUSMP and so it is currently illegal for a Chinese
herbal medicine practitioner or Chinese herbal dispenser to ‘obtain, possess, use, sell or
supply’ these two substances. However, this proposal demonstrates the suitability of Ma
Huang and Zhi Fu Zi to be included in S1 as they meet the criteria as outlined below.
Proposed S1 substances must be:
5

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4986097/ accessed on 8 November 2017
https://www.researchgate.net/publication/288776311_Specific_Conversion_of_Diesterditerpenoid_Aconitum_Alkaloids_Components_into_Hydrolysis_Monoesterditerpenoid_Alkaloids_Components_and_Lipo-alkaloids_Components accessed on 17 October 2017
6

7

http://naturaldatabase.therapeuticresearch.com/nd/PrintVersion.aspx?id=609&AspxAutoDetectCookieSuppo
rt=1 accessed on 17 October 2017
8

https://www.legislation.gov.au/Details/F2017L01285 accessed on 30 October 2017

Page 7 of 38

Access to restricted herbs: Response from the Chinese medicine profession



accurately identified and labelled of known and recorded medicinal quality and strength
(concentration of the chemical for which S1 listing is required)
 evaluated for contamination by heavy metals, microbial toxins, microorganisms,
pesticides, fumigation agents and radioactivity
 free from inadvertent or deliberate substitution of other herbs or adulteration with
pharmaceutical drugs.
General mechanism needed in addition to appropriate training include:
 an effective system for notification of adverse events
 effective procedures (endorsement, record keeping, secure storage, etc.) to prevent
diversion of herbs for illicit use or abuse
 regular auditing of endorsed practitioners and approved suppliers.
A code of practice for suppliers including:
 staffing, expertise and supervision
 analytical and testing services
 batch documentation and record keeping
 packaging, labelling and storage
 supply to authorised end-users
 condition of herbs
 provision of information
 requirements for a ledger and supporting documentation
 requirement to notify a proper administration authority
 licensing requirements.
Dispensers must not dispense, sell or supply an S1 substance:
 to a person who is not a patient, unless that person is the patient’s parent or guardian
or has written authorisation from the patient
 an amount greater than the therapeutic amount, unless the prescribing practitioner has
informed the dispenser in writing that a greater than usual amount is therapeutically
required
 for any purpose other than health care, except in the case of a research project to an
unendorsed or unauthorised person.
Criteria for use of Ma Huang and Zhi Fu Zi
The criteria applied by the profession in selecting Ma Huang (Ephedrae Herba) and Zhi Fu Zi
(Aconiti Radix Lateralis Preparata) are herbs that:
•
•
•

Have well-established therapeutic use
Do not have a satisfactory herbal substitute
Can be safely prescribed by those with adequate and appropriate training – in other
words a registered practitioner of Chinese herbal medicine who has been endorsed to
use, prescribe, dispense
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•

Have a long history of safe use with the correct processing, administration, dosage etc.
where potential toxic effects are avoided as explained elsewhere in this submission and
in Appendices 2 to 5.

In addition to the proposal to add Ma Huang and Zhi Fu Zi to S1, we would like to make
further recommendation for amendments to the existing S2 and S4 in which the compounds
of Ma Huang and Zhi Fu Zi have been included. Currently TGA requests any ingredient that is
included under SUSMP must be excluded from the Australian Register of Therapeutic Goods
(ARTG). As a result, the use of some Chinese herbal proprietary medicines (Zhong Cheng
Yao) has been significantly impacted by the current SUSMP. (Please refer to Appendix 1 for
details.)
Benefits to the Public of Ma Huang and Zhi Fu Zi
1. Therapeutic benefit:
Ma Huang (Ephedrae Herba): Traditionally used for conditions related to ‘coldness’, as
may be seen, for instance, in various conditions exacerbated by cold. Conditions may
include such bio-medically defined problems as upper respiratory tract disorders,
Raynaud’s syndrome or other circulatory problems, and painful conditions in the muscles
and joints. (For more information, refer to Appendix 2.)
Zhi Fu Zi (Aconiti Radix Lateralis Preparata): Traditionally used for conditions
related to deficiency of Yang Qi (vital energy). Such conditions may manifest with
coldness in the limbs or the affected part, various digestive disorders, abdominal pain and
distension, diarrhoea, palpitations and other Chinese medicine symptomatology. Research
has found Zhi Fu Zi to have positive effects for many bio-medically defined conditions
including anti-arrhythmic effects, analgesic effects, anti-epileptiform effects, and
antimicrobial activity. Anti-inflammatory and anti-cancer effects have also been
demonstrated. (For more information, refer to Appendices 4 and 5.)
To support the claim of benefits from Zhi Fu Zi, here we quote from one of the wellknown Chinese medicine herbal medicine textbooks published in English:

“…this is one of the strongest herbs in our therapeutic armory, unmatched in its power
and range of action, and it is the main herb in many important formulas. There is simply
no effective substitute. For the good of patients who cannot get better without using it,
every effort to ban this medicinal should be firmly resisted. Moreover, at present, the
aconitine content can be determined by appropriate analytical methods. For this reason,
we recommend that Aconiti Radix lateralis preparata (zhi fu zi) from reliable sources be
used.”9
2. Research benefit:
Current restricted use of Ma Huang and Zhi Fu Zi has resulted in limited research. Access
to the herbs would enable further research into safety and efficacy. Establishment of a
9

Bensky, Cavey, Stoger: Chinese Herbal Medicine Materia Medica 3rd Edition 2004 (page 675)
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recording system for quantitative usage of the scheduled herbs could provide data for
further research. There is great potential, for instance, for research into the use of Ma

Huang for hay fever (seasonal allergic rhinitis) and for sinusitis, both of which are
common complaints in Australia.
3. Cost effectiveness to government (and therefore tax payers)
Chinese herbal medicines are paid for by the patient. In other words they are fully funded
by the consumer with no government subsidy. In addition, the cost of Chinese herbal
medicine treatment is generally much lower than the alternative offered by many
pharmaceuticals used in respiratory tract infections, joint and muscle pain and other
disorders.
Value to the profession: Clinical need and absence of suitable substitutes
Ma Huang and Zhi Fu Zi are especially important in the practice of Chinese herbal medicine
because they:
1) have therapeutic value in a wide range of common conditions as recorded in many
historic texts of Chinese medicine and as supported by research (Please refer to
Appendices 2 and 4) and
2) have no effective substitutes or equivalents.
Safety and potential adverse effects of Ma Huang and Zhi Fu Zi
Evidence of application of Ma Huang and Zhi Fu Zi for asthma or arthralgia has been well
documented for more than 1,800 years in Chinese medicine practice in China.10 Both herbs
are prescribed only in accordance with the prescribing principles of Chinese medicine. Ma
Huang is commonly prescribed in a modest dose for 1-3 days and Fu Zi must be prepared by
prolonged boiling. It is essential to note that apart from being prepared by prolonged
boiling, it is ONLY the accessory, daughter or lateral root of the plant which is used, and
NOT the main root or mother root (Chuan Wu, Aconitum carmichaelii Debx) which is more
toxic and bears a different name in the nomenclature of Chinese medicine. These facts are
reflected in the pharmaceutical name of Zhi Fu Zi: Aconiti Radix Lateralis Preparata.
Side-effects are generally the result of a) inadequate preparation and b) consumption not of
the accessory or daughter root (Fu Zi) but of the main root or tuber, known as Chuan Wu, or
a different species, Cao Wu, Aconitum kusnezoffii Reichb, which are far more toxic. Most
poisoning cases reported are from home use where a soup is made from the tuber, and
where dosages range from 50–500g instead of 3–30g per person. 11 (Please refer to
Appendices 4 and 5 for details.)
Ma Huang: Improper use can cause adrenergic effects potentially causing heart attack,
hypertension, or stroke. Adverse effects have occurred as a result of incorrect dosages or
over-the-counter (OTC) availability and self-administration where it was promoted and sold
over the counter to raise the metabolism for weight loss. Noteworthy is the fact that the
common dosage of Ma Huang is 2-10g and that toxicity symptoms have been recorded in

10
11

https://en.wikipedia.org/wiki/Shanghan_Lun accessed on 29 October 2017
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4179150/ accessed on 20 October 2017
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doses of 30-45g. This means the safety threshold is well within recommended prescribing
limits, with the common dosage range falling well below the range eliciting adverse effects.12
Fu Zi: Improper use can cause the neuro-toxicity and cardio-toxicity symptoms of aconite
poisoning such as tingling or numbing sensation, vomiting, diarrhoea, coma, delirium,
paralysis of respiratory muscles and death. Most poisoning cases reported are from home
use where a soup is made from the mother root (not the accessory roots) or from the wild
variety called Cao Wu, sometimes eaten as a vegetable, where dosages range from 50–500g
per person significantly exceeding the recommended range of 1.5-3g for prepared (preboiled) Cao Wu. Zhi Fu Zi is prepared by pre-boiling before sale, eliminating the problem
of patients not boiling the herbs for an adequate period of time is avoided.
Improper use of Ma Huang
Some years ago, OTC self-administration of Ma Huang caused many problems because of
incorrect dosage and because it was used for the wrong condition when it was promoted as
a “health supplement” and sold over the counter to raise the metabolism for weight loss or
to enhance athletic performance. Ma Huang has clear contraindications and dosage
restrictions due to the presence of ephedrine and pseudoephedrine which can be prescribed
only to certain people under certain circumstances, and it is also not prescribed randomly or
for a prolonged period of time.13,14,15
Improper use of Fu Zi
Improper use of Fu Zi may include incorrect dosage, incorrect preparation, incorrect species
or incorrect plant part. Each of these has toxicity potential and can cause adverse effects. In
China, particularly, toxic effects are most often associated with culinary (home) use:

“From 1995 to 2013, there were eight reports of aconite poisoning after consumption
of these herbal soups and meals, including two reports of large clusters of cases (n =
19–45) and two reports of cases (n = 15–156) managed by two hospitals over a period
of 4.5 to 5 years. The herbal formulae used did not adhere to the suggested guidelines,
with regarding to the doses (50–500 g instead of 3–30 g per person) and types (raw
instead of processed) of aconite roots used. The quantities of Aconitum alkaloids
involved were huge, taking into consideration the doses of aconite roots used to
prepare herbal soups/meals and the amounts of aconite roots and herbal soups/meals
consumed. In a large cluster of cases, despite simmering raw ‘caowu’ (the root tuber
of A. kusnezoffii) in pork broth for 24 h, all 19 family members who consumed this
soup and boiled “caowu” developed poisoning.” 16

12

Chinese Herbal Medicine Materia Medica 3rd Edition. Bensky, Clavey & Stöger. Eastland Press 2004
http://www.jams-kpi.com/article/S2005-2901(09)60033-9/fulltext?cc=y accessed on 29 October 2017
14
https://mayoclinic.pure.elsevier.com/en/publications/ephedra-containing-dietary-supplements-in-the-usversus-ephedra-a accessed on 29 October 2017
15
https://www.ncbi.nlm.nih.gov/pubmed/12672771 accessed on 29 October 2017
16
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4179150/ accessed on 29 October 2017
13
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Risk management in the use of Ma Huang and Zhi Fu Zi
Risk is managed in the following ways:
• Adequate training (including knowledge of antidotes and other emergency procedures)
of registered practitioners of Chinese herbal medicine and robust endorsement
procedures
• Dosage and administration protocols
• Proper preparation and processing of the herbs
• Quality assurance - use of prepared forms such as granules or tinctures
• Guidelines for adverse event reporting.
Practitioner training and competence
This is overseen by the regulatory agencies, the Australian Health Practitioner Regulation
Agency (AHPRA) and the CMBA. Owing to the National Law and the administrative and
regulatory agencies, AHPRA and the CMBA, stringent controls are already in place that
ensure proper education and training, the enforcement of ethical and practice guidelines, as
well as monitoring and disciplinary procedures.
Endorsement of a registered Chinese herbal medicine practitioner
Under section 14 of the Health Practitioner Regulation National Law Act 2009 (the National
Law, current as of 11 October 2017), the CMBA can seek approval from the Australian Health
Workforce Ministerial Council (AHWMC), also referred to as the Ministerial Council, to
endorse the registration of a practitioner as qualified to use a scheduled medicine or a class
of scheduled medicines. In regard to such approval the Ministerial Council may specify:
1. The class of health practitioners to which the approval relates
Registered practitioners of Chinese herbal medicine including Chinese herbal
dispensers
2. The scheduled medicine or class of scheduled medicines
Ma Huang (Ephedrae Herba) and Zhi Fu Zi (Aconiti Radix Lateralis Preparata)
3. The types of activity that the endorsed practitioners are qualified for
The purchase, stocking, storage, possession, sale, supply, prescription and use, of the
scheduled medicine(s).
Training requirements for endorsement
Prior to the endorsement of Chinese medicine practitioners and herbal dispensers to use Ma
Huang and Zhi Fu Zi, the following criteria must be met:
 For practitioners, to obtain, sell, store, use, prescribe and dispense; the minimum prerequisite is registration as a practitioner of Chinese herbal medicine
 For dispensers, to obtain, sell, store and dispense (but not prescribe); the minimum
pre-requisite is registration as a dispenser of Chinese herbal medicine
 Other objectives and outcomes specified in the “endorsement course” would relate to
specific knowledge of adverse effects, dosages, preparation requirements, storage,
dispensing and labelling that might be additional to those already in force.
Page 12 of 38
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Readiness within the profession
The Chinese medicine profession is one of the 14 registered professions currently regulated
by the National Law, administered by AHPRA and the CMBA. Stringent ethical and practice
guidelines are in place, as found in the Code of Conduct, and approved training institutions
and their accredited courses undergo regular review. These include the comprehensive safe
prescribing practices as established in Guidelines for Safe Chinese Herbal Medicine Practice
(2015) 17 and reference is made to Competencies Required to Prescribe Medicines (2016).18
As a registered profession, it is therefore accountable, and individual practitioners who fall
below the standard expected of the profession can be the subject of notification and
disciplinary action, which can include de-registration.
Chinese medicine practice
It must be noted that Chinese medicine works within a different paradigm from that of
Western medicine. It is important to understand that a patient presenting with any of a
range of conditions diagnosed by the Western medicine model is not prescribed herbs
according to the Western diagnosis or condition, but according to the differential diagnosis of
Chinese medicine (Bian Zheng). For this reason, the Chinese medicine treatment for two
different patients diagnosed by Western medicine as having the same condition may be
different for each. Following from that, it must be understood that all herbs are prescribed
strictly in accordance with the differential Chinese medicine symptomatology. They are
prescribed only when the appropriate signs and symptoms are present and in accordance
with strict administration protocols. For Ma Huang and Zhi Fu Zi in particular, there are
specific indications and cautions:
Cautions and Contraindications for Ma Huang
This herb should only be used in accordance with Chinese medicine theory for traditional
indications.
Cautions: Not for long-term use (may cause oliguria or anuresis)
Contraindications: In Chinese medicine terms, patients with a weakened constitution or a
pattern of deficiency; a pattern of excess yang or a pattern of deficient yin. Not to be used
for repeated administration in the case of cough or wheeze. In Western medicine terms, not
for patients with cardiovascular disease, thyroid disease, diabetes. Not to be combined with
caffeine, theophylline, cardiac glycosides, and monoamine oxidase inhibitors (MAOIs). Not to
be taken by pregnant or breast feeding women.
Cautions and Contraindications for Zhi Fu Zi

17

http://www.chinesemedicineboard.gov.au/Codes-Guidelines/Guidelines-for-safe-practice.aspx accessed on
29 October 2017
18

http://www.chinesemedicineboard.gov.au/Search.aspx?q=Competencies+Required+to+Prescribe+Medicines+
accessed on 30 October 2017
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This herb should only be used in accordance with Chinese medicine theory for traditional
indications.
Cautions: Pregnant women and patients with cardiac disorders.
Contraindications: Patients with yin deficiency and excess heat; febrile conditions;
pregnancy; children; breast feeding mothers (due to possible transfer to breast milk)
Herb processing
Herb processing, known as Pao Zhi, constitutes a significant body of knowledge and is an
essential and integral part of Chinese herbal medicine practice. It incorporates a range of
tried and true methods that go back over 2000 years. Each method is appropriate to
particular herbs and has a specific objective. These include but are not limited to:





Herb preservation to promote shelf-life
Elimination and prevention of microbial infestation
Improvement of digestibility
De-toxification

Most methods also change the nature and, function of the herb so that the end product is
changed in its function to the extent that it is placed in a different category in the materia
medica and is deemed to be a different herb.
Chinese medicine dosage and administration protocols
The guidelines for safe prescribing practices have already been established in Guidelines for
Safe Chinese Herbal Medicine Practice (2015) and Competencies Required to Prescribe
Medicines (2016). Moreover, in traditional use of Chinese medicine, there are strict prerequisites for the prescription or administration of any herb. In the case of Ma Huang and Zhi
Fu Zi, the differential diagnostic criteria are stringent, as are the dosages and the duration of
administration. No herbal prescription is routinely prescribed for a long period of time;
patients are always monitored to check whether continued administration is beneficial, or
whether the dosage should be reduced, or discontinued.
There are two facts that need to be taken into consideration:
1. In the case of Ma Huang, OTC self-administration caused many problems due to
incorrect dosage for the wrong conditions, for instance, when it was taken to raise
the metabolism for weight loss and to enhance athletic performance. (See Appendix
2) Ma Huang has clear contraindications and dosage restrictions due to substances
such as ephedrine and pseudoephedrine and can be prescribed only to certain people
in certain circumstances, and is not prescribed randomly or for a prolonged period of
time. Furthermore, adverse effects have been reported in doses of 45-60g, which is
far in excess of the Chinese medicine prescribing practice of 1.2-10g. This means
the safety threshold is well within the limits, with the common dosage range falling
well below the range eliciting adverse effects.19
2. In the case of Zhi Fu Zi, correct preparation by prolonged boiling for 2-3 hours is
essential. Zhi Fu Zi refers to the prepared herb which is no longer toxic. It is the raw
Fu Zi or Fu Zi that has not undergone prolonged boiling that contains significant levels
19

Chinese Herbal Medicine Materia Medica 3rd Edition. Bensky, Clavey & Stöger. Eastland Press 2004
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of aconitine which is a scheduled S2 and S4 substance of SUSMP 2017. Prolonged
boiling in the pre-sale processing converts the diester diterpene alkaloids which are the
major toxic components, into monoester diterpene alkaloids, thus significantly reducing
the overall toxicity and avoiding any significant risk of side-effects. Problems arise if
the herb is not properly prepared or if excessive doses are administered. Most
poisoning cases reported are from home use where a soup is made from the tuber,
and where dosages range from 50–500g instead of 3–30g per person. 20 (Please see
Appendices 4 and 5)
Evidence of safe prescribing practice in the profession

“Health professionals who prescribe need to be equipped with competencies to make
decisions which maximise the benefits, and minimise the harms, of medicines and maintain
the health of individuals and the community.” 21
1. It is noted that the CMBA developed Guidelines for Safe Chinese Herbal Medicine
Practice (2015) with extensive industry consultation, covering all aspects of prescribing,
dispensing and labelling practices to ensure the safety of the public, and also to ensure
transparency of communication between registered Chinese herbal medicine
practitioners, the patient and other health professionals who may co-treat.
2. It is noted that criteria outlined in the framework Competencies Required to Prescribe
Medicines (2012)22 are broadly met by the industry, but that they are generally taught
in undergraduate training at an informal level and that universities and other training
institutions will need to address those competencies formally.
Quality assurance and supplier controls
It is clearly essential to have confidence in the herbal products: to know that the label is
accurate and that the contents are not an adulterant or substitute, and in the case of
concentrates, to be confident that the concentration ratio stated on the label is accurate. In
the case of Zhi Fu Zi it is additionally important to be sure of the processing and to know
that it has undergone prolonged boiling.

“The only meaningful quality criterion for this herb is its aconitine content, which requires
analytical assay. Only this will show whether the herb has been appropriately processed.
While there is some controversy, to be prudent, quantitative results by HPLC method are a
maximum aconitine content of 20mg’kg. If the aconitine content is higher than this, it can be
dangerous. Note that in China only about ten factories are licensed to process toxic herbs.
The use of untested aconite of any kind is strongly discouraged.”23
The Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation
Scheme (PIC/S) is recognised globally as having the most stringent pharmaceutical grade

20

http://www.mdpi.com/2072-6651/6/9/2605/htm accessed on 29 October 2017
Competencies Required to Prescribe Medicines National Prescribing Service Limited 2012
22
http://www.mdpi.com/2072-6651/6/9/2605/htm accessed on 29 October 2017
23
Bensky, Cavey, Stoger: hinese Herbal Medicine Materia Medica 3rd Edition 2004 (page 677)
21
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manufacturing standards. 24 Australia is a member country of PIC/S and the TGA is the
endorsing authority for PIC/S certification of medicinal products, including herbal medicines.
As a manufactured product, concentrated granules and tinctures lend themselves to
standardisation and to the certification scheme. The framework is therefore set to institute
and oversee these quality-assurance systems and supplier controls.
Potential for diversion of ephedrine and pseudoephedrine
Please refer to Appendix 3 for detailed discussion.
Summary
With proper safeguards in place, the benefits in the use of Ma Huang and Zhi Fu Zi are
considerable, whilst the risks are negligible:
 The ultimate benefit is increased efficacy of treatment for a widespread range of
common conditions. The herbs proposed are well described in Chinese medicine
classics, and are used and recommended widely.
 Analyses of adverse events reported in association with each herb indicate very few
adverse reactions in widespread and documented use over a long period of time,
ongoing use in contemporary Chinese medicine practice outside Australia and very few
adverse reactions.
 In the case of Ma Huang most adverse events reported in the countries outside China
were due to non-traditional, non-medical, long-term, or overdose of ephedra for selfadministration in dietary supplements for weight loss or energy enhancement.
 In the case of Fu Zi, it is unprepared Fu Zi that is toxic because it is raw, not Zhi Fu Zi
which has undergone prolonged boiling. In addition, most serious adverse events are
from Wu Tou or Cao Wu, not Zhi Fu Zi.
 It is proposed that only registered practitioners of Chinese herbal medicine who have
completed a relevant accredited and approved course of study and training in
scheduled herbs may prescribe. In other words only those registered Chinese herbal
medicine practitioners who have been endorsed by the CMBA under section 14 as
being qualified to administer, obtain, possess, prescribe, sell, supply or use a
scheduled medicine or class of scheduled medicine.
Conclusion
This proposal has demonstrated the readiness of the Chinese medicine profession to accept
responsibility for use of the scheduled herbs Ma Huang and Zhi Fu Zi, and further
demonstrated their high therapeutic value in the absence of suitable substitutes. The
proposal has also demonstrated their safe use in the hands of suitably trained and registered
practitioners of Chinese herbal medicine.

24

https://www.picscheme.org/ accessed on 30 October 20917
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APPENDIX 1
Re-scheduling provisions and rationales for ARTG listed Chinese herbal
preparations

Ephedra spp. (Ma Huang species) 麻黄属
1. Current Scheduling: (SUSMP No. 18 1 Oct 2017)
S4 - EXCEPT in preparation containing 0.001% or less of ephedrine.
2. Proposed re-scheduling:
S1 (currently blank)
Ephedra spp.
Used by Registered Chinese Medicine Practitioners in prescriptions in decoction pieces
only and or when listed on the ARTG for practitioner use only in preparations
containing 0.30 % or less of ephedrine
S4 except in preparation containing 0.001% or less ephedrine; and when included

in Schedule 1
3. Rationale for ARTG acceptable ephedrine content limit for Chinese medicine
use:
3.1 According to Xiao Peigen (2002) Modern Chinese Materia Medica, Chemical
Industrial Press, the ranges of ephedrine content are as tabled below:

E. Sinica
E. intermedia
E. equisetina

草麻黄
Cao Ma Huang
中麻黄
Zhong Ma Huang
木贼麻黄
Mu Zei Ma Huang

0.77 – 0.89% Ephedrine

Common use

0.12 -0.47% Ephedrine

Less use

1.1 – 1.4% Ephedrine

Less use

3.2 According to Huang Huang (2010) Huang Huang’s Guide to Clinical Application of
Classic Formulas, People’s Medical Publishing House, the ratio of ephedra herbs in
typical Chinese classic formula preparations is as follows:
3.2.1 Ma Huang Tang (Ephedra decoction):
Ma Huang (Herba ephedrae) 15g
Gui Zhi (Ramulus cinnamomi) 10g
Gan Cao (Radix et Rhizoma Glycurrhizae) 5g
Xing Ren (Semen Amrmeniacae Amarum ) 15g
Ma Huang (Herba Ephedrae) fraction = 15/45 = 33.33%

3.2.2 Ma Xing Shi Gan Tang (Ephedra, Apricot, Gypsum, Licorice decoction):
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Ma Huang (Herbal ephedrae)15g
Xing Ren (Semen Amrmeniacae Amarum ) 15g
Shi Gao (Gypsum fibrosum) 30g
Gan Cao (Radix et Rhizoma Glycurrhizae) 10g
Ma Huang (Herba Ephedrae) fraction = 15/70 = 21.43%
Maximum composition percentage for Ma Huang content = 33.33 %
Therefore, the maximum content of ephedrine in listed Chinese herbal preparations for
practitioner use only on ARTG should not exceed:
33.33% x 0.89% (commonly used species with ephedrine content) = 0.30%
Aconitum spp (Wu Tou species) 乌头属
1. Current Scheduling (SUSMP No. 18, 1 Oct 2017)
S2
ACONITUM spp. for therapeutic use in adults:
a) in preparations for oral use in packs each containing 0.2 mg or less of total
alkaloids except in packs containing 0.02 mg or less of total alkaloids; or
b) in preparations for dermal use containing 0.02 per cent or less of total alkaloids,
in packs each containing 0.2 mg or less of total alkaloids except in packs
containing 0.02 mg or less of total alkaloids.
S4
ACONITUM spp. except:
a) when included in Schedule 2;
b) in preparations for oral use in adults in packs containing 0.02 mg or less of total
alkaloids; or
c) in preparations for dermal use in adults containing 0.02 per cent or less of total
alkaloids in packs containing 0.02 mg or less of total alkaloids.
2. Proposed re-scheduling
Aconitum spp.
S1 (currently blank)
Used by registered Chinese medicine practitioners in prescriptions in prepared
decoction pieces (raw and granule form) only and when listed on the ARTG in
“Practitioner Only” preparations:
A) For oral use with single dose of total alkaloids less than 0.1mg and daily dose
0.3mg or less; or
B) For dermal use, contains 3% or less of aconitum spp, and total alkaloids less
than 0.3mg.
S2 (being amended)
ACONITUM spp. for therapeutic use in adults:
a) in preparations for oral use in packs each containing 0.2 mg or less of total
alkaloids except in packs containing 0.02 mg or less of total alkaloids; or
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b) in preparations for dermal use containing 0.02 per cent or less of total alkaloids,
in packs each containing 0.2 mg or less of total alkaloids except in packs
containing 0.02 mg or less of total alkaloids OR
c) EXCEPT when included in Schedule 1
S4 (being amended)
ACONITUM spp. except:
a) when included in Schedule 1; or
b) when included in Schedule 2; or
c) in preparations for oral use in adults in packs containing 0.02 mg or less of total
alkaloids; or
d) in preparations for dermal use in adults containing 0.02 per cent or less of total
alkaloids in packs containing 0.02 mg or less of total alkaloids.
Rationale:
According to Xiao Peigen (2002), Modern Chinese Materia Medica, the Chemical Industrial
Press, the range of total alkaloids is as tabled below:
Processed status

Commodity

Total alkaloids

LD50 (g/Kg)
mice

Raw aconitum

生附子 Sheng Fu Zi

0.82-1.56%

5.49

Prepared aconitum

制附子 Zhi Fu Zi

0.12-0.29%

161

Note: Lethal human dose of aconitine: 3-4mg; prolonged boiling in water has been shown
to reduce toxic alkaloids by 90% (see Appendix 3) and could decrease toxicity to 1/2000
(aconine)
QA reference: Chinese pharmacopeia (CP2015): Recommended dosage range 3-15g;
Quality control for prepared aconitum input: total alkaloids contains NMT 0.010% (HPLC)
Therefore, EACH batch of decoction pieces should pass assay including contents of alkaloids
and with a valid COA confirming Total alkaloids NMT 0.010%.
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APPENDIX 2
Research on Therapeutic Benefit & Safe Use of Ma Huang
Note: It is recommended for those considering this proposal to read Appendix 10
(monographs of Ma Huang and Zhi Fu Zi) of the 2009 Victorian submission to the Victorian
Minister of Health, written and prepared by RMIT and protected by copyright: “Copyright ©
Royal Melbourne Institute of Technology (2009). This contains research and other valuable
information.
Background: Ma Huang has been traditionally used for cough, wheeze and joint pain for
2000 years. Its efficacy can be explained by the fact that its adrenergic effects make it an
effective bronchodilator and also promote circulation. The component ephedrine was
extracted and adopted for use in modern medicine in the early 20th century for use in various
decongestant and bronchodilator products in the United States beginning in the late 1920s
through the 1940s, Its potential for misuse led to the creation of a chemical substitute,
pseudoephedrine that remains the active ingredient in many OTC products such as Sudafed.
Primatene Mist, an OTC containing ephedrine, is used to treat asthma. In the US it is
classified as a dietary supplement.
In 2000, the U.S. Food and Drug Administration (FDA) reported that the herb ephedra when
used as a weight-loss product could result in serious side effects, including heart attack,
stroke, and high blood pressure. These potentially life-threatening outcomes, especially to
those people with heart problems, are a result of those products that combine ephedra with
other stimulants, such as caffeine. The FDA banned the sale of dietary supplements
containing ephedrine alkaloids (compounds found in some ephedra species) in the United
States in 2004.25 It was an ingredient in some dietary supplements marketed for weight loss,
increased energy, and enhanced athletic performance. It should be noted that ephedra may
be life threatening if taken in very high dosages (over 100 g, lethal dosage when taken orally
corresponding to approximately 1–2 g L-ephedrine). Traditional use for influenza, cough,
wheeze and joint pain is safe in the hands of a registered practitioner. 26
Therapeutic Benefit of Ma Huang
1. http://file.scirp.org/pdf/Health20110500006_97991689.pdf Joint pain and influenza
2. https://vcahospitals.com/know-your-pet/ephedra
Ephedra may be useful in the
treatment of chronic respiratory problems, such as bronchitis, sinusitis, and most
notably asthma. Ephedra is also an important constituent of some commonly used
traditional Chinese herbal formulas to treat low back and joint pain.

25

Information on ephedra and the FDA including flaws in the FDA findings:
https://dash.harvard.edu/bitstream/handle/1/8852148/ehlers.html?sequence=2
26

http://www.encyclopedia.com/medicine/drugs/pharmacology/ephedra
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3. http://www.sciencedirect.com/science/article/pii/S0144861710006934
[accessed
21.102017] Screening and comparison of the immunosuppressive activities of
polysaccharides from the stems of Ephedra sinica Stapf
Misuse of Ma Huang
1. Kim. J Acupunct Meridian Stud 2008;1(2):128−138 (Use for weight loss)
http://www.jams-kpi.com/article/S2005-2901(09)60033-9/fulltext?cc=y=
2. Gordon. Alternative Therapies in Health & Medicine; Nov/Dec 2004;:18-19
http://www.alternativetherapies.com/resources/web_pdfs/at_index/AT_2004_index.pdf
See also: Gordon J. The White House Commission on Complementary and Alternative
Medicine Policy and the Future of Healthcare. 2004;10(5): 20-23. — Banning Ephedra:
Good Call, Poor Vision. 2004. 10(6); 18.
3. Mehendale. The American Journal of Chinese Medicine, 2004 ; 32(1): 1–10
https://mayoclinic.pure.elsevier.com/en/publications/ephedra-containing-dietarysupplements-in-the-us-versus-ephedra-a
Dietary supplements vs traditional use
4. Shekelle. JAMA, March 26 2003; 12: 1537-1545
https://www.ncbi.nlm.nih.gov/pubmed/12672771
Efficacy and safety of ephedra and ephedrine for weight loss and athletic performance:
a meta-analysis.

Page 21 of 38

Access to restricted herbs: Response from the Chinese medicine profession

APPENDIX 3
Diversion of ephedrine & pseudoephedrine

In this proposal, the Chinese herbal medicine profession seeks access to the legitimate use
of Ma Huang which is regulated not only by the TGA but, more essentially, by knowledge
and ethical responsibilities of the regulated profession of Chinese medicine:
 Ma Huang is never given alone as a single herb but is combined with other herbs
 In Chinese medicine practice, Ma Huang is prescribed only in response to very specific
symptoms and a particular kind of pulse image: The patient cannot hoodwink the
practitioner by pretending to need it when they do not
 In most cases, when treating for upper respiratory tract disease, only one or two doses
are given in the acute phase, after which, other herbs are prescribed. If given for a
longer time for a painful joint or muscle condition, it is prescribed only if the patient fits
the clinical picture.
 The profession complies with the same ethical codes as medical practitioners and
pharmacists and would not supply any herb unless it was for a specific therapeutic
purpose
Ephedrine and Pseudoephedrine
1. Are sympathomimetics belonging to the phenethylamine and amphetamine class of
chemicals
2. Are principally used for colds and influenza to relieve nasal blockage and are found as
single ingredients and in combination with other drugs in cold and flu preparations,
allergy preparation and decongestants
3. Are not in themselves addictive but are the precursors of illicit recreational stimulants
such as methylamphetamine (ice), methamphetamine (speed) and methcathinone
(cat / jeff / catnip / intash).
4. Are found in ephedra species. Of the six ephedrine-type ingredients found
in ephedra (at concentrations of 0.02-3.4%), the most common are ephedrine and
pseudoephedrine
5. Synthetic forms are used in pharmaceuticals and in the illicit drug trade – not the
crude ephedra plant [Ref: Ely, R. A., Journal of the Clandestine Laboratory

Investigating Chemists Association 4(2), 4-5, 1994]
Diversion: Efficiency and profitability
It is more efficient and more profitable to use synthetic forms of pseudoephedrine extracted
from manufactured products for the synthesis of methamphetamine and related illicit drugs
than to use crude ephedra. The two chief reasons for the crude plant material not being
feasible or profitable are:
 The bulk: Over 200 kg of raw herbs are required to make 1 kg methamphetamine as
opposed to only 2 kg of pseudoephedrine/ephedrine needed to produce 1 kg
methamphetamine.
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The process: The synthesis of methamphetamine from the crude product is a more
complex process than that required for ephedrine or pseudoephedrine products. The
comparison can be seen in this information box:

Synthesis of Methamphetamine from Pseudoephedrine vs Crude Ephedra
Synthesis of methamphetamine from pseudoephedrine
The hydroxyl group is removed by chemical reduction, using anhydrous ammonia and
lithium metal, or red phosphorous and iodine, to create the chemical reaction. Oxidation
can further produce the stimulant methcathinone.
Synthesis of methamphetamine from crude ephedra27
The extraction of alkaloids from the plant ephedra is a complex multi-step procedure:
Approximately 425 grams of ground ephedra plant material was washed three times with
methanol. The methanol washings were collected and allowed to evaporate to produce a
greenish-brown tar-like substance. To this material was added 250 mL of a 57% solution
of hydriodic acid and 9.5 grams of red phosphorus in a 1000 mL round-bottom flask. The
flask was equipped with a working condensor and a heating mantle. The mixture was
heated and allowed to reflux for approximately 5 hours. The aqueous reaction solution
was filtered, made basic with NaOH (pH>12), then extracted into trichlorotrifluoroethane
(Freon-113). The organic solution was dried over anhydrous Na2SO4. Hydrogen chloride
gas was then bubbled into the freon, resulting in the crystallization of the final product as
the hydrochloride salt. Samples of the reaction mixture were taken at various times
throughout the synthesis. These samples were basified, extracted into methylene chloride,
and analyzed on the GC-IRD and GC-MSD. Samples were taken at 60, 127, and 310
minutes into the reaction synthesis.

Amount of product needed to produce 1 kg of methamphetamine 28
Product
Quantity
Capsules (low dose)
769,230 capsules
Capsules (high dose)
100,000 capsules
Tablets
83,333 tablets / 6,944 packs [approx. 70 kg]
Crude herb
208 kg

Police Seizures of Ephedrine and Methamphetamine
Since the tightening of regulations governing the legitimate sale of ephedrine and
pseudoephedrine products, these precursors in methamphetamine production are chiefly
sourced from smuggling operations involving quantities of synthetic ephedrine measured in
tonnes rather than kilograms, as shown here:

https://erowid.org/archive/rhodium/chemistry/ephedra.html
See also: http://www.ephedra.nu/chemistry_1.html
28
https://erowid.org/archive/rhodium/chemistry/ephedra.html
27
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Australian Federal Police seize largest ever haul of methamphetamine precursor
ABC News Updated 6 Oct 2017, 2.35pm
http://www.abc.net.au/news/2017-10-06/nsw-police-seize-largest-ever-haulephedrine/9022992
Australian Federal Police have found almost four tonnes of the drug precursor ephedrine
— enough to make up to $3.5 billion of methamphetamine — hidden in green tea bottles
sent from Thailand. Authorities said the ephedrine haul was the largest seizure of drug
precursor chemicals at the Australian border. Police also found 350 kilograms of
methamphetamine hidden inside buckets of plaster.
Meth haul 'leader' sentenced to 24 years
6:02 pm on 26 October 2017
http://www.radionz.co.nz/news/national/342429/meth-haul-leader-sentenced-to-24-years
An Australian man who helped import more than half a tonne of methamphetamine into
New Zealand has been sentenced to 24 years in jail.
Australian Federal Police ice bust makes history
APRIL 5, 2017
A WAREHOUSE in Nunawading in Melbourne’s east was the unlikely setting for Australia’s
biggest seizure of the drug ice, weighing almost a tonne (903 kg) and valued at $900m.
http://www.news.com.au/national/crime/australian-federal-police-ice-bust-makeshistory/news-story/46a8d8f0d2ae239bf8214d1b8d1b9884
Overview
 Although ephedrine and pseudoephedrine can be extracted from the ephedra plant
(Ma Huang), the process is highly complex so it is not feasible.
 The production ratio of crude ephedra to methamphetamine is extremely high with
208 kg of crude product needed to synthesise 1 kg methamphetamine. IE the ratio is
over 200:1. In contrast, the production ratio of ephedrine to methamphetamine is
2:1 with only 2 kg of pseudoephedrine/ephedrine needed to produce 1 kg
methamphetamine. Liquid ephedrine is even more productive with a ratio of almost
1:1 (1:0.9).
 Drug manufacturers use the synthetic precursors (ephedrine and pseudoephedrine)
- not the raw plant material
 Because of tightened regulation over pharmaceuticals, the chief means of procuring
ephedrine and pseudoephedrine for the illicit manufacture of methamphetamine is
smuggling.
Conclusion
Diversion of Ma Huang to recreational use as a stimulant is impractical and not commercially
viable. Consideration of the feasibility factors, in addition to facts presented elsewhere in this
submission, shows the risk of diversion to be negligible and access should be granted to the
profession.

Page 24 of 38

Access to restricted herbs: Response from the Chinese medicine profession

APPENDIX 4
Research on Therapeutic Benefit & Safe Use of Fu Zi
Note: It is recommended for those considering this proposal to read Appendix 10
(monographs of Ma Huang and Zhi Fu Zi) of the 2009 Victorian submission to the Victorian
Minister of Health, written and prepared by RMIT and protected by copyright: “Copyright ©
Royal Melbourne Institute of Technology (2009). This contains research and other valuable
information.

Therapeutic Benefit of Fu Zi
1. Diterpenes Acting on Cardiovascular System July 2016
Abstract: High blood pressure, obesity and diabetes are the most common and progressive
disorders in cardiac and nephritic diseases. Substances having strong antioxidant and antiinflammatory activities at low concentration are cytoprotective in nature. Otherwise, those
have antispasmodic activity are considerably produced beneficial effects on the heart.
Essential oils, notably the diterpenes are well-known for their antioxidant, anti-inflammatory
and antispasmodic potentials. This revision aimed to sketch a current scenario on
cardioactive diterpenes. Results suggest that, a number of diterpenes have cardioprotectivity
due to their potent antioxidant, anti-inflammatory, diuretic and natriuritic, and vasorelaxing
effects. Additionally, angiogenesis and anti-apoptotic cell death are associated with
vasculogenesis and antitumor effects on the heart. On the other hand, the lipid lowering,
anticoagulant, antiplatelet activities are linked to their anti-atherothrombosis effect. In
conclusion, diterpenes may be potential source of cardioprotective agents.
https://www.researchgate.net/publication/304782637_Diterpenes_Acting_on_Cardiovascular
_System [accessed 17.10.2017]
2. A

review on phytochemistry,
of Aconitum Sep 2014

pharmacology

and

toxicology

studies

http://onlinelibrary.wiley.com/doi/10.1111/jphp.12310/full [accessed 17.10.2017]
Aconitum therapeutic effects: The pharmacological analysis of Aconitum species and their
compounds have shown various therapeutic effects. The key points of the scientific research
have been the effects of the diterpene alkaloids on the central nervous system and the heart.
Their antimicrobial and cytotoxic effects have also been studied.
Cardiac effects:
The initial research focused on the cardiovascular (arrhythmogenic)
toxicity of Aconitum alkaloids and especially AC. The marked cardiac activity of diterpene
alkaloids is mainly due to their effect on the voltage-gated Na+ channels. Depending on their
mechanism of action, the Aconitum alkaloids action on cardiac function can be subdivided
into arrhythmogenic and anti-arrhythmic alkaloids.
Analgesic effect: Alkaloids that activate voltage-dependent Na+ channels are
antinociceptive and have the potential to depolarize neurons permanently and hence block
the neuronal conduction. Na+ channel blockers possess antinociceptive activity by inhibiting
neuronal activity.
Although certain lipophilic alkaloids can integrate into the cellular
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membrane, the antinociceptive effect is likely to be a result of interaction with channel
proteins because the use-dependent inhibition of evoked potentials was observed in rat
hippocampal slices. Moreover, alkaloids with low affinity for the neurotoxin receptor site 2 of
Na+ channels lack antinociceptive action. The analgesic effect of Aconitum preparations was
earlier thought to be due to AC.
Anti-epileptiform effects: The inhibition of the neuronal activity and anti-epileptiform
activity of several diterpene alkaloids have been studied most exhaustively by Ameri et al. on
rat hippocampal slices in vitro. The anti-epileptiform activity of diterpene alkaloids is in line
with the blockade of the Na+ channels because Na+channels are known to be involved in the
genesis of abnormal activity in epilepsy. Na+ channel-blocking compounds (e.g. lappaconitine)
inhibit experimentally induced epileptiform activity frequency dependently by sparing the
normal neuronal activity. An important implication of the frequency-dependent mode of
action is the suppression of aberrant neuronal activity that occurs in the pathophysiological
state of epileptic seizures. Anti-epileptic studies revealed that the presence of an aromatic
substituent is essential for anti-epileptic activity. Aconitum compounds with aromatic
substituent
6-benzoylheteratisine,
1-benzoylnapelline,
lappaconitine
and
14
benzoyltalatisamine inhibited rat hippocampal excitability more potently than heteratisine,
napelline, lappaconidine and talatisamine, respectively.
Antimicrobial activity: On the basis of the in-vitro antiproliferative effects of several
atisine-type diterpene alkaloids against Leishmania infantum, the antiprotozoal activity of 43
C-19 diterpene alkaloids were tested on the extracellular and intracellular stages of the
parasite. From among the tested compounds, three atisine-type Aconitum alkaloids inhibited
the growth of L. infantum similarly to the reference drug, without being toxic to the host cells.
In an in-vitro culture system infected with Trypanosoma cruzi, 64 C-19 and C-20 alkaloids
were tested. Two atisine-type C-20 diterpene alkaloids inhibited the growth
of T. cruzi epimastigotes with activity levels similar to that of the reference drug, with no
toxicity to the host cells.
Cytotoxic activity: The cytotoxic activity of diterpene alkaloids on normal cells were first
studied in experiments aimed at the insect-repellent effects of the compounds. A few of the
tested 64 alkaloids, apparently randomly distributed among chemical classes, had a selective
cytotoxic effect against insect-derived Sf9 cells; only 13-oxocardiopetamine was cytotoxic to
mammalian CHO cells. Fractions of the root extract of A. karakolicum, a plant traditionally
used against cancer in Kyrgyzstan, exhibited antiproliferative effects of different degrees.
Activity-oriented phytochemical experiments resulted in the isolation of 8-O-azeloyl-14benzoylaconine, a diterpene alkaloid with marked cytotoxic activity on HCT-15, A549 and
MCF-7 tumour cell lines. The most comprehensive examination of the cytotoxic activity of
diterpene alkaloids was carried out by de Ines et al., who evaluated the cytotoxic effects of
43 C-19 diterpene alkaloids on the tumour cell lines CT26, SW480, HeLa, SkMel25 and
SkMel28 and the non-tumour cell line CHO. Twelve compounds with various structures
exhibited selective cytotoxicity to cancerous cell lines.
3. Anti-cancer and anti-inflammatory new vakognavine-type alkaloid from the
roots of Aconitum carmichaelii
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http://www.sciencedirect.com/science/article/pii/S0040403916315337 [accessed 21.10.2017]
Safe Use of Fu Zi
Mechanisms of boiling & processing that make Fu Zi safe (detoxification of Fu Zi by
conversion or reduction of diterpene alkaloids via soaking and boiling) follow here:
1. http://onlinelibrary.wiley.com/doi/10.1111/jphp.12310/full [accessed 17.10.2017]
Boiling markedly reduces the alkaloid content: the initial 1.10–1.56% alkaloid content of
the raw tubers of A. carmichaeli decreased to 0.14–0.29% during the preparation of Fu
tzu. In south-western China where Aconitum is used as a vegetable, the roots are cut
into slices and boiled for several hours to a couple of days depending on the amount
of Aconitum used. Traditionally, the boiled roots will only be ready for use when the
tongue or the buccal part of the mouth does not feel numb after tasting the decoction.
2. https://books.google.com.au/books?id=MFcHBAAAQBAJ&pg=PA341&lpg=PA341&dq=bo
iling+aconite+to+reduce+toxicity&source=bl&ots=PZMC0anBPD&sig=mXOuC7UfqQOGp
OEzZB2W9bUM3EI&hl=en&sa=X&ved=0ahUKEwjmhLvn4vbWAhUJtpQKHRGoDJ0Q6AEIL
jAB#v=onepage&q=boiling%20aconite%20to%20reduce%20toxicity&f=false
[accessed 17.10.2017]
Pillay V.V. Modern Medical Toxicology Jaypee Brothers Medical Publishers New Delhi
2013 Section 6 – Cardiovascular Poisons Ch 25 - Cardiotoxic Plants pp 340-343: “Herbal
decoctions of aconite are generally prepared by soaking the roots in water or saturated
lime water and then boiling. This causes hydrolysis of aconite alkaloids to less toxic
benzylaconine and aconine derivatives.”
3. https://www.classicalpearls.org/resources/the-flagship-remedy-of-chinese-medicinereflections-on-the-toxicity-and-safety-of-aconite/
Generally, processed aconite slices should be boiled for 1-2 hours before adding the
remaining ingredients of a Chinese herbal formula for further decoction.

Reduction of dieter diterpene alkaloids (DDAs), including the toxic alkaloid aconitine,
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during processing of aconite roots by pressure-steaming technique.17
4. https://www.ncbi.nlm.nih.gov/pubmed/19514874 [accessed 17.10.2017]
“Soaking and boiling during processing or decoction preparation will hydrolyze aconite
alkaloids into less toxic and non-toxic derivatives”
5. http://www.tandfonline.com/doi/abs/10.1080/15563650902904407?src=recsys&journalC
ode=ictx20
“Soaking and boiling during processing or decoction preparation will hydrolyze aconite
alkaloids into less toxic and non-toxic derivatives.”
6. http://www.mdpi.com/2072-6651/6/9/2605/htm
Aconitum Alkaloid Poisoning Related to the Culinary Uses of Aconite Roots 2014
[accessed 17.10.2017]
7. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4179150/ [accessed 17.10.2017]
“From 1995 to 2013, there were eight reports of aconite poisoning after consumption of
these herbal soups and meals, including two reports of large clusters of cases (n = 19–
45) and two reports of cases (n = 15–156) managed by two hospitals over a period of
4.5 to 5 years. The herbal formulae used did not adhere to the suggested guidelines,
with regarding to the doses (50–500 g instead of 3–30 g per person) and types (raw
instead of processed) of aconite roots used. The quantities of Aconitum alkaloids
involved were huge, taking into consideration the doses of aconite roots used to prepare
herbal soups/meals and the amounts of aconite roots and herbal soups/meals consumed.
In a large cluster of cases, despite simmering raw “caowu” (the root tuber of A.
kusnezoffii) in pork broth for 24 h, all 19 family members who consumed this soup and
boiled “caowu” developed poisoning.”
8. http://www.science20.com/news_articles/aconite_chinese_herbal_medicine_turns_deadl
y-143693 [accessed 17.10.2017]
9. http://naturaldatabase.therapeuticresearch.com/nd/PrintVersion.aspx?id=609&AspxAuto
DetectCookieSupport=1 [accessed 17.10.2017]
“Aconitine is eliminated renally and is soluble in ethanol and water, suggesting that
charcoal hemoperfusion may be helpful in detoxification. The content of aconitine and
other toxic alkaloids can be reduced by as much as 90% by soaking in an alkaline
solution and boiling. Levels of toxic alkaloids are also affected by time of harvest and the
method of processing… Preliminary research suggests that aconitine and mesaconitine
have analgesic and cardiotonic effects. Clinical research suggests aconitine might
increase nitric oxide levels, which might improve circulation and reduce feelings of
coldness.”
10. http://europepmc.org/abstract/med/17518052 [accessed 17.10.2017]
On reducing toxicity with Gan Cao, Bai Shao, Sheng Jiang and Da Huang.
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11. http://doktori.bibl.u-szeged.hu/2028/25/ThesisBotondBorcsa.pdf [accessed 17.10.2017]
(Doctoral dissertation 2013)
12. http://www.sciencedirect.com/science/article/pii/S1021949815001179
[accessed
17.10.2017] (On toxic alkaloids):
Aconitum and its products have played an important role in human history. It was one of
the most feared plants in all ancient civilizations. Despite its extreme toxicity, it was
sought for its healing and mysterious power. Indian and Chinese civilizations studied this
plant extensively and introduced detailed treatises on how to prepare nontoxic
decoctions and extracts from this plant. More than 70 different preparation methods
were reported in ancient scriptures, and most of these methods are still used today. The
Chinese Pharmacopeia established certain criteria for the total contents of toxic alkaloids,
which should be referenced by any producer preparing herbal products
containing Aconitum. Despite these measurements, a wide variation in concentrations of
toxic alkaloids has been recorded in the marketed preparations, exposing the public to
unnecessary risks. The recent advances in analytical techniques, especially HLPC, MS,
and CE, allowed the accurate determination of each alkaloid in herbal mixtures, thus
establishing more precise limits for the toxic alkaloids in aconite preparations intended
for human consumption. Theses analytical techniques are available in quality control
laboratories and can easily be applied for assessing the quality of aconite products.
Based on the summary presented in this review, it is highly recommended to change the
original measures set in pharmacopeias that focused only on the determination of AC
and replace the tests with advanced analytical methods establishing the accurate
concentrations of every aconite alkaloids.
13. https://www.researchgate.net/publication/290277434_Study_on_detoxification_of_main
_alkaloids_in_Aconitum_by_high_performance_liquid_chromatography_atmospheric_pressure_chemical_ionization_mass_spectrometry [accessed 17.10.2017]

Study on detoxification of main alkaloids in Aconitum by high performance liquid
chromatography- atmospheric pressure chemical ionization mass spectrometry.
Abstract:
High performance liquid chromatography (HPLC)/ Atmospheric pressure
chemical ionization mass spectrometry (APCI-MS) has been applied for analysis of
alkaloid mixtures from the aconite of Aconitum and Si-Ni decoction. The detoxification of
the alkaloids was also investigated, and 14-benzoylaconine, 14-benzoylmesaconine and
14-benzoylhypaconine were found as hydrolysis products. Diesterditerpene-type
Aconitum alkaloids are converted into benzoylaconine derivatives by hydrolysis, and then
into aconine derivatives. Thus, the toxicity of alkaloids was reduced. The compatibleness
could synergistically affect the reduction of toxicity during hydrolysis.
Processing aconite roots is necessary to remove the poisonous diester-diterpene type
Aconitum alkaloids including aconitine, mesaconitine and hypaconitine . For example,
before used in proprietary herbal products, the toxicity of these alkaloids can be lowered
by hydrolysis into much less poisonous benzoylaconines which are the products of
deacetylation of the 8β-acetoxyl. Previously, we established a high-performance liquid
chromatography (HPLC) method for determining these three toxic Aconitum alkaloids.
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14. https://www.researchgate.net/publication/288776311_Specific_Conversion_of_Diesterditerpenoid_Aconitum_Alkaloids_Components_into_Hydrolysis_Monoesterditerpenoid_Alkaloids_Components_and_Lipo-alkaloids_Components
[accessed
17.10.2017]
Specific Conversion of Diester-diterpenoid Aconitum Alkaloids Components into
Hydrolysis Monoester-diterpenoid Alkaloids Components and Lipo-alkaloids Components
Abstract: Taking diester-diterpenoid aconitum alkaloids components as reactant,
methods of specific conversion of diester-diterpenoid aconitum alkaloids components
into hydrolysis monoester-diterpenoid alkaloids components and lipo-alkaloids
components were established using different reagent system; conversion percentages
were no less than 90%. Electrospray ionization tandem mass spectrometry was used
to monitor conversion degree and identify conversion products as well as to detect byproducts of the reactions.
15. http://www.sciencedirect.com/science/article/pii/S0378874109004735
17.10.2017]

[accessed

Aconitum in Traditional Chinese Medicine—A valuable drug or an unpredictable risk?
Volume 126, Issue 1, 29 October 2009, Pages 18-30
“The toxicity of Aconitum mainly derives from the diester diterpene alkaloids (DDAs)
including aconitine (AC), mesaconitine (MA) and hypaconitine (HA). They can be
decomposed into less or non-toxic derivatives through Chinese traditional processing
methods (Paozhi), which play an essential role in detoxification… Moreover, some new
processing techniques have been developed in China such as pressure-steaming. The
current development of fingerprint assays, in particular HPLC, has set a good basis to
conduct an appropriate quality control for TCM crude herbs and their ready-made
products.”
16. https://link.springer.com/article/10.1186/1752-153X-7-36 [accessed 17.10.2017]
17. http://pubmedcentralcanada.ca/pmcc/articles/PMC4986097/ [accessed 17.10.2017]
Quality assurance: In conclusion, FZ raw material contains a high amount of aconitines
resulting in a strong toxicity. These toxic compounds can be decomposed during herb
decocting. It is reasonable that herb decocting can reduce the toxicity and promote
other therapeutic effects. This paper reveals dynamic variation patterns of aconitum
alkaloids during the process of decocting aconite root so as to provide a reference for its
further development and utilization. Moreover, the developed HPLC-MS-MS method for
the quantitative analysis of the nine components in a large number of herb samples is
rapid, accurate and reproducible; it is therefore practical and useful for batch-to-batch
quality assurance of these toxic samples.
18. http://www.sciencedirect.com/science/article/pii/S0378874113000548
[accessed
21.10.2017]
Development and assessment of a complete detoxication strategy for Fuzi (lateral root
of Aconitum carmichaeli) and its application in rheumatoid arthritis therapy
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19. http://europepmc.org/abstract/med/26806574 [accessed 21.10.2017]
Aqueous extract from Aconitum carmichaelii Debeaux reduces liver injury in rats via
regulation of HMGB1/TLR4/NF-ΚB/caspase-3 and PCNA signaling pathways.
20. https://translational-medicine.biomedcentral.com/articles/10.1186/s12967-015-0636-4
[accessed 21.10.2017]
Mother root of Aconitum carmichaelii Debeaux exerts antinociceptive effect in
Complete Freund’s Adjuvant-induced mice: roles of dynorphin/kappa-opioid system and
transient receptor potential vanilloid type-1 ion channel
21. https://www.researchgate.net/publication/51748585_Metabolomics_study_on_Fuzi_and
_its_processed_products_using_ultra-performance_liquid-chromatographyelectrosprayionization_synapt_highdefinition_mass_spectrometry_coupled_with_pattern_recognition_ana
Metabolomics study on Fuzi and its processed products using ultra-performance liquidchromatography/electrospray-ionization synapt high-definition mass spectrometry
coupled with pattern recognition analysis
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APPENDIX 5
Additional information about Fu Zi

Toxicity of Fu Zi
The chief toxic substance of Fu Zi is aconitine, a diester diterpenoid alkaloid that is
responsible for most side effects and also therapeutic function. Diester diterpenoid is
sensitive to water and heat. Boiling of Fu Zi in water hydrolyses aconitine to less toxic
benzoylhypaconine, and finally transforms it into non-toxic aconine (Liu et al., 2016). The
table below (Table 1) extracted from the study conducted by Liu et.al. demonstrates the
acute toxicity test for diterpenoid alkaloids in mice. Benzoylhypaconine had almost 800 times
the level of LD50 found in aconitine on oral ingestion of the alkaloids, while the toxicity of
aconine was too weak to obtain an LD50 measurement (Ke-hong;, Li-ying, Zhu-ju, Yi-long, &
Xi-dan, 2014; Liu et al., 2016; Tang et al., 2017).

Aconitine
Mesaconitine
Hypaconitine
Benzoylhypaconine

Aconine

Of Fu Zi, Chuan Wu and Cao Wu, Fu Zi is the least toxic by far: Crude Cao Wu has an LD50 of
700.9 mg/Kg in mice, while Crude Chuan Wu gave an LD50 of 3300 mg/Kg (Table 2). In
contrast, various forms of Zhi Fu Zi: Salty Fu Zi, White Fu Zi and Black Fu Zi, had an LD50
reading of 11,301, 20,560 and 20,560 mg/Kg respectively (Liu et al., 2016).
The study also looked into the effect of herbal pairing in Fu Zi toxicity. Fu Zi cooking with
Gan Cao in 1:1 ratio gave an additional 45% reduction in Fu Zi toxicity in comparison to the
precooking of Fu Zi alone (Table 2). However, the study showed that Fu Zi and Huang Qi
pairing provided the best effect in reducing toxicity (Liu et al., 2016).
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Cao Wu

Chuan Wu

Crude Cao Wu
Zhi Cao Wu

Crude Chuan Wu
Zhi Chuan Wu

Fu Zi

Salty Fu Zi
White Fu Zi
Black Fu Zi

Fu Zi paring

Fu Zi – pre cook
Fu Zi + Gan Cao
Fu Zi + Huang Qi
Fu Zi + Fang
Feng

Chuan Wu paring

CW + Bai Shao

Detoxication and emergency procedures
Formula for treating aconitine toxicity:
Sheng Da Huang, Fang Feng, Hei Xiao Dao, Gan Cao, 30g each, + honey 150g. Boil in
500mL of water until reduced to 100mL. The decoction is administered with 30g of mung
bean powder. If there is no improvement, the patient must be hospitalised (Mo, 2015).
Western medical intervention:
1) For breathing difficulty and severe cardiac arrhythmia, but without convulsion.
a. Induce vomiting, or give gastric lavage
b. I.V. drip with 320mg of Shuanghuanglian (SHL) injection, 60 drips/ hr
c. Muscular injection of atropine 0.5 - 1 mg.
d. If premature contraction and tachycardia occur, use lidocaine.
[N.B. Atropine reverses aconitine cardiac toxicity by acting through the
Muscarinic receptor] (Mo, 2015; Yang & Wang, 2014)
2) For respiratory failure, coma, shock, or near-death patients.
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a. Use central stimulants, dexamethasone (Mo, 2015)
Zhi Fu ZI.
Zhi Fu Zi means processed Fu Zi.
There are various forms of Zhi Fu Zi; they include White Fu Zi, Black Fu Zi, Salt Fu Zi, Bland
Fu Zi and Bao Fu Zi (Commission, 2015)i.
All crude Fu Zi is harvested during summer, between late June and early August in China.
After cleaning, crude Fu Zi is soaked in a strong salt water (MgCl2) solution. This will be
referred to as ‘soaked Fu Zi’ in the rest of the document (Commission, 2015).
 Salt Fu Zi: Cooking salt is added to the soaked Fu Zi. It is then dried until salt crystals
form on the surface.
 Black Fu Zi: Soaked Fu Zi is washed and sliced. The Fu Zi slices are then coloured
with black food colour, and oven baked until dry.
 White Fu Zi: Soaked Fu Zi is peeled and sliced, then steamed and dried.
o (Both black Fu Zi and white Fu Zi can be used for immediate decoction.)
 Bland Fu Zi: Salt Fu Zi is washed until most of the salt is removed. It is then cooked
with Gan Cao and Black Bean until no numbing sensation is felt on the tongue. It is
then sliced and dried. The ratio of Salt Fu Zi to Gan Cao to Black Bean is 20:1:2.
 Bao Fu Zi: Fu Zi slices are baked in sand until it pops up with a yellow colour.
Fu Zi and herbal pairing
In clinical use, Gan Cao and Sheng Jiang are commonly combined with Fu Zi to neutralise its
toxicity. The effect of Gan Cao on Fu Zi was systemically documented by Zhang Zhong Jin
over 1800 years ago. With today’s advanced analytical techniques, studies found toxic
aconitine from Fu Zi was neutralised by triterpenoid saponins from Gan Cao. Sheng Jiang, on
the other hand, reduces the toxicity of Fu Zi by exerting an antagonistic effect on the toxic
effect of aconitine on the heart. The Ratio of Fu Zi to Gan Cao was usually 1:2. So, in order
to reduce the toxicity, if 30g of Fu Zi is used, then 60g of Gan Cao must be used regardless
of the original recipe (Deng & Sun, 2017; Ni, 2016).
It is documented that Fu Zi is not to be used with Ban Xia, Gua Lou, Bei Mu, Bai Ji, Tian Hua
Fen or Bai Lian. Caution is also required when using Fu Zi with Luo Bu Ma, Shan Zha, Wei
Ling Xian (Commission, 2015; Deng & Sun, 2017).
However, in a recent clinical study involving 25 male and 26 female, showed that the pairing
of Fu Zi and Ban Xia delay tumour progression and improve quality of life while also
rectifying Yang in a deficient patient without any significant toxicity (Mo, 2015).

Clinical incidents of Fu Zi intoxication
In a retrospective study by Ni Jian Feng of 385 clinical cases where Fu Zi was prescribed in
Jiuquan people’s Hospital between Feb-2015 and Feb-2016, found that there was 13.5%
incidence rate in adverse events associated with Fu Zi toxicity (52 cases) (Ni, 2016).
Primary side effects reported were: nausea and vomiting, tinnitus, dizziness, numbness of
the limbs, shallow breathing, respiratory distress, palpitations, and numbness of the lips and
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tongue. Of the 52 adverse events, 51 recovered after medical intervention, and 1 case
resulted in death (Ni, 2016).
Of these 52 incidents, 33 cases were due to the improper cooking of the herbs, 15 cases
were due to consumption of alcohol after drinking the herbs, and 4 cases were due to failure
to consider the patient’s constitution and climate variation (Ni, 2016).
Among the 385 Fu Zi clinical cases, in 227 cases, the herbal decoctions were prepared by the
hospital, while the in other 158 cases the decoctions were prepared by the patients at home.
Amongst the home-prepared decoctions, adverse side effects of Fu Zi occurred in 50 cases,
while the hospital-prepared decoctions resulted in only 2 adverse events, giving an incident
rate of 0.88% (Ni, 2016).
This study suggested that the correct cooking of Fu Zi containing herbal formula is crucial to
eliminate the chance of Fu Zi side effect. Prescription of Fu Zi should have dosage controlled
within safe clinical level with new patients and practitioners with little experience in using Fu
Zi, and only increase the dosage when it is safe to do so.

Dosage of Fu Zi used in clinical practice
The Chinese Pharmacopeia 2015, a compendium of drugs compiled by the Ministry of Health
of China, indicates that the daily recommended dosage of Fu Zi is 3-15g of raw herbs
(Commission, 2015). However, in clinical practice, prescriptions often use Fu Zi above the
recommended range. An internal survey of herbal prescriptions used in Urumqi Traditional
Chinese Hospital showed that more than 20% of Fu ZI prescriptions exceeded the
recommended dosage of Fu Zi indicated in the pharmacopeia, with the largest dosage of Fu
Zi being 90 grams for the treatment of purpura that presented with a Yang vacuity and
Blood deficiency pattern (Xue & Shen, 2017). The survey indicated that large dosage of Fu Zi
required 2 hrs of pre-decoction before cooking with the rest of the prescribed herbs. In the
hospital a large dosage of Fu Zi was also incorporated in a large formula comprised of 17-24
herbs. It was believed that the use of large formulas might help to reduce the toxicity of Fu
Zi.
A separate study reported that the precooking of Fu Zi for 100 minutes maximised the
hydrolysation of toxic aconitine to its non-toxic form while still retaining pharmaceutical
function. There is general consensus that Fu Zi must be precooked for at least 30 mins (Ni,
2016; Zhao, Yang, & Li, 2017).
Practitioners and Fu Zi experts recommend that Fu Zi should not be used solely based on its
indications, but must be used in accordance with the Bian Zheng diagnosis of the disease
condition. As a general framework: practitioners need to be cautious in prescribing Fu Zi for
elderly patients and patients with a weak constitution. Because their physiological system is
likely to have poor drug metabolism, there may be an increased likelihood of toxification due
to pre-existing accumulation of toxins in the body. Practitioners can consider using a lower
dosage or taking it intermittently, with resting periods between each course of Fu Zi
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administration. It is also important to adjust the Fu Zi dosage according to the patient's body
height and weight.
In addition, the practitioner needs to consider the local climate when prescribing Fu Zi. For
instance, in China, the dosage of Fu Zi in the South of the country where the climate is
warmer climate, is generally 8g less than in the North (Xue & Shen, 2017).

Guidelines for prescribing Fu Zi in a formula:
 Must use Zhi Fu Zi (pre-boiled)
 Zhi Fu Zi must be boiled for 30 – 60 mins until there is no numbing sensation on the
tongue before being combined with the rest of the herbs for further cooking. [In the
pre-cooking phase, Gan Cao, Sheng Jiang, Gan Jiang or Huang Qi can be cooked with
Fu Zi to further neutralise the toxin.]
 The patient MUST NOT consume alcoholic beverages, cold food or beverages, and
must avoid the cold and draughts.
 Practitioners are recommended to initiate their Fu Zi prescription within save dosage
range, and gradually increases the dosage on the basis of Bian Zhen and being safe
to do so.
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Addendum
Memorandum of Understanding

This Memorandum of Understanding (MOU) sets the terms and understanding among the
Chinese medicine professional associations and individuals (involved parties) for drafting a
proposal to the CMBA to apply to the AHWC for approval of the terms of a scheduled
medicines endorsement under section 14 of the National Law.
Background
The CMBA invited representatives from Chinese medicine professions to attend a
consultation meeting on 22 September 2017. The agenda of the meeting was to consider
whether to proceed with developing a case to seek the AHWC’s approval to endorse suitable
Chinese herbal medicine practitioners and dispensers to be able to access to some currently
restricted herbs. The CMBA further invited Chinese medicine profession to develop a
proposal to address the following key issues:
1. Case and evidence for which herbs and why
2. How this would enhance practice
3. Value to the community
4. Risk/safety management and quality-assurance measures
5. Required education and training
Purpose
To demonstrate the integrity and commitment of the Chinese medicine profession in
accepting responsibility for use of scheduled herbs important and useful in their practice, and
the profession’s suitability and competence in ensuring their safe use.
The above goals will be accomplished by undertaking the following activities:
1. To develop a joint proposal by all involved parties and address the key issues
outlined above;
2. The FCMA offers a lead to coordinate drafting and editorial of the proposal;
3. An initial draft will be provided to all parties for allocation of their tasks;
4. All involved parties are to work equally on the proposal by contributing to different
areas;
5. Comments or feedback from all involved parties will be considered;
6. A final proposal will be submitted to CMBA once it has been endorsed by all involved
parties.
Funding
This MOU is not a commitment of funds.
Duration
This MOU is at-will and may be modified by consent from a majority of the parties listed
below. This MOU shall become effective upon agreement by the authorised officials from the
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listed parties and will remain in effect until modified or terminated by any one of the
partners by majority consent.
The following parties have demonstrated their agreement to this MOU and their support for
the drafting of the proposal:
Joint parties
Association
Australian Acupuncture & Chinese
Medicine Association Ltd (AACMA)
Australian Natural Therapists
Association Ltd (ANTA)
Australian Traditional-Medicine Society
(ATMS)
Chinese Medicine & Acupuncture
Society of Australia Ltd (CMASA)

Chinese Medicine Health Alliance
(CMHA)
Chinese Medicine Industry Council of
Australia (CMIC)
Federation of Chinese Medicine &
Acupuncture Societies of Australia Ltd
(FCMA)
Marchment, Robin

Traditional Medicine of China Society
Australia Inc (TMCSA)

Name & position
Waveny Holland
President
Jeanetta Gogol
Member
Daniel Zhang
Director
Dr Xu Wei Luo
Officer
Tony Zhen Ye Rong
Member
Brigitte Linder
Director
Max Anyang Ma
President
Sherman Gu
Officer

Date
2 October 2017

Robin Marchment
Registered Chinese
medicine practitioner
Glenys Savage
Vice President

1 October 2017
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