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Key	messages		
 

 Pharmacists are responsible for ensuring compounded preparations are consistently of high 
quality, safe and efficacious.i 
 

 Before becoming involved in compounding, pharmacists must be familiar with their legislative and 
professional obligations. Failure to do so may result in: 

o harm to patients due to the administration of an unsafe or inappropriate compounded 
preparation, 

o harm to pharmacy staff and members of the public on the pharmacy premises due to 
unnecessary or uncontrolled exposure to raw materials (particularly hazardous materials), 
or 

o inappropriate or unlawful compounding.  
 

 There are many areas of risk associated with pharmaceutical compounding.i If these risks are not 
managed appropriately, the likelihood of harm to patients, the public and pharmacy staff is 
significantly increased. Pharmacists have a continuous responsibility to identify, assess, mitigate, 
manage and record these risks. 
 

 The Council has developed this checklist for pharmacists to use as a self-audit tool to assess their 
compounding practices.   

 
 While this checklist provides an accessible reference point, it is not the sole or primary source of 

information for pharmacists relating to compounding. Pharmacists must always consult the 
original legislation, code, guideline or resource referenced in the checklist identified in the 
‘References and resources’ column.  

NB. For all requirements and legislative obligations with respect to compounding, pharmacists 
must refer to relevant Commonwealth and state legislation, guidelines published by the 
Pharmacy Board of Australia and the current Australian Pharmaceutical Formulary and 
Handbook.  

 

 Pharmacists considering providing compounding services in their pharmacy may also find this 
checklist informative in understanding all aspects involved. 
 

 Proprietors may also use this document to assure and improve the quality of compounding 
activities carried out within their pharmacies. 
 

 If the Council is made aware of concerns regarding unsafe practices or premises that pose a risk 
to public health and safety, we will investigate and assess the likelihood of harm and act 
accordingly. As part of our investigation, Council inspectors may assess a pharmacist’s 
compounding practices using this checklist. 

 

 
   

                                                            
i Pharmaceutical Society of Australia, Australian Pharmaceutical Formulary and Handbook 24, 2018 
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SECTION ONE: Introduction  

Role of the Pharmacy Council of New South Wales  
The role of the Pharmacy Council of New South Wales (the Council) is to protect the health and 
safety of the public by ensuring that professional standards are maintained. In accordance with the 
Health Practitioner Regulation National Law (NSW) and the Health Practitioner Regulation (New 
South Wales) Regulation 2016, the Council: 

 manages complaints about the performance, conduct and health of registered pharmacists 
and pharmacy students in New South Wales together with the Health Care Complaints 
Commission (HCCC), and 

 regulates pharmacy ownership and pharmacy premises in New South Wales. 
 
At all times, proprietor pharmacists in New South Wales must adhere to the requirements for 
pharmacies as prescribed under the Health Practitioner Regulation (New South Wales) Regulation 
2016.  

Purpose of this checklist 
This checklist has been developed by the Council as a self-audit tool for use by pharmacists to ensure 
their compounding practices are appropriate in New South Wales pharmacies. It brings together 
legislation, codes and guidelines and other useful resources into a comprehensive checklist.  

The Council has also developed Premises and equipment guidance for non-sterile complex 
compounding as a resource for anyone undertaking non-sterile complex compounding activities in 
New South Wales pharmacies.  

How should I use this checklist? 
This checklist is intended for use by anyone who is involved, or considering becoming involved, in 
pharmaceutical compounding in New South Wales pharmacies.  
 
Pharmacists and non-pharmacist staff involved in compounding may use this checklist as a self-audit 
tool to assess their compounding practices. Pharmacists considering providing compounding services 
in their pharmacy may also find this checklist informative in understanding all aspects involved. 
Proprietors may also use this document to assure and improve the quality of compounding activities 
carried out within their pharmacies. The Council acknowledges that compounding within New South 
Wales public hospitals is subject to NSW Health policy directives. 

While this checklist provides an accessible reference point, it is not the sole or primary source of 
information for pharmacists relating to compounding. Pharmacists must always consult the original 
legislation, code, guideline or resource referenced in the checklist identified in the ‘References and 
resources’ column.  

How will the Council use this checklist? 
If the Council is made aware of concerns regarding unsafe practices or premises that pose a risk to 
public safety, we will investigate and assess the likelihood of harm and act accordingly. As part of our 
investigation, Council inspectors may assess a pharmacist’s compounding practices using this 
checklist. 

What happens if the compounding at my pharmacy is found to be inappropriate? 
In certain circumstances, the Council may ask you to make adjustments to your compounding 
practices. In serious situations, the Council may order you to cease compounding or impose 
restrictions on your pharmacist registration as an interim measure to protect the public.  
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Context  
 
Manufacturers of medicines that are commercially available in Australia are subject to stringent 
regulation by the Therapeutic Goods Administration (TGA).ii These medicines must be entered in the 
Australian Register of Therapeutic Goods and are subject to rigorous assessment.iii  
 
The pharmaceutical compounding of medicines in a pharmacy is provided for in certain circumstances 
in the Therapeutic Goods Act 1989 (Cth) and the Therapeutic Goods Regulation 1990 (Cth). As 
outlined in the Pharmacy Board of Australia’s Guidelines on compounding of medicines, this should 
only occur where:  

 an appropriate commercial product is unavailable, 
 a commercial product is unsuitable (e.g. if a patient experienced an allergy to an excipient in 

the commercial product), or 
 when undertaking research sanctioned by a recognised human research ethics committee.iv 

 
Compounding should not take place where the compounded medicine (whether prescribed or not) 
would be a close formulation to an available and suitable commercial product, and would not be likely 
to produce a different therapeutic outcome to the commercial product.iv 
 
In circumstances where a compounded preparation is appropriate, pharmacists have an obligation to 
ensure that these are safe, efficacious and of consistently high quality. This is because compounded 
medicines are not subject to rigorous assessment by the TGA and therefore additional considerations 
must be taken into account. 
 
At a minimum, a pharmacist’s professional obligations with respect to pharmaceutical compounding 
should be determined with reference to: 

 Commonwealth and state legislative instruments relevant to pharmaceutical compounding 
such as: 

o the Therapeutic Goods Act 1989 (Cth), Therapeutic Goods Regulations 1990 (Cth) 
and applicable Therapeutic Goods Orders  

o the Agricultural and Veterinary Chemicals Code Act 1994 (Cth) (AgVet Code) 
o the Health Practitioner Regulation National Law (NSW) and Health Practitioner 

Regulation (New South Wales) Regulation 2016 
o the Poisons and Therapeutic Goods Act 1966 (NSW) and Poisons and Therapeutic 

Goods Regulation 2008 (NSW) 
o the current Poisons Standard (Standard for the Uniform Scheduling of Medicines and 

Poisons) in force as proclaimed in New South Wales under the Poisons and 
Therapeutic Goods (Poisons List) Proclamation 2016 
 

 Current references, guidelines, standards and resources relevant to pharmaceutical 
compounding such as: 

o the Pharmacy Board of Australia, Guidelines on compounding of medicines, 2015 
o the Pharmaceutical Society of Australia, Australian Pharmaceutical Formulary and 

Handbook 24, 2018 
o the Pharmaceutical Society of Australia, The National Competency Standards 

Framework for Pharmacists in Australia, 2016 
o other relevant standards, codes and guidelines published by the Pharmacy Board of 

Australia e.g. Guidelines for dispensing of medicines, Guidelines for proprietor 
pharmacists 

                                                            
ii Therapeutic Goods Administration, Manufacturing therapeutic goods, Therapeutic Goods Administration, at: 
https://www.tga.gov.au/manufacturing-therapeutic-goods 
 
iii Pharmacy Board of Australia and Medical Board of Australia, Joint statement on compounded medicines, 24 
November 2017 
 
iv Pharmacy Board of Australia, Guidelines on compounding of medicines, 2015 
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o relevant professional practice standards, codes and guidelines published by the 
Pharmaceutical Society of Australia and the Society of Hospital Pharmacists of 
Australia 

o relevant resources published by the Council e.g. Premises and equipment guidance 
for non-sterile complex compounding 

o relevant work, health and safety requirements  

While legislation, codes and guidelines referenced in this checklist are current at the time of 
publication, Council acknowledges that they are subject to change. Council will make every effort to 
maintain the currency of the checklist.   
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SECTION TWO: Checklist  
 

PERSONNEL  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

1. Training and 
qualifications 

1.1 Compounding pharmacists are appropriately trained1,2,3    
 

 

 

 

 

 

1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
2Pharmaceutical Society of Australia, 
Australian Pharmaceutical Formulary and 
Handbook 24, 2018 
 
3Pharmaceutical Society of Australia, National 
Competency Standards Framework for 
Pharmacists in Australia, 2016 
 
14Pharmacy Board of Australia, Guidelines for 
dispensing of medicines, 2015 
 
Pharmaceutical Society of Australia, 
Professional Practice Standards, Version 5, 
2017 (resource) 
 
Pharmacy Board of Australia, FAQ for 
pharmacists on the compounding of medicines, 
2018 (resource) 

Training records 

 
1.2 Compounding pharmacy staff are appropriately trained for 

specific compounding activities being carried out1,2,14 

1.3 All compounding staff maintain adequate knowledge and 
skills relating to their area of pharmaceutical compounding 
practice1,2   
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PERSONNEL  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

2. Staffing 
resources 

2.1 Compounding staff work directly under the supervision of 
the compounding pharmacist1,2,3    

 
“Where a suitably trained and experienced individual 
assists with the physical compounding of a medicine, it 
remains the pharmacist’s responsibility to: 

 conduct a risk assessment for the product being 
compounded, and ensure that all risks are 
appropriately managed 

 ensure all weighing and measuring is conducted 
appropriately  

 ensure all packaging and labelling of the 
compounded product is appropriate 

 ensure that the product has been compounded in 
accordance with pharmacopeial formulations when 
available, and in a manner which ensures quality 
and efficacy of the product 

 ensure that the compounding procedure has been 
documented appropriately 

 approve the supply of the medicine to the 
consumer, whether a prescription medicine or over 
the counter medicine, and 

 counsel the patient and ensure that the patient is 
provided relevant information about the 
compounded product”1 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
2Pharmaceutical Society of Australia, 
Australian Pharmaceutical Formulary and 
Handbook 24, 2018 
 
3Pharmaceutical Society of Australia, National 
competency standards framework for 
pharmacists in Australia, 2016 
 
Pharmaceutical Society of Australia, 
Professional Practice Standards, Version 5, 
2017 (resource) 

Job descriptions 
 
Completed 
compounding 
worksheets 

3. Professional 
indemnity  

3.1 Compounding pharmacists have appropriate professional 
indemnity insurance in place1 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 

Professional indemnity 
insurance policy cover 
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PUBLICATIONS  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

4. Current 
publications  

4.1  All current New South Wales and Commonwealth 
legislation relating to pharmaceutical compounding are 
available to compounding staff and accessible from the 
compounding laboratory. These include: 
 the Therapeutic Goods Act 1989 (Cth), Therapeutic 

Goods Regulations 1990 (Cth) and relevant 
Therapeutic Goods Orders, 

 the Agricultural and Veterinary Chemicals Code Act 
1994 (Cth) (AgVet Code), 

 the Health Practitioner Regulation National Law 
(NSW) and Health Practitioner Regulation (New 
South Wales) Regulation 2016, 

 the Poisons and Therapeutic Goods Act 1966 
(NSW) and Poisons and Therapeutic Goods 
Regulation 2008 (NSW),  

 the current Poisons Standard (Standard for the 
Uniform Scheduling of Medicines and Poisons)(Cth) 
in force as proclaimed in New South Wales under 
the Poisons and Therapeutic Goods (Poisons List) 
Proclamation 2016, and  

 the Work Health and Safety Act 2011 (NSW) and 
Work Health and Safety Regulation 2017 (NSW). 1,4  

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-
sterile complex compounding, 2019  

Specified publications 

 

Safety data sheet 
(SDS) register kept for 
hazardous substances. 
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PUBLICATIONS  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

 4.2  Current references, guidelines, standards and resources 
relevant to a pharmacy’s area of pharmaceutical 
compounding are available to compounding staff and 
accessible from the compounding laboratory, such as: 
 Guidelines on compounding of medicines, 

Guidelines for the dispensing of medicines and 
Guidelines for proprietor pharmacists published by 
the Pharmacy Board of Australia, 

 the Australian Pharmaceutical Formulary and 
Handbook published by the Pharmaceutical Society 
of Australia, 

 relevant resources published by the Pharmacy 
Council of New South Wales e.g. Premises and 
equipment guidance for  non-sterile complex 
compounding, Fact sheet – Raw materials used in 
compounding, Frequently Asked Questions (FAQs) 
for the Fact sheet – Raw materials used in 
compounding, Compounding checklist (this 
document), 

 the PIC/S Guide to Good Manufacturing Practice for 
Medicinal Products [PE009], 

 Chapter <795> Pharmaceutical Compounding – 
Nonsterile Preparations and <800> Hazardous 
Drugs – Handling in Healthcare Settings in the 
United States Pharmacopeia, 

 Relevant resources published by SafeWork NSW 
e.g. Cytotoxic drugs and related waste – risk 
management (July 2017), 

 Relevant resources published by Safe Work 
Australia e.g. Model Code of Practice: Managing 
risks of hazardous chemicals in the workplace, 
Model Code of Practice: Labelling of Workplace 
Hazardous Chemicals, 
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PUBLICATIONS  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

  The National Competency Standards Framework for 
Pharmacists in Australia published by the 
Pharmaceutical Society of Australia, 

 relevant professional practice standards, codes and 
guidelines published by the Pharmaceutical Society 
of Australia and the Society of Hospital Pharmacists 
of Australia, 

 any other standards, codes and guidelines relevant 
to pharmaceutical compounding published by the 
Pharmacy Board of Australia,  

 access to the International Journal of 
Pharmaceutical Compounding, and 

 reference texts relevant to the area of 
pharmaceutical compounding activity undertaken 
(e.g. The art, science and technology of 
pharmaceutical compounding, author: Loyd V.Allen 
Jr).1,4 

    

4.3 Register of safety data sheets (SDS) (previously known 
as Material Safety Data Sheets (MSDS)) for hazardous 
materials4 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

5. Premises  5.1 All pharmaceutical compounding activities take place 
within a pharmacy premise which is suitably designed and 
equipped1 

 1 Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
2 Pharmaceutical Society of Australia, 
Australian Pharmaceutical Formulary and 
Handbook 24, 2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-
sterile complex compounding, 2019  
 
6 Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
Pharmaceutical Society of Australia, 
Professional Practice Standards, Version 5, 
2017 (resource) 
 

Inspection of 
compounding laboratory  

 

 

5.2 All pharmaceutical compounding activities take place in a 
designated area within a pharmacy premise, away from 
routine dispensing activities and high traffic areas1,2 

5.3 Areas where pharmaceutical compounding activities take 
place are free from food and drinks at all times2,6 

5.4 Non-sterile complex compounding activities take place in 
the pharmacy in a secure, sanitary and dedicated area (a 
compounding laboratory), separated from other parts of the 
pharmacy premises by floor to ceiling walls with at least one 
door to enable entry and exit. If located in the retail area 
(i.e. easily accessible by the public), doors are lockable to 
prevent unauthorised or public access. The compounding 
laboratory:  

 has an impervious floor e.g. continuous laminate 
(floor covering with covered edges continuing up the 
wall for at least 15 centimetres to minimise the 
harbouring of dirt etc. and permit effective cleaning), 

 is an area of at least 9 square metres to permit the 
orderly layout and segregation of materials and 
equipment as well as sufficient space to undertake 
compounding activities, 

 has clearly identifiable and labelled dedicated 
area(s) which can be used to isolate raw materials 
and compounded preparations not to be used or 
released (e.g. unchecked orders, product recalls, 
expired stock), 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

 has easy to clean surfaces (walls, bench tops, 
shelves) made from an impervious material, 

 is adequately lit and ventilated,  
 has facilities to maintain and monitor an ambient 

temperature of 25 degrees Celsius or less, 
 has a dedicated stainless steel sink or similarly 

impervious sink positioned to avoid contamination 
and is supplied with hot and cold running water, and 

 has at least one bench (excluding the powder 
containment cabinet) of at least 2 metres in length 
and 90 centimetres in width to provide sufficient 
working space for the compounding activities.4 

6. Equipment 6.1 All equipment is dedicated to pharmaceutical 
compounding activities, protected from contamination and 
potential damage during storage, and cleaned before and 
after use. 2 

 2Pharmaceutical Society of Australia, 
Australian Pharmaceutical Formulary and 
Handbook 24, 2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-
sterile complex compounding, 2019  
 
6 Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
7Health Practitioner Regulation (New South 
Wales) Regulation 2016  
 
8The current Poisons Standard (Standard for 
the Uniform Scheduling of Medicines and 
Poisons) (Cth) in force as proclaimed in New 
South Wales under the Poisons and 

6.2 The pharmacy premises has equipment required under 
the Health Practitioner Regulation (New South Wales) 
Regulation 2016 relevant to pharmaceutical compounding 
including: 

 a dispensing balance, 
 heavy duty scales, capable of weighing up to 1kg 

and a set of metric weights compatible for use with 
those scales or an electronic scale capable of 
weighing up to 1kg in increments of no more than 
50mg, 

 a 200 mL dispensing measure, 
 a 100 mL dispensing measure, 
 a 10 mL dispensing measure, 
 a 5 mL dispensing measure, 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

  a funnel, 
 2 mortars and pestles (at least 1 of the mortars and 

pestles being made of glass), 
 a stirring rod, 
 2 spatulas, 
 an ointment slab. 7 

 Therapeutic Goods (Poisons List) 
Proclamation 2016 
 
Pharmaceutical Society of Australia, 
Professional Practice Standards, Version 5, 
2017 (resource) 
 
SafeWork NSW, Cytotoxic drugs and related 
waste – risk management, July 2017 
(resource) 
  
 

6.3 Appropriate personal protective equipment (PPE) is 
available for compounding staff, including: 
 laboratory coat, surgical face mask, disposable 

gloves and hair and beard covers (it is 
recommended that these are disposable) for 
complex compounding activities,  

 appropriate PPE for staff handling hazardous 
materials based on the assessment of identified 
tasks and control measures required, including eye 
protection (protective eye wear with side shields), 
non-shedding, impermeable, disposable gown or 
coveralls with elasticised cuffs and closures up to 
the neck, appropriate particulate respirator mask 
(P1, P2 or P3), nitrile gloves, hair and beard 
coverings and shoe covers, 

 any other PPE advised in relevant Safety Data 
Sheets. 4 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

6.4 Equipment used in non-sterile complex compounding 
activities are in good working order and dedicated to 
pharmaceutical compounding. This equipment includes: 
 an appropriate powder containment cabinet with 

high efficiency particulate air (HEPA) filtration and a 
continuous pressure monitoring device to be used to 
confine all activities likely to release powders (e.g. 
recirculating fume cabinet or double HEPA filter 
where appropriate). A risk assessment was 
conducted and expert advice sought prior to 
purchase and installation. Powder containment 
cabinet was purchased from a reputable 
manufacturer and accompanied by a Certificate of 
Compliance stating the Australian Standard to which 
it complies, 

 appropriate electronic balances that are externally 
validated and calibrated at intervals no greater than 
every 12 months and that enable quantities to be 
accurately measured with a sensitivity of ± 2% (i.e. 
is capable of weighing to 0.001gram).  

 an appropriate heating source (i.e. hot plate/stirrer) 
for use in heating formulations where required, 

 an appropriate fridge and freezer (if required) to 
appropriately store compounded preparations and 
raw materials in accordance with the manufacturer’s 
recommended conditions (which can be operated in 
the event of a mains power failure and able to alert 
staff if the temperature range has been 
compromised, 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

 a safe and/or secure refrigerator (if required) to store 
drugs of addiction (Schedule 8 raw materials or 
compounded preparations) in accordance with 
Clause 76 of the Poisons and Therapeutic Goods 
Regulation (NSW) 2008, 

 a spill kit, 
 equipment and packaging appropriate to the dosage 

forms of preparations and quantities to be 
compounded (e.g. electronic mortar and pestle, 
ointment mill, capsule machine, pH meter). 4,6,8 
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

7. Non-sterile 
complex 
compounding 
involving 
hazardous 
materials 

7.1 Additional precautions are taken when compounding is 
undertaken with hazardous materials (e.g. hormones). 4  

 4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-sterile 
complex compounding, 2019 
 
USP-NF <800> Hazardous Drugs – Handling in 
Healthcare Settings (resource) 

Standard Operating 
Procedures 
 
Records of risks and 
how they are controlled 
 
Evidence risks are 
regularly reviewed 

7.2 Activities involving hazardous materials are carried out in 
a way that minimises both  

 cross contamination of the preparation being 
compounded with other preparations, and  

 exposure to hazardous materials by pharmacy staff.4 

7.3 A risk assessment is conducted to identify key risks, their 
likelihood of occurrence and potential consequence. A risk 
management plan is in place and addresses how: 

 risks will be controlled, so far as reasonably 
practicable, to minimise risk to pharmacy staff, 

 records of these risks will be kept, and  
 risk controls in place will be regularly reviewed. 4 

7.4 Standard Operating Procedures for compounding 
involving hazardous materials are in place as part of the risk 
assessment process. These include: 

 use of Safety Data Sheets to identify appropriate 
use of PPE and handling of hazardous materials 

 cleaning protocols,  
 circumstances for exclusion (e.g. pregnancy, 

wounds), and  
 workflow processes to streamline hazardous 

materials handling. 4  
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PREMISES AND EQUIPMENT  

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

7.5 To manage the additional risks associated with 
compounding involving hazardous materials: 

 
the pharmacy ensures no other compounding takes place 
in the compounding laboratory while compounding 
activities involving hazardous materials are being 
conducted and only compounds one preparation at a time 
 
OR 

 
the pharmacy has a separate and dedicated powder 
containment hood within the compounding laboratory  
 
OR 
 
the pharmacy has a separate and dedicated compounding 
laboratory (or room within the compounding laboratory) 

8. Complex 
compounding 
involving 
sterile 
preparations 

8.1 As per the Pharmacy Board of Australia’s Guidelines on 
compounding of medicines, pharmacists engaged in 
complex compounding of sterile preparations adhere to the 
principles and procedures outlined in one of the following 
references (whichever is most appropriate and relevant to 
their compounding practice): 

 the Pharmacy Inspection Convention Scheme 
(PIC/S) Guide to Good Practices for the Preparation 
of Medicinal Products in Healthcare Establishments 
[PE010], 

 the PIC/S Guide to Good Manufacturing Practice for 
Medicinal Products [PE009], or 

  the USP-NF <797> Pharmaceutical Compounding – 
Sterile Preparations. 1 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
 
Pharmacy Board of Australia, FAQ for 
pharmacists on the compounding of medicines, 
2018 (resource) 
 
Pharmaceutical Society of Australia, Professional 
Practice Standards, Version 5, 2017 (resource) 
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RAW MATERIALS 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

9. Quality of raw 
materials 

9.1 All raw materials (ingredients) used are of the highest 
pharmaceutical grade, and comply with the requirements of 
pharmacopoeial standards (e.g. British Pharmacopoeia 
(BP), European Pharmacopoeia (PhEur), United States 
Pharmacopeia and National Formulary (USP) or other 
relevant standard if applicable).2 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 

2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
Pharmacy Council of New South Wales, Fact 
sheet: raw materials used in compounding, May 
2018 updated September 2018 (resource)  
 
Pharmacy Council of New South Wales, 
Frequently Asked Questions (FAQs) for the Fact 
sheet – Raw materials used in compounding, 
September 2018 
 
 

Documentation relating 
to raw materials  

9.2 Evidence is obtained for ingredients not approved for 
human use to demonstrate compliance with the 
requirements of pharmacopoeial standards and show they 
are safe for human use before using it in a compounded 
product for human use.1  

9.3 Water used in non-sterile preparations is Purified Water 
BP that has been freshly boiled and cooled or Water for 
Irrigation BP.2  

9.4 Water used in sterile preparations is Water for Injections 
BP.2 
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RAW MATERIALS 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

10. Procurement 
of raw 
materials 

10.1 Raw materials are procured from acceptable 
manufacturers2:  
 Australian manufacturers have an appropriate 

Therapeutic Goods Administration (TGA) licence to 
manufacture for the raw material that is being 
procured, 

 overseas manufacturers have certification relevant 
to the manufacturer of raw materials, (e.g. a 
certificate of Good Manufacturing Practice (GMP) 
compliance or equivalent accreditation from a 
regulatory or accrediting authority equivalent to the 
TGA).  

Independent inquiries are made when raw materials are 
procured via a supplier or third-party to determine 
whether the original manufacturer engaged by the 
supplier or third party is acceptable.  

 2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
 
Pharmacy Council of New South Wales, Fact 
sheet: raw materials used in compounding, May 
2018 (updated September 2018) (resource)  
 
Pharmacy Council of New South Wales, 
Frequently Asked Questions (FAQs) for the Fact 
sheet – Raw materials used in compounding, 
September 2018 
 
 

Invoices, licences, 
permits and other 
documentation relating 
to manufacturers and 
procurement of raw 
materials 

10.2 A genuine Certificate of Analysis is provided with raw 
materials.2  

10.3 Independent testing of each batch of raw material is 
conducted to confirm identity, purity and conformity 
against pharmacopoeial standards (e.g. BP, USP or 
PhEur) if the quality of the raw material or the 
acceptability of the manufacturer is in doubt. 2  
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RAW MATERIALS 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

11. Storage of 
raw materials 

11.1 Raw materials (ingredients) are stored in accordance 
with the manufacturer’s recommended conditions or 
requirements specified in the relevant Safety Data Sheet, 
and labelled with an expiry date and batch number. 2,4 

 2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-sterile 
complex compounding, 2019 
 
6Poisons and Therapeutic Goods Regulation 
(NSW) 2008  
 
8the current Poisons Standard (Standard for the 
Uniform Scheduling of Medicines and Poisons) 
(Cth) in force as proclaimed in New South Wales 
under the Poisons and Therapeutic Goods 
(Poisons List) Proclamation 2016 
 
Pharmaceutical Society of Australia, Professional 
Practice Standards, Version 5, 2017 (resource) 

Visual inspection of 
where raw materials are 
stored 

11.2 Raw materials and compounded preparations are stored 
in accordance with the Poisons and Therapeutic Goods 
Regulation (NSW) 2008 and the current Poisons Standard 
(Standard for the Uniform Scheduling of Medicines and 
Poisons) (Cth) in force as proclaimed in New South Wales 
under the Poisons and Therapeutic Goods (Poisons List) 
Proclamation 2016 where applicable4,6,8 

11.3 Raw materials use in compounding activities are stored 
in the compounding laboratory.4  

11.4 Raw materials that are hazardous materials:  
 are labelled clearly with elements of the Globally 

Harmonised System of Classification and Labelling 
of chemicals (GHS) which includes hazard 
statement and pictograms, and 

 are stored in a separate dedicated area in the 
compounding laboratory, separate from other 
material and equipment to minimise risk of 
contamination and compounding staff exposure 
e.g. on a dedicated shelf in the compounding 
laboratory. 4 
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QUALITY ASSURANCE 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

12. Systems in 
place to 
ensure 
efficacy, safety 
and stability of 
all products 
prepared.  

12.1 Simple compounding activities 
      A customised Standard Operating Procedure is followed 

(most Australian pharmacies will have a Standard 
Operating Procedure for simple compounding as part of 
quality management systems such as the Quality Care 
Pharmacy Program) 2 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-sterile 
complex compounding, 2019 
 

Customised Standard 
Operating Procedures 

Evidence that Standard 
Operating Procedures 
are followed  

12.2 Non-sterile complex compounding activities 
      A customised operations manual is followed, reviewed at 

least annually and demonstrates that the pharmacy has 
systems in place to ensure efficacy, safety and stability of 
all products prepared. The customised operations manual 
includes Standard Operating Procedures (policies and 
procedures) for: 
 engaging appropriately trained (or providing 

induction and on-going training for) compounding 
staff, 

 compounding involving hazardous materials, 
including circumstances for exclusion (e.g. 
pregnancy, wounds), use of Safety Data Sheets to 
identify appropriate PPE and handling of hazardous 
materials, specific cleaning  protocols and workflow 
processes to streamline hazardous material 
handling, 

 circumstances where baseline and regular health 
monitoring (e.g. pathology tests) is required (e.g. 
compounding hormone preparations and following 
spill incidents), 
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QUALITY ASSURANCE 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

 receiving a compounding request, conducting a risk 
assessment, undertaking a compounding request 
(including dispensing of a prescription where 
applicable, special considerations for compounding 
hazardous materials) and patient counselling, 

 equipment operation (e.g. powder containment 
cabinet), 

 procuring quality raw materials for use in 
compounded preparations, 

 labelling, storing and handling raw materials in 
accordance with safety requirements, 

 circumstances where samples are to be submitted 
to an appropriately accredited analytical laboratory 
for assay (e.g. for novel formulations or high 
potency substances) and frequency of analytical 
tests (at least annually) as part of a risk assessment 
process, 

 maintaining and monitoring (where required) a clean 
and appropriate compounding laboratory. This 
includes cleaning of compounding laboratory and 
equipment regularly as well as before and after use, 
continuous monitoring of ambient temperature and 
pest control measures,  

 continuously monitoring and maintaining, and at 
least annually servicing and calibrating equipment in 
accordance with the manufacturer’s 
recommendations (e.g. refrigerator, air conditioning 
units, powder containment cabinet, electronic 
balances),  

 handling appropriate waste disposal and 
management and containment of spills, 

 handling product recalls, complaints and incident 
management,  

 handling adverse reaction reporting and monitoring.4  
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QUALITY ASSURANCE 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

13. Documentation 13.1 Documentation relating to each episode of compounding 
and/or compounding request is kept, including: 
 completed risk assessments (see checklist item 

14.1 for more detail), 
 completed compounding worksheets (see checklist 

item 14.3 for more detail),  
 prescriptions and dispensing records where 

applicable, 
 reports of adverse reactions (if any), and 
 evidence to support the suitability and stability of 

formulations where non-pharmacopoeial 
formulations are used or where there is no 
precedent for formulations from reputable 
references.4  

 2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-sterile 
complex compounding, 2019 
 
6Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
Pharmaceutical Society of Australia, Professional 
Practice Standards, Version 5 2017 (resource) 

Completed risk 
assessments for 
complex compounding 
requests 

 

Completed 
compounding 
worksheets 

 

Records and/or logs of 
recalls, complaints and 
incident reports, training 
for compounding staff 
analytical reports of 
assays, and cleaning of 
equipment and facilities  
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QUALITY ASSURANCE 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

13.2 Records and/or logs are kept of: 
 recalls, complaints and incident reports,  
 training for compounding staff, 
 signatures of all compounding staff, their position 

title and job description (signed by staff member and 
manager),  

 cleaning of the compounding laboratory and 
equipment, 

 baseline and regular health monitoring (e.g. 
pathology tests where required) of compounding 
staff, 

 raw materials used in compounded preparations, 
including details of manufacturers and suppliers (if 
appropriate) as well as evidence of authenticity  

 analytical reports of assays, 
 maintenance relating to equipment (e.g. servicing of 

air conditioning filters, powder containment cabinets, 
pest inspections), 

 workplace risk assessments (including hazards 
register), 

 temperature monitoring for ambient temperature, 
refrigerators and freezers 4 

13.3 A database of extemporaneous formulations (including 
references) used (sometimes known as a master formula 
database) is maintained. 4 

13.4 All documentation is retained for a minimum of two 
years. 2, 4 NB. Details of prescriptions for compounded 
preparations must be recorded in accordance with the 
Poisons and Therapeutic Goods Regulation 2008 (NSW). 
Prescriptions required to be kept under the Poisons and 
Therapeutic Goods Regulation 2008 (NSW) must be 
retained on the pharmacy premises for a minimum of two 
years. 6 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

14. For each 
compounding 
request and 
episode of 
compounding  

14.1 For each compounding request, a risk assessment using 
professional judgement is conducted to assess potential 
risks to patients and staff and to determine if a product 
should be compounded. 1, 2  
For complex compounding requests, this risk assessment 
is documented using a template such as the 
Compounding decision support and risk assessment tool 
available in the Pharmaceutical Society of Australia’s 
Professional Practice Standards, Version 5 2017.2,4 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015  
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
4Pharmacy Council of New South Wales, 
Premises and equipment guidance for non-sterile 
complex compounding, 2019 
 
6Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
Pharmaceutical Society of Australia, Professional 
Practice Standards, Version 5 2018 (resource) 

Completed risk  

assessments for 
compounding requests 

Completed  

compounding 
worksheets 

14.2 Decision to compound meets checklist items 15 to 17 of 
this document. 

14.3 For each episode of compounding, a compounding 
worksheet (also known as an extemporaneous dispensing 
form) is completed in accordance with Australian 
Pharmaceutical Formulary and Handbook and includes: 
 patient details 
 prescriber details 
 prescription details 
 the pharmacopoeial name (if applicable), 
 the formula and its source 
 expiry date 
 the manufacturer batch numbers and expiry dates of 

ingredients 
 notes about stability, methodology, calculations and 

references, 
 records of names of any supervised staff, 
 signature of the compounding pharmacist and date, 
 a duplicate dispensing label. 2 

Where necessary, additional evidence to support 
formulations is also documented (see checklist item 17 of 
this document for further information).2 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

14.4 Documentation is retained for a minimum of two 
years.2,4,6 Nb. Details of prescriptions for compounded 
preparations must be recorded in accordance with the 
Poisons and Therapeutic Goods Regulation 2008 (NSW). 
Prescriptions required to be kept under the Poisons and 
Therapeutic Goods Regulation 2008 (NSW) must be 
retained on the pharmacy premises for a minimum of two 
years. 6 

15. Circumstance 
to compound  

15.1Compounded preparations for human use are only 
prepared as a single unit of issue in response to a valid 
prescription for Schedule 4 preparations or a request for a 
compounded non-prescription medicine 
(unscheduled/Schedule 2/Schedule 3) where permitted by 
legislation. 1,2,9,10  

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 

9Therapeutic Goods Act 1989 (Cth)  
 
10Therapeutic Goods Regulation 1990 (Cth) 
 
6Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
11The Agricultural and Veterinary Chemicals 
Code Act 1994 (Cth) (AgVet Code) 
 
Pharmacy Board of Australia, FAQ for 
pharmacists on the compounding of medicines, 
2018 (resource) 
 
Pharmaceutical Services, NSW Ministry of Health 
website (resource) 
 

Completed risk 
assessments 

 

Completed complex 
compounding 
worksheets 

15.2 Schedule 8 (S8) medicines are only be compounded on 
receipt of a hard copy written prescription bearing a NSW 
authority number issued to and written by the prescriber. 6 
Emergency phone/fax/emailed prescriptions are not 
accepted.  
NB. The NSW authority number, which has the format 
‘AUxxxx’ where x is numerical, denotes that the prescriber 
has prior written authority to prescribe (or supply directly) 
an unregistered S8 medicine from the Secretary of NSW 
Health.  
NB. Prescribers holding an existing general NSW authority 
for S8 psychostimulants (dexamfetamine, 
lisdexamfetamine or methylphenidate), which has the 
format ‘CNS-xxxxxx’ or ‘S28C-xxxxxx’ where x is 
numerical, do not need additional authority to prescribe 
them as compounded preparations. 

15.3 Compounded preparations for animal use are only 
prepared as a single unit of issue in response to 
instructions received by a veterinary practitioner. 1,2,11 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

15.4 Quantity of compounded preparations supplied is a 
single unit of issue for the treatment of an individual 
patient. For prescription medicines, quantity is specified or 
confirmed by the prescriber. 1,2  

 Pharmacy Board of Australia, Background on the 
regulation of compounding by pharmacists, 2015 
(resource) 
 
NSW Ministry of Health, Guide to Poisons and 
Therapeutic Goods Legislation for Pharmacists, 
2015 (resource)  
 
The current Guide to NSW Medicines & Poisons 
Schedules published by the Pharmacy Guild of 
Australia (resource)  

15.5 Compounded medicines are only prepared when: 
 an appropriate commercial product is unavailable, 
 a commercial product is unsuitable, or 
 when undertaking research sanctioned by a 

recognised human research ethics committee. 1 
A compounded medicine (whether prescribed or not) 
should not be supplied if it would be a close formulation to 
an available suitable commercial product, and would not 
be likely to produce a therapeutic outcome to the 
commercial product. 1  

16. Appropriate 
formulations 

16.1 The compounding pharmacist is satisfied there is good 
clinical and pharmaceutical evidence to support the 
quality, stability, safety, efficacy and rationality of any 
extemporaneous formulation used. 1,2  

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
USP-NF <797> Pharmaceutical Compounding – 
Sterile Preparations (resource) 

Compounding 
worksheets 

 

References/evidence 
for formulations 

 

Dispensing labels of 
compounded medicines 
– show expiry dates 

16.2 Where a non-pharmacopoeial formulation is used, 
evidence is obtained from reputable references (as 
defined in the Pharmacy Board of Australia’s Guidelines 
on compounding of medicines) or peer reviewed journals 
and not based on testimonials or impressions. 1,2 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

16.3 For formulations without precedent in reputable 
references and/or inadequate published safety, efficacy, 
pharmacokinetic and clinical data on the intended 
formulation, additional data and/or evidence is obtained 
and documented to justify the decision to compound.  This 
includes: 
 evidence of efficacy, pharmacokinetic and clinical 

data 
 the basis for the assigned expiry date 
 the process to maintain safety of the pharmacy staff 

where compounding is taking place 
 any other steps in relation to ensuring that the 

dispensing and supply of the compounded medicine 
is consistent with the safety of the individual patient.1 

 

16.4 Expiry dates for non-sterile compounded medicines are 
28 days or less, dependent on circumstance. Assigning an 
expiry date longer than 28 days is based on reliable 
literature (e.g. the results of a reliable stability study that 
used the same formulation as the compounded product), 
and does not exceed six months. 2 

16.5 Assigned beyond use dates for injectable sterile 
compounded medicines are no more than 24 hours unless 
assigned in accordance with the guidance in USP-NF 
<797> Pharmaceutical Compounding – Sterile 
Preparations. 1 

17. Circumstance 
for batch 
preparation 

17.1 Batch preparation is only undertaken where identical 
prescriptions/requests/orders exist for individual named 
patients. 1, 2, 9, 10, 11  

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 

Completed risk 
assessments 

 

Completed 
compounding 
worksheets with 

17.2 Batch preparation is not undertaken in anticipation of 
prescriptions/requests/orders. 9,10,11 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

17.3 Batch preparation, where multiple units of issue of a 
preparation are compounded, is only conducted following 
an assessment of associated risks (e.g. potential for 
compounding error or contamination to affect a larger 
number of patients) and the implementation of processes 
to mitigate additional risks. 1, 2 

2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 

9Therapeutic Goods Act 1989 (Cth)  
 
10Therapeutic Goods Regulation 1990 (Cth) 
 
11The Agricultural and Veterinary Chemicals 
Code Act 1994 (Cth) (AgVet Code) 
 
Pharmacy Board of Australia, FAQ for 
pharmacists on the compounding of medicines, 
2018 (resource) 

accompanying 
prescriptions/requests/o
rders for individual 
named patients 

18. Packaging  18.1 Packaging containers maintain the quality and stability of 
the compounded preparations. 2 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
12Therapeutic Goods Order No. 80 Child-
Resistant Packaging Requirements for Medicines 

Packaging containers of 
compounded 
preparations 

18.2 Containers and closure types used in the packaging of 
compounded preparations are appropriate. This depends 
on the physical and chemical characteristics of the 
compounded preparation (e.g. light sensitive) and its 
intended use. 2 

18.3 Packaging material containers are stored off the floor to 
prevent contamination. 2 

18.4 Child-resistant closures are used for required products. 
Refer to Therapeutic Goods Order No. 80 for further 
information. 2, 12 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

19. Labelling  19.1 Labels of compounded preparations meet requirements 
under Commonwealth and New South Wales legislation, 
and include: 
 the approved pharmacopoeial or APF name 
 the amount/concentration of all active ingredients 
 the name and amount/concentration of any added 

preservatives 
 expiry date 
 directions for use including frequency and dose 
 storage details 
 cautionary advisory labels (where necessary) 
 a statement indicating that the product has been 

compounded 
 the patient’s name or, in the case of an animal, the 

owner’s name and species of animal,  
 the date of dispensing or supply 
 the initials of the dispensing pharmacist (and if 

different, the initials of the pharmacist checking and 
issuing the medicine) 

 a unique identifying code for the dispensed medicine,  
 the name, address and telephone number of the 

pharmacy or pharmacy department at which the 
preparation was compounded,  

 the words ‘KEEP OUT OF REACH OF CHILDREN’ in 
red on white background, 

 if the substance is intended for external use only, the 
word ‘POISON’, or the words ‘FOR EXTERNAL USE 
ONLY’. 2,6,8,14 

In addition, compounded preparations for veterinary use 
specify ‘For veterinary use only’ and the species of 
animal being treated. 2 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
  
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
6Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 
8The current Poisons Standard (Standard for the 
Uniform Scheduling of Medicines and Poisons) 
(Cth) in force as proclaimed in New South Wales 
under the Poisons and Therapeutic Goods 
(Poisons List) Proclamation 2016 
 
13Therapeutic Goods Order no.69 General 
Requirements for Labels for Medicines NB. A 
transition period is currently in place to facilitate 
the implementation of the Therapeutic Goods 
Order 91 Standard for labels of prescription and 
related medicines and Therapeutic Goods Order 
92 Standard for labels of non-prescription 
medicines, which will eventually replace 
Therapeutic Goods Order no.69 General 
Requirements for Labels for Medicines on the 1st 
September 2020 
 
14Pharmacy Board of Australia, Guidelines for 
dispensing of medicines, 2015 
 

Dispensing labels of 
compounded medicines 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

19.2 Labels are firmly attached to the immediate packaging 
container or primary packaging in cases where a label 
would compromise the patient’s ability to use the 
medicine. Labels are durable and remain legible for the 
expected duration of use. 14   

  

19.3 Labels are clearly and legibly printed in plain English. 
Other languages that are accurate translations of the 
English label may be included in addition to English. 14  

19.4 If batch preparations are compounded, these are 
labelled in accordance with the requirements of the 
Therapeutic Goods Order No.69 General Requirements 
for Labels for Medicines. 1,13  

20. Counselling  20.1 Every patient or their agent is offered counselling and 
relevant written information by the pharmacist on each 
occasion a compounded preparation is supplied. 
Pharmacists address any queries or concerns raised 
about the patient’s compounded medicine. 1, 2  

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 
2Pharmaceutical Society of Australia, Australian 
Pharmaceutical Formulary and Handbook 24, 
2018 
 
14Pharmacy Board of Australia, Guidelines for 
dispensing of medicines, 2015 

Written information on 
counselling  

20.2 Face-to-face contact is the preferred counselling method. 
Where this is not possible, this is provided via written 
information and/or a telephone call to the patient. Written 
information is provided to reinforce oral counselling. 1, 14 
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COMPOUNDED MEDICINES 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

20.3 Written information is provided to assist the following 
counselling points: 
 an explanation of why a compounded product is 

being supplied, and how this differs to a 
commercially available one which requires the 
manufacturer to meet the requirements of the 
Therapeutic Goods Administration,  

 instructions on the correct use of the product, 
 the appropriate storage requirements and expiry 

date, 
 side effect profile, 
 contraindications, 
 any other specific counselling points which would 

normally be obtained in a written consumer 
information leaflet,  

 how to report adverse events. 1, 2 

 
Pharmacy Board of Australia, FAQ for 
pharmacists on the compounding of medicines, 
2018 (resource) 
 
Pharmaceutical Society of Australia, Professional 
Practice Standards, Version 5, 2017 (resource) 
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ADVERTISING 

Checklist item  Yes 
No 
N/A 

References and resources Evidence 
examples  

21. Advertising of 
compounded 
preparations 
to the public 

21.1 Compounded preparations containing Schedule 4 and 
Schedule 8 medicines, as well as Schedule 3 medicines 
not listed in Appendix H of the Poisons Standard are not 
permitted to be advertised. 1,6,8,10,11,15 

 1Pharmacy Board of Australia, Guidelines on 
compounding of medicines, 2015 
 
6Poisons and Therapeutic Goods Regulation 
2008 (NSW) 
 

8The current Poisons Standard (Standard for the 
Uniform Scheduling of Medicines and Poisons) 
(Cth) in force as proclaimed in New South Wales 
under the Poisons and Therapeutic Goods 
(Poisons List) Proclamation 2016 
 
9 Therapeutic Goods Act 1989 (Cth)  
 

10Therapeutic Goods Regulation 1990 (Cth) 
 
11Agricultural and Veterinary Chemicals Code Act 
1994 (Cth)  (Ag Vet Code) 
 

15Pharmacy Board of Australia, Guidelines for 
advertising regulated health services, 2014 
 
17Therapeutic Goods Advertising Code 2018 

Advertisements of 
compounded 
preparations  

Pre-approval 
advertisements  

 21.2 Advertising of compounded preparations only occurs for 
compounded preparations containing unscheduled 
medicines, Schedule 2 medicines and Schedule 3 
medicines included in Appendix H of the Poisons 
Standard, provided that: 
 evidence of efficacy is included in the 

advertisement 
 pre-approval from the Secretary of the Department 

of Health has been granted if advertisements are 
placed in certain types of media including (but not 
limited to) billboards, newspaper, magazines and 
television. 1,6,8,9, 10,11,15 

21.3 Where advertising takes place in accordance with 
checklist item 21.2, advertisements adhere to the 
Therapeutic Goods Advertising Code currently in force.9, 

10, 17 
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SECTION THREE: Reference list  
List of references used in checklist 

1 Pharmacy Board of Australia, Guidelines on compounding of medicines, 2015  
 
2 Pharmaceutical Society of Australia, Australian Pharmaceutical Formulary and Handbook 24, 2018 
 

3 Pharmaceutical Society of Australia, National Competency Standards Framework for Pharmacists in 
Australia, 2016 
 
4Pharmacy Council of New South Wales, Premises and equipment guidance for non-sterile complex 
compounding, 2019 
 
5 Poisons and Therapeutic Goods Act 1966 (NSW) 
 
6 Poisons and Therapeutic Goods Regulation 2008 (NSW) 
 
7 Health Practitioner Regulation (New South Wales) Regulation 2016  
 
8 The current Poisons Standard (Standard for the Uniform Scheduling of Medicines and Poisons) (Cth) 
in force as proclaimed in New South Wales under the Poisons and Therapeutic Goods (Poisons List) 
Proclamation 2016 
 
9 Therapeutic Goods Act 1989 (Cth)  
 
10 Therapeutic Goods Regulation 1990 (Cth) 
 
11 The Agricultural and Veterinary Chemicals Code Act 1994 (Cth) (AgVet Code) 
 
12 Therapeutic Goods Order No. 80 Child-Resistant Packaging Requirements for Medicines 
 
13 Therapeutic Goods Order no.69 General Requirements for Labels for Medicines  

NB. A transition period is currently in place to facilitate the implementation of the Therapeutic 
Goods Order 91 Standard for labels of prescription and related medicines and Therapeutic Goods 
Order 92 Standard for labels of non-prescription medicines, which will eventually replace 
Therapeutic Goods Order no.69 General Requirements for Labels for Medicines on the 1st 
September 2020 

 
14 Pharmacy Board of Australia, Guidelines for dispensing of medicines, 2015 
 
15 Pharmacy Board of Australia, Guidelines for advertising regulated health services, 2014 
 
16 Therapeutic Goods (Poisons List) Proclamation 2016 (NSW) 
 
17 Therapeutic Goods Advertising Code 2018 
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SECTION FOUR: Resource list  
List of resources used in checklist  
 
Pharmaceutical Society of Australia, Professional Practice Standards, Version 5, 2017  
 
Pharmacy Board of Australia, Background on the regulation of compounding by pharmacists, 2015  
 
Pharmacy Board of Australia, FAQ for pharmacists on the compounding of medicines, 2018  

SafeWork NSW, Cytotoxic drugs and related waste – risk management, July 2017  
 
USP-NF <800> Hazardous Drugs – Handling in Healthcare Settings 

Pharmacy Council of New South Wales, Fact sheet: raw materials used in compounding, May 2018 
updated September 2018 
 
Pharmacy Council of New South Wales, Frequently Asked Questions (FAQs) for the Fact sheet – 
Raw materials used in compounding, May 2018 (updated September 2018)  
 
Pharmacy Board of Australia, FAQ for pharmacists on the compounding of medicines, 2018  
 
Pharmaceutical Services, NSW Ministry of Health website  
 
Pharmacy Board of Australia, Background on the regulation of compounding by pharmacists, 2015  
 
NSW Ministry of Health, Guide to Poisons and Therapeutic Goods Legislation for Pharmacists, 2015   
 
The current Guide to NSW Medicines & Poisons Schedules published by the Pharmacy Guild of 
Australia  
 

 
 


