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Key messages  

 

 Pharmacists are responsible for ensuring compounded preparations are consistently of high quality, 
safe and efficacious.1 
 

 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.1 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. 
 

 One area of risk that must be addressed is the compounding premises and equipment, which is the 
focus of this document. Having appropriate compounding facilities and equipment will help:  

o ensure there is sufficient space within which to comfortably and safely work, 
o minimise the risk of cross contamination of compounded preparations prepared, and  
o minimise the risk of unnecessary exposure to hazardous preparations.  

 

 The Council has developed this document as a supplementary resource to support pharmacists in 
understanding, as a minimum, what the compounding environment and equipment should look like 
within a pharmacy where non-sterile complex compounding is conducted.  

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 may use this document to help assess whether their compounding premises and 
equipment are appropriate. Pharmacists considering providing non-sterile complex compounding 
services in their pharmacy may also find this document informative in their decision making 
process. 
 

 Pharmacists may also use this document to assure and improve the quality of non-sterile complex 
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, we may review a pharmacy’s compounding environment and 
equipment against this guidance to determine whether they are appropriate. 
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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 premises, equipment and 
publication requirements for pharmacies as prescribed under the Health Practitioner Regulation (New 
South Wales) Regulation 2016.  

 
Purpose of this guidance 

This document has been developed by the Council as a supplementary resource for pharmacists 
involved in non-sterile complex compounding activities. It provides guidance specifically relating to 
premises and equipment for New South Wales pharmacies where non-sterile complex compounding 
activities are conducted. Some aspects will also be relevant to pharmacists involved in simple 
compounding activities.  This document is not intended to provide guidance for the premises and 
equipment where sterile complex compounding activities take place. 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. 
 
The Council has also developed a Compounding checklist as a self-audit tool for use by pharmacists to 
ensure their compounding practices are undertaken appropriately in New South Wales pharmacies. It 
brings together legislation, codes, guidelines and other useful resources referenced in this guidance.  
 

Who needs to use this guidance? 
This guidance is intended for use by anyone who is involved, or considering becoming involved, in non-
sterile complex compounding in New South Wales pharmacies. This includes all pharmacist proprietors 
of New South Wales pharmacies, and all pharmacists, pharmacist interns and pharmacy students 
working or undertaking placements in pharmacies where non-sterile complex compounding services 
may be offered. The Council acknowledges that compounding within New South Wales public hospitals 
is subject to NSW Health policy directives.  
 

How should I use this guidance? 
At all times, compounding activities should take place in a suitable environment. Pharmacists and non-
pharmacist staff involved in non-sterile complex compounding may use this guidance to assess whether 
their compounding premises and equipment are appropriate. Pharmacists considering providing non-
sterile complex compounding services in their pharmacy may also find this guidance informative in their 
decision making process. Pharmacists may also use this document to assure and improve the quality of 
non-sterile complex compounding activities carried out within their pharmacies. 

How will the Council use this guidance? 
The Council has developed this guidance to support pharmacists in understanding, as a minimum, what 
the compounding environment and equipment should look like in a pharmacy where non-sterile 
complex compounding takes place.  
 
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, with reference to this 
guidance, and act accordingly. 
 

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 premises 
and/or equipment. 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).2 These medicines must be entered in the 
Australian Register of Therapeutic Goods and are subject to rigorous assessment.3  
 
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.4 
 
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.4 
 
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.3 
 
Pharmacists involved in pharmaceutical compounding must be familiar with the Pharmacy Board of 
Australia’s Guidelines on compounding of medicines, the current Australian Pharmaceutical Formulary 
and Handbook, relevant Commonwealth and state legislation, the Australian Health Practitioner 
Regulation Agency’s Guidelines for advertising regulated health services, relevant Work, Health and 
Safety requirements and relevant codes, practice standards and guidelines published by professional 
organisations. As a minimum, a pharmacist’s professional obligations with respect to pharmaceutical 
compounding should be determined with reference to all publications listed above. Proprietor 
pharmacists should also have regard for the Pharmacy Board of Australia’s Guidelines for proprietor 
pharmacists.  

 
As a matter of practice, the Council considers published guidelines and policies when assessing what 
constitutes appropriate professional conduct or practice for pharmacists. 
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SECTION TWO: Guidance  

1. Compounding environment  
 

Non-sterile complex compounding activities should 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 must be lockable to prevent unauthorised or 
public access. A compounding laboratory: 

 
a. should be separate to the dispensing area. The dispensing area is specified in Clause 12 

(1)(c) of Division 1 to the Health Practitioner Regulation (New South Wales) Regulation 
2016, 
 

b. if within an approved professional services room, should be separated from non-
compounding activities by floor to ceiling walls with at least one door to enable entry and 
exit. An approved professional services room is specified in Clause 13 of Division 1 to the 
Health Practitioner Regulation (New South Wales) Regulation 2016, 
 

c. should have 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 and 
permit effective cleaning is recommended), 

 
d. should be of 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, 
 

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

 
f. should have easy to clean surfaces (walls, bench tops and shelves) made from an 

impervious material, 
 

g. should be adequately lit and ventilated (additional precautions should be taken where 
hazardous materials are involved, see 3. Non-sterile complex compounding involving 
hazardous materials for further detail),  

 
h. should have facilities to maintain and monitor an ambient temperature of 25 degrees Celsius 

or less, 
 

i. should have a dedicated stainless steel or similarly impervious sink positioned to avoid 
contamination and be supplied with hot and cold running water, 
 

j. should have 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 
compounding, and 

 
k. must be free from food and drinks at all times.   

 

NB. This guidance should be considered in the design of a new compounding laboratory or the 
redesign/refit of an existing one. The Council recognises that some compounding laboratories 
already in use may not adhere to the specifications outlined above. It is the responsibility of the 
pharmacist to ensure at all times, non-sterile complex compounding activities take place in an 
appropriate compounding laboratory that is secure, sanitary and provides adequate space within 
which to comfortably and safely work.   
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2. Equipment 
 
Equipment used in non-sterile complex compounding activities must be in good working order and 
be dedicated to pharmaceutical compounding. This equipment should include: 
 

a. 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 should be conducted and expert advice sought prior to 
purchase and installation. Powder containment cabinets should be purchased from a 
reputable manufacturer and be accompanied by a Certificate of Compliance stating the 
Australian Standard to which it complies, 
 

b. 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. capable of weighing to 0.001 gram). To achieve this, electronic 
balances linked to barcode readers and integrated compounding software are 
recommended, 
 

c. an appropriate heating source (i.e. hot plate/stirrer) for use in heating formulations where 
required. A microwave oven is not recommended as an appropriate heating source due to 
the potential to affect drug stability as the temperature cannot be adequately monitored, 

 
d. where required, equipment to enable the appropriate storage of compounded preparations 

and the storage of raw materials in accordance with the manufacturer’s recommended 
conditions (and which can be operated in the event of a mains power failure). It may be 
appropriate to have: 

 
i. a dedicated refrigerator (with continuous temperature monitoring equipment 

able to alert staff if the temperature range has been compromised) to enable 
the storage of raw materials and compounded preparations between 2 and 8 
degrees Celsius,  
 

ii. a dedicated freezer (with continuous temperature monitoring equipment able to 
alert staff if the temperature range has been compromised) to enable the 
storage of raw materials and compounded preparations below -5 degrees 
Celsius (freeze) or below -18 degrees Celsius (deep freeze),  
 

e. where required, appropriate facilities to store drugs of addiction (Schedule 8 substances) in 
accordance with Clause 76 of the Poisons and Therapeutic Goods Regulation 2008 (NSW). 
Consideration should be given to whether a dedicated safe and/or secure refrigerator is 
required to store raw materials or compounded preparations that are drugs of addiction, 

 
f. appropriate personal protective equipment (PPE) for all staff engaged in complex 

compounding activities: 
 

i. laboratory coat, surgical face mask, disposable gloves and hair and beard 
covers (it is recommended that these are disposable), 
 

ii. based on the assessment of identified tasks and control measures required, 
appropriate PPE for staff handling hazardous materials 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, 
an appropriate particulate respirator mask (P1, P2 or P3), nitrile gloves, hair 
and beard coverings and shoe covers, 

 
iii. any other PPE as advised in relevant Safety Data Sheets (previously known as 

Material Safety Data Sheets (MSDS), 
 

NB. It is recommended that all gowns and coveralls used are disposable and 
discarded after each compounding session. Reusable gowns and coveralls may be 
appropriate for use under certain circumstances provided they are appropriately 
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laundered regularly (e.g. professionally laundered by a specialist laundering 
company) and a Standard Operating Procedure is implemented to minimise the risk 
of inadvertent exposure to raw materials and/or compounded preparations.  

 
g. a spill kit, and  

 
h. any other equipment and packaging appropriate to the dosage forms of preparations and 

quantities to be compounded. For example, appropriate equipment may include a suitable 
electronic mortar and pestle, ointment mill, capsule machine, pH meter.  

 

3. Non-sterile complex compounding involving hazardous materials 
 
Additional precautions must be taken when compounding is undertaken with hazardous materials 
(e.g. hormones).  

a. Non-sterile complex compounding activities involving hazardous materials should be carried out 
in a way that minimises the risk of both: 
 

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

ii. exposure to hazardous materials by pharmacy staff. 
 

b. A risk assessment should be conducted to identify key risks, their likelihood of occurrence and 
potential consequence. A risk management plan should address how: 
 

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

ii. records of these risks will be kept, and  
 

iii. risk controls in place will be regularly reviewed. 
 

c. Standard Operating Procedures for compounding involving hazardous materials should be 
developed and implemented as part of the risk assessment process. These should include but 
are not limited to: 
 

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

ii. cleaning protocols,  
 

iii. circumstances for exclusion (e.g. pregnancy, wounds), and  
 

iv. workflow processes to streamline hazardous materials handling e.g. compounding 
hazardous materials at the end of the day. 

NB. In practice, there are many ways in which pharmacists may manage the additional risks associated 
with compounding involving hazardous materials. Options include: 

 having a separate and dedicated compounding laboratory (or a room within the compounding 
laboratory), 
 

 having a separate and dedicated powder containment hood within the compounding laboratory, 
or 
 

 ensuring no other compounding takes place in the compounding laboratory while compounding 
activities involving hazardous materials are being conducted, and compounding one 
preparation at a time.  
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4. Storage of raw materials (including hazardous materials) 
 
Raw materials:   

 
a. should be stored in the compounding laboratory, 

 
b. must be stored in accordance with the Poisons and Therapeutic Goods Regulation 2008 

(NSW) according to their classification under 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 applicable (e.g. Schedule 3 and Schedule 4 substances must be stored out of public 
access),  

 
c. should be stored in accordance with the manufacturer’s recommended conditions or 

requirements specified in the relevant Safety Data Sheet, and 
 

d. if they are hazardous materials, they: 
 

i. must be labelled clearly with elements of the Globally Harmonised System of 
Classification and Labelling of chemicals (GHS) which includes hazard 
statement and pictograms, and  

 
ii. should be stored in a dedicated area in the compounding laboratory, separate 

from other material and equipment to minimise risk of mix-ups, contamination 
and compounding staff exposure e.g. on a dedicated shelf in the compounding 
laboratory. 

 

5. Documentation and resources  
 
The following should be accessible from within the compounding laboratory and available to all 
compounding staff: 
 

a. Customised Standard Operating Procedures  
Customised operations manual (Standard Operating Procedures) for non-sterile complex 
compounding that is implemented, regularly reviewed at least annually and demonstrates 
that the pharmacy has systems in place to ensure efficacy, safety and stability of all products 
prepared. At a minimum, the pharmacy should have policies and procedures for: 
 

i. engaging appropriately trained (or provide induction and on-going training for) 
compounding staff, 
 

ii. compounding involving hazardous materials, including but not limited to 
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 (see 3. Non-sterile complex compounding involving 
hazardous materials for further information), 

 
iii. circumstances where baseline and regular health monitoring (e.g. pathology 

tests) is required (e.g. compounding hormone preparations and following spill 
incidents), 

 
iv. 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, 

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

 
vi. procuring quality raw materials for use in compounded preparations, 
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vii. labelling, storing and handling raw materials in accordance with safety 
requirements, 

 
viii. 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,   

 
ix. 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,  

 
x. 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),  

 
xi. handling appropriate waste disposal and management and containment of 

spills, 
 

xii. handling product recalls, complaints and incident management and reporting,  
 

xiii. handling adverse reaction/health monitoring and reporting,  
 

b. Records and/or logs of: 
 

i. recalls, complaints and incident reports, 
 

ii. training for compounding staff, 
 

iii. signatures of all compounding staff, their position title and job description 
(signed by staff member and manager), 

  
iv. cleaning of the compounding laboratory and equipment, 

 
v. baseline and regular health monitoring (e.g. pathology tests where required) of 

compounding staff, 
 

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

 
vii. analytical reports of assays, 

 
viii. maintenance relating to equipment (e.g. servicing of air conditioning filters, 

powder containment cabinets, pest inspections),  
 

ix. workplace risk assessments (including hazards register), 
 

x. temperature monitoring for ambient temperature, refrigerators and freezers, 
 

to be retained for a minimum of 2 years, 
 

c. Documentation relating to each episode of compounding and/or compounding request, 
including: 

 
i. completed risk assessments,  

 
ii. completed compounding worksheets,  

 
iii. prescription and dispensing records where applicable, 
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iv. Reports of adverse reactions (if any), and 
 

v. 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  

 
to be retained for a minimum of 2 years, 

 
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 2 years 

 
NB. Compounding specific software may be used to facilitate appropriate 
documentation and record keeping in accordance with legislation.  

 
d. an up to date register of hazardous chemicals and their current Safety Data Sheets (SDS) 

(previously known as Material Safety Data Sheets (MSDS)) for hazardous materials (this 
may be an electronic register), 

 
e. a database of extemporaneous formulations (including references) used (sometimes known 

as a master formula database), 
 

f. all current New South Wales and Commonwealth legislation relating to pharmaceutical 
compounding, such as: 

 
i. the Therapeutic Goods Act 1989 (Cth), Therapeutic Goods Regulations 1990 

(Cth) and relevant Therapeutic Goods Orders, 
 

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

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

 
iv. the Poisons and Therapeutic Goods Act 1966 (NSW) and Poisons and 

Therapeutic Goods Regulation 2008 (NSW),  
 

v. 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 

 
vi. the Work Health and Safety Act 2011 (NSW) and Work Health and Safety 

Regulation 2017 (NSW).  
 

g. Current references, guidelines, standards and resources relevant to a pharmacy’s area of 
pharmaceutical compounding, such as: 

 
i. the Pharmacy Board of Australia’s Guidelines on compounding of medicines, 

 
ii. the Pharmacy Board of Australia’s Guidelines for dispensing of medicines, 

 
iii. the Pharmaceutical Society of Australia’s Australian Pharmaceutical 

Formulary and Handbook,  
 

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

 
v. The National Competency Standards Framework for Pharmacists in 

Australia, 



PHARMACY COUNCIL OF NEW SOUTH WALES 
 

Premises and equipment guidance for non-sterile complex compounding 

  

12 

 

 
vi. the Pharmacy Board of Australia’s Guidelines for proprietor pharmacists, 

 
vii. relevant professional practice standards and guidelines published by the 

Pharmaceutical Society of Australia and the Society of Hospital Pharmacists 
of Australia,  

 
viii. the PIC/S Guide to Good Manufacturing Practice for Medicinal Products 

[PE009], 
 

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

 
x. any other relevant standards, codes and guidelines relevant to compounding 

published or endorsed by the Pharmacy Board of Australia,  
 

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

 
xii. 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,   

 
xiii. access to the International Journal of Pharmaceutical Compounding, and  

 
xiv. reference texts relevant to the area of compounding activity undertaken (e.g. 

The art, science and technology of pharmaceutical compounding, author: 
Loyd V. Allen Jr.). 
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SECTION THREE: Definitions  
 
Simple compounding – In this document, the Council adopts the Pharmacy Board of Australia’s 
definition of simple compounding, which refers to the extemporaneous preparation and supply of a 
single ‘unit of issue’ of a therapeutic product intended for a specific patient.4 Pharmacists entering the 
profession are deemed competent to undertake ‘simple compounding’, which routinely involves 
compounding preparations from formulations published in reputable references such as the Australian 
Pharmaceutical Formulary and Handbook (excluding sterile preparations, which are considered 
complex compounding), or using other formulations where information about quality, stability, safety, 
efficacy and rationality is available and can be confirmed.4 Premises and equipment requirements for 
simple compounding are outlined in the current version of the Australian Pharmaceutical Formulary and 
Handbook.1 Examples include Salicylic acid in aqueous cream and Coal tar and zinc paste.  

 
Complex compounding – In this document, the Council adopts the Pharmacy Board of Australia’s 
definition of complex compounding, which refers to the extemporaneous preparation and supply of a 
single ‘unit of issue’ of a therapeutic product intended for a specific patient that requires or involves 
special competencies, equipment, processes or facilities.4 Examples are sterile preparations, 
preparations containing ingredients that pose an occupational health and safety hazard (such as 
hazardous materials), micro-dose single-unit dosage forms containing less than 25mg (or up to 25% 
by weight or volume) of active ingredient, and sustained release or other modified release 
preparations.4 

 
Hazardous materials – In this document, the Council adopts the Safe Work Australia definition of 
hazardous chemicals, which refers to substances, mixtures and articles that can pose a significant risk 
to health and safety if not managed correctly.5 USP <795> Pharmaceutical Compounding – Nonsterile 
Preparations identifies hazardous drugs as those meeting at least one of the following criteria: 

 Carcinogenicity  

 Teratogenicity or developmental toxicity  

 Organ toxicity at low doses in humans or animals 

 Genotoxicity 

 New drugs that mimic existing hazardous drugs in structure or toxicity.6 
 
In the pharmacy context, hazardous materials include medicines requiring special handling and 
disposal and which must be labelled accordingly. Examples include hormones and cytotoxic medicines.4 

 
Sterile preparations - The Council considers eye drops, eye lotions, irrigations, injectable preparations 
and infusions to be sterile preparations.4 Complex compounding involving sterile preparations requires 
additional staff training and compliance with additional premises and equipment requirements.4  This 
document is not intended to provide premises and equipment guidance where sterile complex 
compounding activities take place. Pharmacists should refer to the Pharmacy Board of Australia’s 
Guidelines on compounding of medicines for further information.  
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