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Foreword
Every effort has been made to ensure Version 3 of the Professional Practice Standards encompasses the major
changes that have taken place in pharmacy in the past few years.
The Standards have been designed for use by individual pharmacists to assess their own professional practice. While
they are intended to serve as a guide for desired standards of practice, it is ultimately the responsibility of each
individual pharmacist to determine whether a higher standard is required in areas relating to their own individual
circumstances as practitioners.
Rather than many individual service standards, Version 3 of the Standards represents a more holistic set of practice
standards. It has been systematically developed to support quality improvement and risk management strategies.
The grouping and order of the Professional Practice Standards [version 3] is broadly based on the functional
areas within the Competency Standards for Pharmacists in Australia (PSA, 2003). A new standard – Fundamental
Pharmacy Practice – has been introduced as an overarching ‘core’ standard that is applied in conjunction with
specific service standards. This has removed some of the duplication of criteria that existed in previous versions and
aims to improve the ease of use and implementation of the standards. A second new standard – Organisation of
Pharmacy Practice – addresses the processes of applying organisational skills in the practice of pharmacy.
One particularly noteworthy aspect of the revised standards has been the guidance and input provided by
representatives of the Consumers’ Health Forum of Australia. This has sharpened the focus on the partnership
between pharmacists and consumers that is fundamental to the provision of health care services.
The Professional Practice Standards [version 3] are quality standards that are intended to promote consistency and
uniformity in the delivery of professional services. They are also intended to focus attention on the integration
of continuous quality improvement initiatives into professional practice. Importantly, the professional standards
will continue to be an integral part of the Quality Care Program so that pharmacists working within participating
pharmacies can regularly assess the quality of the professional services they provide to consumers.
Within this publication, PSA is providing the tools to facilitate the delivery of high quality professional services,
but it is up to each individual pharmacist to use them in a way that benefits their practice, and the community.
So if you haven’t yet developed a plan for Practice Improvement, it’s important to start work on one now.

Brian Grogan
National President
Pharmaceutical Society of Australia
December 2005
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Introduction
The Tokyo Declaration of 1993 by the International Pharmaceutical Federation (FIP) endorsed international
guidelines for ‘Good Pharmacy Practice’ (GPP) and exhorted national pharmaceutical associations to use them
as the basis for developing nationally accepted standards of GPP.1 The guidelines, subsequently endorsed by the
World Health Organisation in 1997,2 recommend that national standards be established in the areas representing
the four main elements of GPP:3
• the promotion of health and avoidance of ill-health, and achievement of health objectives;
• supply and use of medicines, medication delivery devices and related items;
• provision of advice and/or supply of medicines for self care of symptoms or ailments; and
• activities that influence the quality of prescribing or use of medicines.
Practice standards have been variously defined, but their purpose is to ensure that professional activities are
performed to an agreed level. They also play an important part in the measurement of quality of service to the
consumer.2 It is now well accepted that the practice of pharmacy must be patient-centred and focus on improving
health outcomes. The application of professional practice standards is a tangible means by which the profession
can demonstrate its commitment to ensuring that health care services and products delivered to consumers are
of reliable quality. They are an important part of the profession’s responsibility to consumers and contribute to
consumer confidence in the profession.
The following key statement for the profession of pharmacy4 has been considered central to the development
of the Professional Practice Standards [version 3].
Pharmacists utilise expertise in drugs, medicines and drug therapy to optimise health outcomes.
	The practice of pharmacy includes the custody, preparation, dispensing and provision of medicines, together with
systems and information to assure quality of use.
	As readily accessible health professionals, pharmacists provide primary health care including education and
advice to promote good health and to reduce the incidence of illness.
	A sound pharmaceutical knowledge base, effective problem solving, organisational, communication and
interpersonal skills, together with an ethical and professional attitude, are essential to the practice of pharmacy.

Development of the Standards
The Professional Practice Standards [version 3] have been prepared by the Pharmaceutical Society of Australia on
behalf of the Australian pharmacy profession, with funding provided by the Australian Government through the
Pharmacy Development Program of the Third and Fourth Community Pharmacy Agreements.
The Professional Practice Standards were first published in 1999 and were derived principally from substantive
guidelines already in use by the profession, and represent what the profession expects of itself. They have been
designed to help individual pharmacists to assess their own practice, irrespective of the setting from which
their professional services are provided. They are intended to be a positive, educative tool to assist and support
pharmacists. They may also encourage pharmacist involvement in a wider range of professional services, and, as
such, may function as an instrument of practice change.
A widely consultative process has been followed for the current revision of the standards. The review has been
overseen by a Steering Committee comprised of stakeholder organisations within the pharmacy sector (refer to
Appendix 2).
Expert Review Groups consisting of small groups of expert pharmacists and practice specialists considered the
content and relevance of each standard. The project team reviewed and incorporated the suggested changes, as well
as feedback on the draft changes from the Steering Committee.
2006 | Version 3 | Professional Practice Standards | © Pharmaceutical Society of Australia



Standards for competency versus quality standards
The delivery of optimal health outcomes depends on both the competence of the pharmacist providing the
professional service and the quality of the system through which they deliver that service. Competency can be
described as the skills, attitudes and other attributes attained by an individual based on knowledge and experience
which together are considered sufficient to enable the individual to practice as a pharmacist.4 The Professional
Practice Standards [version 3] show the systems, procedures and information used by pharmacists in providing
professional services and serve as a benchmark against which performance can be assessed. There is an inherent
assumption that pharmacists using the professional standards to assess their performance are also competent. The
adoption of the Professional Practice Standards [version 3] provides assurance that professional services are provided
to an agreed (desired) level.
The Continuing Professional Development and Practice Improvement (CPD & PI) Program offered by PSA
provides opportunities for positive change in professional practice which lead to improved healthcare outcomes for
the consumer. Practice Improvement (PI) refers to enhancing the processes or systems through which pharmacists
deliver the professional services as described in the Professional Practice Standards [version 3]. Continuing
Professional Development (CPD) refers to the systematic maintenance, development and broadening of
knowledge, skills and attitudes as described in the Competency Standards for Pharmacists in Australia, (PSA, 2003).
Pharmacists use both the Competency Standards for Pharmacists in Australia, (PSA, 2003) and Professional Practice
Standards [version 3] in the same manner:
• to self assess their own performance;
• to identify areas where improvement is needed; and
• re-assess their performance after appropriate changes have been implemented.

Structure of the standards
The context

These standards apply to all pharmacists irrespective of the setting in which they practise. Legislative requirements
are not addressed in these standards as it is assumed that pharmacists are aware that compliance with legislation is a
mandatory requirement. Therefore, in the event of conflict or overlap between the standards and the requirements
of applicable state or territory legislation the requirements of the legislation prevail to the extent of the conflict or
overlap.
Organisational and environmental changes create significant risks to maintenance of professional standards,
particularly when changes are rapid and cumulative, as is currently the case. The PSA has responded to this
environment, and to the call to action by FIP in the Tokyo Declaration of 1993, by developing a nationally
recognised, comprehensive set of standards for professional pharmacy practice. This has been achieved through
PSA working collaboratively with constituents, professional organisations, consumers and government to
develop standards which encompass both core professional services and selected specialty services. The original
standards were developed in 1999 and the current review of all the original, and all subsequent standards, has
been undertaken to ensure the practice standards encompass contemporary roles and professional practises of
pharmacists.
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Elements of the standards

The Professional Practice Standards [version 3] are comprised of the following elements:
•

Standard

		Clarifies the qualities required of a service to ensure the desired level of performance or results. Pharmacists
will note that the Fundamental Pharmacy Practice standard is to be applied in conjunction with all other
standards.
•

Scope
Provides context for the standard with appropriate cross referencing to other standards.

•

Criteria
Describe the components or elements of the standard.

•

Indicators
Provide the evidence or measure of compliance with the criterion.

•

Notes for criterion
Provide further information and guidance for compliance to the standard.

•

Additional information
Provides additional background relevant to the standard.

•

Information resources
Provide references to publications and resources relevant to the standard.

•	Self-assessment and declaration
A check box is provided for self-assessment against the indicators for each standard. Pharmacists marking
these boxes with a “yes”, “no”, or “not applicable” (or , , n/a) are self-assessing the measure of their
compliance with the standard. Completion of the self-assessment process for each standard enables the
pharmacist to either sign-off on the standard (if applicable to the individual pharmacist) or explore and
document a course of remedial action. Pharmacists should then transfer the identified actions to their
personal Continuing Professional Development and Practice Improvement (CPD&PI) learning plan. PSA
strongly encourages pharmacists to regularly (at least annually) self-assess against the Standards or when
a change occurs in their professional practice setting, eg the introduction of a new service. The standards
document, Professional Practice Standards [version 3] will be available on the PSA website at
www.psa.org.au.
1     International Pharmaceutical Federation. The Tokyo Declaration. Tokyo: FIP; 1993.
2     World Health Organization Expert Committee on Specifications for Pharmaceutical Preparations. Endorsed at
the thirty-fifth meeting, 21-25 April 1997.
3     International Pharmaceutical Federation. Good Pharmacy Practice — In Community and Hospital Pharmacy
Settings. The Hague: FIP; 1993.
4    Competency Standards for Pharmacists in Australia, Pharmaceutical Society of Australia, 2003.

2006 | Version 3 | Professional Practice Standards | © Pharmaceutical Society of Australia



Presentation of the Standards

As previously mentioned, the grouping and order of the Professional Practice Standards [version 3] is broadly based
on the functional areas within the Competency Standards for Pharmacists in Australia, (PSA, 2003).
•   Practice pharmacy in a professional and ethical manner; manage work issues and interpersonal relationships in
pharmacy practice.
 		

1.     Fundamental Pharmacy Practice

(Note- This standard is based upon the foundation principles which underpin all professional pharmacy practice,
and is a ‘universal’ standard which is to be applied in conjunction with all other standards.)
• Promote and contribute to optimal use of medicines
 		
		
		

2. Comprehensive Pharmacy Care
3. Comprehensive Medication Review
4. Home Medicines Review (also known as Domiciliary Medication Management Review)

• Dispense Medicines
		
		
		
		
		

5.
6.
7.
8.
9.

Dispensing
Distance Supply
Counselling
Dose Administration Aids Service
Opioid Substitution Program

• Prepare pharmaceutical products
 		
		
•

10. Compounding (also known as Extemporaneous Dispensing)
11. Preparation of Cytotoxic Drug Products

Provide primary health care

		
		
		

12. Smoking Cessation Service
13. Needle and Syringe Program
14. Monitoring and Case Detection

• Provide medicines and health information and education
		
		
		

15. Health Promotion
16. Drug Information Service
17. Services to Residential Care Facilities

• Apply organisational skills in the practice of pharmacy
 		

18. Organisation of Pharmacy Practice

The use of medicines by consumers can be represented as a series of steps that are independent of the setting and
the individuals involved. Generally each step in the series will occur, although the specific actions involved may
differ. The use of a model such as the Medicines Management Pathway identifies each of the steps involved in the
use of medicines. A systems approach to improving medication safety involves minimising the risk of misadventure
occurring at each step by the application of quality standards such as the Professional Practice Standards [version 3].

The Medicines Management Pathway
Extracted and/or adapted from Stowasser DA, Allinson YM, O’Leary KM. Understanding the medicines management
pathway. J Pharm Pract Res 2004;34:293-6
The medicines management pathway (Figure 1) has nine key steps and three system-wide background processes1.
The steps are both cognitive and physical. Opportunities for error exist within each step and as the processes are
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interdependent; they influence each other. The pathway is a closed loop, or cycle, as feedback on the effect of the
medicine and transfer of information regarding the previous steps influences future treatment decisions in the next
cycle. The pathway is applicable to the use of all medicines, independent of the setting, the health professionals
involved and the funding source. It provides a framework to identify how steps are related, the potential for any
errors and thus possible medication safety system improvements.
Figure 1: The Medicines Management Pathway1

Decision on
appropriate treatment

Effective
communication of
accurate, complete and
comprehensive
information

Medicines procurement
and materials
management

Decision to
prescribe
medicine

Transfer of verified
information
Record medicine
order (prescribe)
Monitor for
response
Review of
medicine order

Consumer

Administration
of medicine
(re-assessment, preparation,
administration and recording)

Distribution
and storage
of medicine

Issue of medicine

Provision of
medicine
information

Data collection and reporting, audit
review of quality and safety

In some circumstances, steps occur in parallel rather than in sequence e.g. an electronic prescribing system with
decision support may simultaneously ‘review the medicine order’ at the ‘record of medicine order (prescription)’
step. On occasions the steps may not occur in strict sequence e.g. when medicine information is provided as
the medicine is ordered. The same person may be responsible for consecutive steps. Generally each step will be
undertaken when medicines are used although how they are undertaken may differ depending on the setting.
The consumer is the central focus of the pathway, with direct involvement in some or all of the steps (e.g. when
self medicating). Depending on the pharmacy practice setting, pharmacists have newly developing and/or well
established roles at all steps of the pathway.
Steps in the Medicines Management Pathway

1.		

Decision on appropriate treatment and decision to prescribe medicine

The prescriber needs access to accurate, complete and up-to-date consumer-specific information and consumer
input, to assess the most appropriate treatment option considering the best available evidence and the consumer’s
treatment goals. If the most appropriate option is the use of a medicine, the decision becomes the choice of the
most appropriate, safe and cost effective medicine for that person. The decision may be influenced by treatment
protocols, cost effectiveness and acceptability to the consumer, as well as the funding source. An example of a
pharmacist undertaking this step is providing a recommendation for an OTC medicine.
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2.		

Record of medicine order (prescription)

The intention of the prescriber needs to be conveyed to others involved in the medicines management pathway.
The medicine order (or prescription) needs to be clear and unambiguous and contain enough information to
support the use of the medicine as intended. Therefore communication is required with the consumer, the person
issuing the medicine (often a pharmacist), the person administering the medicine (the consumer or carer, or in the
hospital setting usually a nurse) and finally, the person assessing the impact of the use of the medicine.
3.

Review of medicine order

The review of the order at this step provides a valuable safeguard for consumers and prescribers. Orders may be
reviewed to ensure compliance with legislative requirements or funding by a third party (e.g. the Pharmaceutical
Benefits Scheme), to optimise the use of the medicine prescribed, to verify and confirm the intention, or to
consider clinical appropriateness prior to dispensing or administration, according to the information available
to the health care provider. If an issue is identified, clarification is sought with the prescriber, and any proposed
changes discussed and documented.
4.         Issue of medicine
Issuing of medicines includes the processes of dispensing, manufacturing or supply of medicines, and is usually
undertaken by pharmacists or other endorsed providers (e.g. rural nurses). The correct medicine should be
manufactured or selected and it should be labelled fully and clearly. Where required, consumer-specific instructions
are included to assist the person administering the medicine to understand the prescriber’s intent and a record of
the issue is made.
5.         Provision of medicine information
Appropriate consumer information about medicines, including how to store and use them correctly, improves
medication safety and the quality use of medicines. In addition, information on the appropriate preparation and
administration of the medicine should be provided to persons involved in administering the medicine.
6.         Distribution and storage
Once issued, medicines are distributed to the care delivery areas (e.g. the ward) within a residential or health care
facility or for local storage by the consumer or carer (at home or wherever the consumer resides). The method of
medicines storage (e.g. using an imprest system, or bedside locker) will depend on the needs of the consumer and
financial, physical, regulatory and safety constraints.
7.         Administration of medicine
The need for a medicine may be re-assessed before administration e.g. for pain relief, symptom control. Therefore,
this step encompasses re-assessment of need, the selection of the correct medicine (dosage, route and time) and
appropriate preparation and administration of the medicine to the correct person on each occasion. Where
required, a record of the administration of the medicine is made.
8.         Monitor for response
Consumers often monitor their response to medicines, particularly when self-medicating. Prescribers or other
health professionals seek the consumer’s opinion on the response or, where the response is not self evident,
investigate the person’s response to the medicine according to symptom control or investigative tests. Responses to
medicines may be both positive and negative (e.g. an adverse drug reaction or event).
9.         Transfer of verified information
Information on the actual use of the medicine is crucial to assess the impact of the medicine and to assist with
future decisions about care and to enable safe transfer of care, especially when another health care provider is
involved in this ongoing care. This includes information on:
o
10

the medicine that was issued at transfer;
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o	current treatment regimen (complete and accurate list of ALL medicines), including the medicine,
dosage, reason for use and intended duration of therapy; and
o	a description of changes to the therapy during the episode of care.
This communication step is crucial when the consumer’s care is shared between health
professionals and across the continuum of care. It is important that appropriate quality assurance
steps are in place to ensure the accuracy, completeness and timeliness of the information provided
to the next health care provider.
System wide background processes in the Medicines Management Pathway

These processes occur on a ‘system-wide’, rather than on an individual consumer basis. Their impact is across the
whole of the medicines pathway with their ultimate focus being to ensure the quality use of the medicine for each
consumer.
•

Medicines procurement and materials management

The timely access to high quality medicines at a cost the individual and community can afford is crucial to the
appropriate use of medicines. Medicines must be procured, stored and distributed appropriately to ensure the
safety of individual consumers and the environment (e.g. refrigerated medicines, cytotoxic medicines etc.) and to
ensure the effective use of resources.
•

Data collection and reporting, and quality and safety audit review

Data on all aspects of the cycle is collected for reporting on a system-wide basis. In particular, the prescribing,
issuing and administration of medicines is collected as part of audit activity to support the quality use of medicines
and to monitor medication safety. This process may also include the collection of data required for funding by
third parties.
•

Effective communication of accurate, complete and comprehensive information

Effective communication is fundamental to achieve optimum outcomes for consumers along the whole medicines
management pathway. For example communication is needed to ensure that prescribers are aware of formulary
prescribing, policies that consumers have medicines information and knowledge of the management plan and that
verified information is accurately communicated to the next health care provider.
The Medicines Management Pathway in other Guidelines
The pathway is also used in the Australian Pharmaceutical Advisory Council Guiding principles to achieve
continuity in medication management2 where the pathway is referred to as the ‘Medication Management Cycle’. The
background to the guiding principles states:
	The health care continuum can be viewed as a series of cycles. Each cycle relates to an episode of care. For each
episode of care, there is a corresponding medication management cycle.
Each cycle comprises the nine steps of the medicines management pathway and the three background processes.
This document aims to achieve continuity of quality use of medicines in medication management when consumers
move from one episode of health care to another. Pharmacist may obtain copies of this document from the APAC
Secretariat at: apac@health.gov.au.
Application of the Medicines Management Pathway

Identifying opportunities for error
Opportunities for consumer harm exist within the pathway and within each step. Therefore, an understanding of
the pathway and human factors associated with each step are necessary to ensure the safe, effective and efficient use
of medicines. The pathway can assist consumers and all health professionals to understand their own role and how
their actions can improve medication safety.
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Recent innovations in Pharmacy Practice
A detailed understanding of the medicines management pathway is essential to support the safe, effective and
efficient introduction of many impending initiatives including:
• the interpretation of the impact and applicability of medication safety projects;
• the transfer of medicines information across the continuum of care;
• the design of electronic prescribing systems with decision support within health services; and
• the use of barcode and other technologies to support safety improvements.

Relevance of the Professional Practice Standards to the Medicines
Management Pathway
The Medicines Management Pathway allows pharmacists to gain an overview of what happens when medicines are
used. It demonstrates the multiple opportunities for improvement in the systems and processes used in providing
professional services.
Depending on the pharmacy practice setting, pharmacists may identify with newly developing and/or well
established roles at all steps of the pathway.
Some Standards will be directly linked to one or other step of the pathway while some support many steps, or even
the whole of the pathway. Using the pathway can assist a better understanding of the output of the Standards in
terms of the quality of the consumer service that is delivered.
The Fundamental Pharmacy Practice standard relates closely to the three background processes of the medicines
management pathway, and is applied on a system wide basis to all services provided by the pharmacist. The
Organisation of Pharmacy Practice standard addresses the responsibility of some individuals for provision of the
material and human resources necessary to facilitate compliance by others with the Professional Practice Standards.
Professional Practice Standards addressing some specialty services (eg Home Medicines Review, Dose Administration
Aids Service) represent localised cycles of care within the Medicines Management Pathway. These specialty
services may focus on a particular process, such as communication, reporting or the provision of medicines, but
pharmacists must also be familiar with any inter-related professional practice standards, and regulatory and privacy
issues.
The Professional Practice Standards provide a context for the pharmacists’ contribution to the Medicines
Management Pathway and promote uniform safety and quality in pharmacy practice.

References
1 Stowasser DA, Allinson YM, O’Leary KM. Understanding the medicines management pathway. J Pharm Pract
Res 2004;34:293-6.
2 Australian Pharmaceutical Advisory Council (APAC) Guiding principles to achieve continuity in medication
management. Canberra, 2005.
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1. Fundamental Pharmacy Practice
Standard: The pharmacist will display accepted professional
and ethical behaviour, maintain the consumer’s right
to privacy and confidentiality, and promote the
quality use of medicines.

Scope of this standard
• Legislative requirements are not specifically addressed in this standard. It is assumed that
pharmacists will comply with required Commonwealth/State/Territory legislation in the
provision of all pharmacy services.
• In this standard, the term ‘service’ applies to professional pharmacy services where pharmacists
provide medicines, information and advice about health and medicines, and any other aspect
of consumer care. This standard contains criteria that are common to all services and must be
routinely considered by pharmacists.
• For the purpose of this and all other standards, the term ‘consumer’ may be taken to include
‘carer’, ‘agent’ or another individual who would normally assist the consumer in taking their
medicines and/or using a therapeutic device. Other health practitioners, for example medical
practitioners and nurses, may also at times be ‘consumers’ of pharmacy services. Where an
organisation representing consumers’ interests is referred to, the term ‘consumer organisation’
is used.
• This is a ‘universal’ standard to be applied in conjunction with all other Professional Practice
Standards.
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Criterion 1
Indicator

The consumer’s right to privacy and confidentiality is
observed at all times.

1

Provides all pharmacy services in a setting that is sensitive to the privacy of the
consumer and the confidentiality of the information exchanged.

c

2

Provides information and advice in a manner that is sensitive to the consumer’s need
for privacy and confidentiality.

c

3

Communicates the privacy policy of the pharmacy to consumers and staff.

c

4

Communicates with the consumer in a manner that acknowledges their right to accept
or reject any advice provided.

c

5

Stores all consumer records securely.

c

6

Applies a documented procedure for destruction and/or disposal of consumer health
records in a manner that ensures no breach of privacy occurs.

c

7

Obtains consumer consent when required for specific services.

c

Notes
Pharmacists are employed in a wide variety of workplaces, including hospitals, clinics, community pharmacies, the
pharmaceutical industry, government and the military. The codes of conduct/ethics specific to each location may
vary, but in all cases pharmacists have an obligation to consider the codes, demonstrate professional integrity, and
act or behave in a manner that protects and upholds the good standing and reputation of the profession.

Criterion 2

Indicator

14

The pharmacist provides all professional services
with the primary concern being the health and
wellbeing of the consumer and the community.

1

Implements a documented procedure for identifying and resolving issues arising
from procedural errors and consumer complaints.

c

2

Identifies and appropriately deals with situations where the pharmacist considers it
appropriate to refuse service.

c

3

Identifies and appropriately deals with situations where the pharmacist considers the
consumers request is unreasonable.

c

4

Documents the issue, resolution and follow-up as required.

c

5

Responds in a timely manner with a referral to an appropriate service provider where
unable or unwilling to provide a service.

c
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Notes
Sometimes pharmacists are subject to pressure to behave in a way that is not consistent with their professional
obligation and commitments. An example would be when deciding it may be necessary to decline opioid
substitution dosing. Pharmacists may refer to Ethical Issues in Declining Supply Position Statement and the Code of
Professional Conduct www.psa.org.au for guidance in the provision of professional services.
The right of individual pharmacists to hold a moral belief on a particular issue is also recognised. At times this
belief may impact on the pharmacist’s role as a health professional. Pharmacists are again referred to the Ethical
Issues in Declining Supply Position Statement for further information.
Requests from another health care provider or consumer for a service that is not or cannot be provided, should be
replied to with a referral to suitable alternatives for the provision of the professional services. For example, where
a lack of timely access to an accredited pharmacist means declining a Home Medicines Review request from a
general practitioner.

Criterion 3
Indicator

The pharmacist promotes all professional services in
an ethical manner.

1

Observes and implements the Pharmaceutical Society of Australia’s Code of Professional
Conduct or The Society of Hospital Pharmacists of Australia’s Code of Ethics.

c

2

Ensures that any advertising or promotional material is clearly distinguishable as such
and complies with relevant advertising codes.

c

3

Provides access to written material describing the service where appropriate.

c

4

Includes notification to the consumer in promotional material when a fee for
service applies.

c

Notes
Obligation 7.2 of PSA’s Code of Professional Conduct states that: “Publicity for professional services must be factual
and accurate in order for a client to make an informed decision. It must not mislead or exploit the public nor
should it create an invidious distinction between pharmacists or pharmacies.”
Pharmacists are reminded that Obligation 2.3 of the Code of Professional Conduct, states that: “a pharmacist
offering services directly to the public must do so in premises which reflect the character of the profession”, extends
to the appearance of an Internet pharmacy web site. Pharmacists should avoid posting claims or testimonials on a
pharmacy web site.
There should be no promotional hyperlinks associated with information on Pharmacist Only medicines (except
those listed in Appendix H of the Standard for the Uniform Scheduling of Drugs and Poisons), prescription-only
medicines and controlled drugs.
It is recommended that advertisements for medicines contain a statement encouraging consumers to seek advice on
the use of the product from a pharmacist or other health professional.
Pharmacists intending to advertise medicines should be aware of the requirements of the Therapeutic Goods Act and
relevant sections of the Therapeutic Goods Advertising Code 2005, available at www.tga.gov.au/advert/.
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Criterion 4

Indicator

The pharmacist promotes professional
communication with the consumer and
their health care providers.

1

Recognises the barriers to communication and how they may be minimised.

c

2

Uses a communication style appropriate to the recipient.

c

3

Verifies that the information provided has been received and understood.

c

Notes
As with all health professionals, the effectiveness of the services delivered by pharmacists depends to a considerable
extent on how they apply and communicate their specialised knowledge. Effective communication, both written
and oral, is increasingly the subject of professional development activities provided for the profession
(eg medication management review training).
It is important for pharmacists to check whether consumers have understood any information provided, be it
written or oral, and to watch for any indications that they have not understood. A communication problem might
be a result of the pharmacist’s technique, but it could also be caused by a communication barrier such as language
or cultural differences, or a physical impairment. Consumers who have hearing, vision or speech impairments
require extra consideration.

Criterion 5
Indicator

The pharmacist promotes the judicious, appropriate,
safe and effective use of medicines.

1

Gathers and documents necessary information systematically.

c

2

Considers all treatment options including non-drug and lifestyle interventions
for consumers.

c

3

Considers all relevant medicine and consumer information to ensure safe outcomes.

c

4

Ensures consumers are provided with sufficient relevant information to ensure safe
and effective use of medicines.

c

5

Provides timely access to advice on health and medicines and pharmacy services.

c

Notes
Pharmacists should be familiar with, and promote the principles of the National Medicines Policy.
The National Medicines Policy has four central objectives:
• timely access to the medicines that Australians need, at a cost individuals and the community
can afford;
• medicines meeting appropriate standards of quality, safety and efficacy;
• quality use of medicines; and
• maintaining a responsible and viable medicines industry.
Quality Use of Medicines (QUM) is defined as:

16
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• selecting management options wisely;
• choosing suitable medicines if a medicine is considered necessary; and
• using medicines safely and effectively.
Pharmacists are encouraged to incorporate the ‘quality use of medicines’ key principle in their everyday
professional activities. Promoting the quality use of medicines is a ‘harm-reduction strategy’ aimed at reducing the
impact of drug-related harm to individuals and communities.
The use of standardised supply protocols such as the Provision of orlistat as a Pharmacist Only medicine, or
WHAT-STOP-GO in the Standards for the Provision of Pharmacy Medicines and Pharmacist Only Medicines in
Community Pharmacy can assist in the systematic comprehensive gathering of relevant information.
Pharmacists have a duty of care to minimise or avoid where possible, preventable adverse consequences to medicine
use by the consumer. Polydrug use (or polypharmacy) describes the concurrent use of multiple medicines.
Consumers obtain medicines through many sources including those that are prescribed by a medical practitioner,
recommended ‘over-the-counter’ by a pharmacist or purchased as unscheduled medicines, such as complementary
medicines, vitamins and dietary supplements which may be self-selected from a pharmacy, supermarket or other
retail outlet. These different sources have the potential to increase unintentional multiple medicines use. Some use
of multiple medicines may be intentional. Pharmacists have a role and responsibility to provide appropriate advice
or intervention in all cases of medicines misuse, and should be aware of trends and patterns of use of commonly
misused substances. Examples of medicines that may need to be monitored for misuse include those containing
pseudoephedrine, codeine, laxatives, analgesics, anabolic steroids, benzodiazepines, stimulants and appetite
suppressants.

Criterion 6

Indicator

The pharmacist provides the consumer
with current relevant evidence-based
health and pharmaceutical information.

1

Maintains access to current evidence-based resources about medicines, therapeutic
devices, general health topics, self-medication and self-care issues.

c

2

Evaluates information based on quality use of medicines principles and current
evidence-based clinical guidelines.

c

3

Clarifies the information needs of the consumer and responds with appropriate
written or verbal information.

c

4

Documents participation in a continuing professional development program.

c

Notes
Examples of resources include Consumer Medicine Information, Pharmacy Self Care fact cards, consumer
resources from the National Prescribing Service, and references recommended by the State/Territory registering
authorities. The PSA’s Guidelines for Pharmacists on Providing Medicines Information to Patients is available at
www.psa.org.au.
Pharmacists should be sensitive to consumers’ information needs and recognise that these can change over time.
In some instances, it may be preferable to provide written documentation and demonstrate openness to answering
questions at a time of the consumer’s choice. It is considered good practice for pharmacists to be proactive in
providing advice on health and medicines to the consumer, eg the discussion of lifestyle information when
2006 | Version 3 | Professional Practice Standards | © Pharmaceutical Society of Australia
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counselling on the use of diabetic or cardiovascular medicines.
The National Health and Medical Research Council system for assessing the level of evidence is as follows:
E1

Level I

Evidence obtained from a systematic review of all relevant randomised
controlled trials.

E2

Level II

Evidence obtained from at least one properly designed randomised 		
controlled trial.

E31

Level III-1

Evidence obtained from well-designed pseudo-randomised controlled
trials.

E32

Level III-2

Evidence obtained from comparative studies with concurrent controls
and allocation not randomised (cohort studies), case-control studies,
or interrupted time series with a parallel control group.

E33

Level III-3

Evidence obtained from comparative studies with historical control,
two or more single-arm studies, or interrupted time series with a parallel
control group.

E4

Level IV

Evidence obtained from case series, either post-test or pre-test and
post-test.

Criterion 7
Indicator

18

The pharmacist provides monitoring and/or follow-up
as appropriate and in a systematic manner.

1

Uses a documented procedure when the pharmacist considers follow-up is required
or it is requested by the consumer or another health care provider.

c

2

Records the dates and details of significant interventions and interactions with the
consumer, including those made on behalf of the consumer with other health
care professionals.

c

© Pharmaceutical Society of Australia | Professional Practice Standards | Version 3 | 2006

Criterion 8

Indicator

The pharmacist adopts a systematic approach to
evaluating their ability to provide a professional
service.

1

Self-assesses regularly the knowledge and skills required to provide a
professional service.

c

2

Develops and implements strategies to address areas in need of continuing
professional development.

c

3

Seeks feed-back regularly to assess the service is meeting consumer expectations.

c

4

Analyses the feedback and implements appropriate changes for ongoing
improvement in service delivery.

c

Notes
Pharmacists may self assess annually against the PSA Competency Standards as a means of identifying areas that may
require further development in order to practise at the necessary standards. Specific pharmacotherapeutic selfassessments are available from the National Prescribing Service, Pharmacy Self-Audits at www.nps.org.au.
Pharmacists should be aware of current State or Territory Pharmacy Board requirements for the maintenance of
registration, such as the ENRICH program in South Australia.
Improvements in the provision of professional services will require change, but pharmacists are cautioned to
consider that not all changes result in improvement. To objectively consider the value of any improvement,
certain ‘evidence’ must be measured, and the creation of documents such as feedback forms and learning plans as
recommended in this standard provides the evidence base for ‘evidence-based quality practice improvement’.
Personal learning plans encourage learning consistent with the pharmacist’s individual professional role.
The process involves:
•

identifying where improvement is needed by reflecting on current practice;

•

planning how to achieve improvement;

•

taking action; and

•

evaluating the outcomes.

Some Pharmacy Boards require pharmacists seeking registration or re-registration to provide a structured learning
plan designed to address areas in need of further development. An example of a Personal Record to help document
this cyclical process is available as the ‘CPD&PI Personal Record’ at www.psa.org.au.
Continuous quality improvement is an effective means of improving the service provided to consumers. The goal
of all review processes is to identify opportunities for improvement. Reviews of processes need to be evaluated
carefully and the findings used to develop service improvements. For example, regular audits of service records can
identify compliance rates with required documentation which, in turn, can indicate where documentation systems
can be simplified. Surveys of consumers can indicate their degree of satisfaction with the service as well as eliciting
suggestions for change so that it more effectively meets their needs and improves consumer outcomes.
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Examples of areas to consider when seeking feedback from consumers or health professionals include:
• satisfaction with the delivery of the service, such as HMR (ie feedback regarding the processes involved);
• the relevance and usefulness of recommendations/advice (ie feedback regarding the impact of the service); and
• changes that occurred as a result of the service (ie feedback regarding the outcomes of the service).
Further information may be found in the Guidelines for Managing Pharmacy Systems for Quality and Safety
available from www.psa.org.au.

Criterion 9

Indicator

Consumers are referred to other health professionals
when appropriate and/or when requested by the
consumer.

1

Maintains access to a list of details of other health professionals and support
organisations in the local community.

c

2

Maintains a procedure to liaise with other health professionals and support
organisations.

c

3

Provides consumers with relevant details of support services and/or other
health professionals as needed.

c

Notes
Pharmacists are strongly encouraged to be aware of local health facilities and to establish contact with other health
professionals and health care workers. They should be aware of information or activities provided by local health
services and consumer support groups, and of local or national health campaigns.
Scenarios that may warrant referral for medical advice and/or treatment may include where symptoms have persisted
over a considerable period; a condition has recurred or worsened; there is severe pain; one or more seemingly
appropriate medicines have been tried without success; there are other medical conditions or lifestyle issues which
would complicate treatment; or there are suspected adverse reactions to prescribed or non-prescribed medicines.
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Declaration

(Self-assessment
and declaration to
be completed by
all pharmacists)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Information Resources
1

National Health and Medical Research Council, Resource Pack for Consumer and Community Participation
in Health and Medical Research. At: www.nhmrc.gov.au/publications/synopses/r22syn.htm.

2

Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed Canberra. PSA, 2006.

3

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

4

Pharmaceutical Society of Australia. Standards for the Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy. In: Professional Practice Standards (version 3) Canberra. PSA, 2006.

5

Drugs in Sport. A Health Professional’s Handbook. Canberra. Sports Medicine Australia, 2001.

6

Australian Pharmaceutical Advisory Council. National Medicines Policy. Canberra. APAC, 1999.

7

Commonwealth Department of Health and Ageing. The National Strategy for Quality Use of Medicines.
Canberra. CDHA, 2002.

8

The Society of Hospital Pharmacists of Australia. Standards of Practice for Clinical Pharmacy, J Pharm Pract
Res 2005;35(2):122-46.

9

National Health and Medical Research Council. At: www.health.gov.au/nhmrc/.

10 National Prescribing Service. At: www.nps.org.au.
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2. Comprehensive Pharmacy Care
Standard: The pharmacist adopts a structured approach to
reviewing, evaluating and monitoring the consumer’s
use of medicines with the aim of promoting the
quality use of medicines to ensure safe and effective
therapy.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists
comply with relevant State/Territory legislation in the provision of this service.
• This standard applies to pharmacy services that involve medicines and consumer care, are
focussed on consumers and outcomes, and are delivered over time in partnership with the
consumer. Given the ageing population, pharmacists are increasingly involved in the long-term
care of consumers with complex or chronic care needs. Pharmacists are also becoming more
actively involved in managing disease states. As a result, this model of care will evolve and grow
over the coming years.
• Comprehensive pharmacy care is distinguished by a higher level of documentation and the
development of a continuing professional partnership with the consumer. The key elements of
this model of care are:
	 1

Data collection (such as relevant consumer medical and medication history);

2

Evaluation of information and problems identified;

3

Formulation of a care plan where appropriate;

4

Implementation of the care plan (ie action prompted by the information collected); and

5

Follow-up and monitoring.

• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard. Refer also to the Dispensing, Counselling, Health
Promotion standards, and the Standards for the Provision of Pharmacy Medicines and
Pharmacist Only Medicines in Community Pharmacy where appropriate.
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Criterion 1

Indicator

1

The pharmacist is familiar with a plan for establishing and maintaining relationships
with the consumer and key health care providers.

c

2

Documents, in the consumer’s file, the details of all significant, consumer-specific
communication with other members of the health care team.

c

Criterion 2

Indicator

The pharmacist establishes and maintains a
professional partnership with the consumer and
their key health care providers.

The pharmacist gathers all relevant medical and
medication history required to enable quality
pharmacy practice.

1

Records the name of the carer or health professional if interviewed, the date, and their
relationship to the consumer.

c

2

Maintains documentation of the consumer’s relevant medication profile and
medical history.

c

Notes
The pharmacist conducts a comprehensive interview with the consumer to: create a medication profile that
includes current and previously used prescription and non-prescription medicines; establish a medical history,
including relevant social, family and surgical history; and establish a professional working relationship with the
consumer.

Criterion 3

Indicator

1

Documents all consumer-specific information accurately.

c

2

Uses a standard from of documentation for recording consumer information.

c

3

Ensures secure consumer records are accessible only to authorised personnel.

c

Criterion 4
Indicator

24

Consumer information is organised, recorded
and maintained in a systematic and confidential
manner.

The pharmacist formulates a level of documentation
appropriate to the pharmacy service provided.

1

Evaluates and reviews the information obtained and the issues identified, as appropriate.

c

2

Formulates a plan to address the issues identified in discussion with the consumer.

c
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Notes
A plan may include the following elements:
• the pharmacist’s evaluation of the consumer’s pharmacotherapy and life-style;
• agreed goals for the consumer’s pharmacotherapy and any recommended modifications to life-style;
• proposed and actual communication with the medical practitioner and other health care professionals; and
• proposed and actual communication with the consumer regarding the best use of medicines and devices to
minimise existing and potential adverse effects.

Criterion 5

Indicator

1

Ensures that the consumer adequately understands the recommendations and the
choices they have made, and has access to all necessary pharmaceutical supplies.

c

2

Documents any relevant exchange of information and recommendations.

c

3

Reviews the consumer’s information needs regularly and provides information
resources and reinforcement as needed.

c

Criterion 6
Indicator

The pharmacist ascertains that the consumer
has the pharmaceutical supplies, information and
understanding commensurate with the service
provided.

The pharmacist adopts a systematic approach to
monitoring and providing appropriate follow-up.

1

Records and discusses any appropriate follow-up with the consumer.

c

2

Records the dates and details of relevant interventions and interactions with
the consumer, including contact with other health care professionals.

c

Notes
The plan should be continually monitored. The pharmacist will establish an agreed schedule for reviewing the plan
with the consumer. Monitoring can identify the need for a range of clinical activities, including therapeutic drug
monitoring.
Making sure that consumers are given the opportunity for appropriate follow up is an important step in
comprehensive pharmacy care. The method of follow-up should be based on the consumer’s needs and preferences.
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Criterion 7

Indicator

A systematic procedure is followed on the receipt of
a prescription or a request for Pharmacy medicines
or Pharmacist Only medicines, or any other
therapeutic substance.

1

Maintains a documented procedure for the provision of prescription and Pharmacy and
Pharmacist Only medicines.

c

2

Maintains documented procedures to detect and appropriately address excessive,
illicit or under-use of medicines.

c

3

Dispenses or supplies medicines in accordance with documented procedures.

c

Notes
Pharmacists have a role and responsibility to provide appropriate advice or intervention in all cases of intentional
and unintentional multiple medicines use. The routine use of protocols or checklists can prevent the inappropriate
supply of commonly misused products. The Standards for the Provisions of Pharmacy Medicines and Phamacist
Only Medicines in Community Phamacy contain protocols aimed at minimising the misuse of scheduled over-thecounter medicines. It is good pharmaceutical practice to apply the same principles to the supply of all unscheduled
medicines. Examples of medicines that may need to be monitored for misuse include those containing
pseudoephedrine, codeine, laxatives, analgesics, anabolic steroids, benzodiazepines, stimulants and appetite
suppressants.

Criterion 8

Indicator

The pharmacist assists the consumer by providing
appropriate and current general health and
pharmaceutical information.

1

Provides access to current sources of information about medicines and therapeutic
devices, general health topics, and self-medication and self-care issues.

c

2

Clarifies the consumer’s information needs and responds with appropriate written
and/or verbal information.

c

Notes
Examples of resources include Consumer Medicine Information (CMI), PSA Pharmacy Self Care fact cards,
Immunisation Handbook, the Drugs in Sport handbook, and references recommended by the State/Territory
registering authorities.
Pharmacists should be sensitive to consumers’ information needs and recognise that these needs can change over
time. In some instances, it may be preferable to provide written documentation and demonstrate openness to
answer questions at a time the consumer chooses.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................
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Additional Information
Pharmacists have a duty of care under law and a professional obligation to respect any information they
acquire, use or store in relation to consumers (or their family members). Pharmacists should be familiar with
the code of professional conduct/code of ethics issued by their professional association and the requirements
of Commonwealth and State/Territory privacy legislation. For more information on the Privacy Act, including
information sheets, refer to the new privacy law page at www.privacy.gov.au/business/index.html. Pharmacists
should have a formal privacy policy that can be provided to consumers in hardcopy or electronic format.

Information Resources
1

National Health and Medical Research Council, Resource Pack for Consumer and Community Participation
in Health and Medical Research. At: www.nhmrc.gov.au/publications/synopses/r22syn.htm.

2

Pharmaceutical Society of Australia. Code of Professional Conduct In: Australian Pharmaceutical Formulary
and Handbook. 20th ed Canberra. PSA, 2006.

3

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

4

Pharmaceutical Society of Australia. Standards for the Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy. In: Professional Practice Standards (version 3) Canberra. PSA, 2006.

5

Drugs in Sport. A Health Professional’s Handbook. Canberra. Sports Medicine Australia, 2001.

6

Australian Pharmaceutical Advisory Council. National Medicines Policy 2000. Canberra. APAC, 1999.

7

Ministerial Council on Drug Strategy. National Drug Strategic Framework 1998-99 to 2002-03: building
partnerships. A strategy to reduce the harm caused by drugs in our community. Canberra. Australian
Government Publishing Service, 1998.

8

Commonwealth Department of Health and Ageing. The National Strategy for Quality Use of Medicines.
Canberra. CDHA, 2002.

9

The Society of Hospital Pharmacists of Australia. Standards of Practice for Clinical Pharmacy, J Pharm Pract
Res 2005;35(2):122-46.

10 National Health and Medical Research Council, Australia. Immunisation Handbook, 8th ed. Australian
Government. Canberra: Commonwealth of Australia, 2003
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3. Comprehensive Medication Review
Standard: The pharmacist systematically reviews and
evaluates the consumer’s medication treatment
regimen and takes appropriate action to optimise
therapeutic outcomes and ensure their access to
regular reviews.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required State/Territory legislation in the provision of this service.
• This standard applies to the comprehensive, systematic review and evaluation of a consumer’s
treatment regimen with follow-up, as required, with the consumer and their health care
providers. The service may be undertaken for the benefit of consumers who do not meet the
criteria for a Home Medicines Review (HMR), such as those in Residential Care Facilities.
• Where an HMR is provided, pharmacists are advised to refer to the HMR standard.
• The term ‘medication review’ encompasses a continuum of processes in various formats and
complexities, ranging from opportunistic discussion to a more comprehensive and proactive
approach to reviewing the consumer’s medication treatment regimen. The terminology used to
describe this service has evolved to differentiate it from the simple medicines review carried out
at the time a medicine is dispensed without the benefit of specific clinical information.
Opportunistic			
informal process			
➜
Reactive
		

Medication
➜
chart review		

Treatment
review

Systematic CMR
(with consumer)
➜

Proactive

• Pharmacists are reminded that this standard should be applied in conjunction with the
Fundamental Pharmacy Practice standard. Refer also to the Counselling and Health Promotion
standards where appropriate.
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Criterion 1
Indicator

The pharmacist is experienced in, and has
training, to undertake medication reviews.

1

Completes specialised training for the provision of CMR.

c

2

Maintains access to appropriate support services.

c

Notes
Suitable support services include clinical practice support, clinical mentoring or services such as drug information
services. Pharmacists should contact their state PSA branch for details of available local services.

Criterion 2
Indicator

The pharmacist uses formal documentation
to record the CMR.

1

Maintains a system of documenting issues identified in the CMR and actions taken
arising from the review.

c

2

Ensures documentation is appropriately designed and utilised to record all
information required in the provision of CMR.

c

3

Ensures documentation is stored securely during all stages of the CMR.

c

Notes
Standardised documentation assists in the recording of important events and outcomes arising from the CMR.
It facilitates the systematic recording of the critical elements of the CMR, and enables easy retrieval of information
when follow-up is required. The pharmacist should initiate and maintain appropriate documentation for each
consumer whose medication has been reviewed. Proformas or suitable electronic products are available to assist
pharmacists with documentation.

Criterion 3
Indicator

The pharmacist provides consumers with access to
regular CMR.

1

The pharmacist records the medication review dates on the CMR documentation.

c

2

The pharmacist uses an alert system for follow-up reviews.

c

3

The consumer is informed of the follow-up opportunities.

c

Notes
Medication management is optimised when the pharmacist provides a regular follow-up CMR. It is recommended
that the pharmacist and prescriber co-operate in undertaking a CMR for consenting consumers who meet the
criteria for risk of drug misadventure.
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Criterion 4

Indicator

1

CMR is undertaken with the consent of the consumer
(or other legally recognised authority/individual where
the consumer is unable to consent).
The pharmacist obtains written consent as appropriate to the setting.

c

Notes
The consent form should also address the need to exchange information with other members of the health
care team.

Criterion 5
Indicator

A medication profile is established and maintained
with consumer involvement.

1

Conducts and documents a medication history interview with the consumer.

c

2

Maintains CMR documentation, including a consumer medication profile, for
each consumer whose medicines have been reviewed.

c

Notes
A profile should be established for each consumer undergoing CMR. The type and range of information gathered
to develop a profile are described in the guidelines. The consumer medicine profile should be updated before
subsequent reviews are conducted so that it can be used to monitor therapeutic progress.

Criterion 6

Indicator

Accurate documentation is initiated and maintained
about the pharmacist’s follow-up actions during the
CMR.

1

Records the medicines-related issues identified during the CMR.

c

2

Documentation allows for recording of contact with other health professionals.

c

Notes
Accurate documentation must be initiated and maintained for all stages of the CMR. In particular, a record should
be kept of all recommendations, interventions and follow-up activities, the date and time they were made, and
whether they were oral or written. The documentation must be presented in a manner that allows colleagues to
identify the date on which the action was taken, the action that was taken and the person who took the action.
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Criterion 7

Indicator

Current or potential therapeutic problems and
treatment options identified from the CMR are
reported to the medical practitioner or other health
professional, and appropriately documented.

1

Considers the recipient’s preferred method of communication when communicating
with other health professionals.

c

2

Documentation includes consideration of potential therapeutic problems, treatment
options, recommendations and actions.

c

3

Documents the date and time of the contact, and the name of the prescriber/
health professional with whom the therapeutic problems and treatment options
were discussed.

c

Notes
The pharmacist must ensure that documentation systems and procedures exist for follow-up of all interventions,
recommendations and advice. The outcomes should be recorded and further follow-up considered if necessary.
It is envisaged that the pharmacist will provide consumers with advice and information and communicate with
their relevant health care professionals, both while reviewing consumers’ medicines and, as appropriate, after the
review is completed.

Criterion 8

Indicator

The outcomes of the pharmacist’s recommendations
arising from the CMR are accurately and
appropriately documented.

1

Records the date and actions taken by the prescriber and/or registered nurse as a
result of the pharmacist’s recommendations and/or interventions.

c

2

Records the outcomes of discussion with the prescriber regarding therapeutic problems
and treatment options.

c

Notes
Communication with the medical practitioner should occur face-to-face or, where this is not possible, via a
mutually agreed process. The medical practitioner will determine any changes to the consumer’s treatment regimen
after considering the information in the pharmacist’s report, and the consumer’s clinical status and needs. Actions
arising from the CMR could also include provision of a medication delivery device or provision of medication
information to enhance the consumer’s understanding.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Information resources
1

Pharmaceutical Society of Australia. Comprehensive Medication Reviews in Residential Aged Care Facilities.
In: Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

2

Pharmaceutical Society of Australia. The Provision of Pharmacy Services to Residential Aged Care Facilities.
In: Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.
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4. Home Medicines Review
(also known as Domiciliary Medication Management Review)

Standard: The pharmacist works with the consumer, general
practitioner and other members of the health care
team to provide the therapeutic information and
advice required to promote optimal therapeutic
outcomes for the consumer, effective use and
management of medicines and devices by the
consumer, and quality use of medicines.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant Commonwealth/State/Territory legislation in the provision of this service.
• This standard applies to pharmacists involved in the collaborative model of Home Medicines
Review (HMR) provided to consumers in the community, and funded through the Community
Pharmacy Agreement. (The service is also known as domiciliary medication management review
or DMMR.) Where the accredited pharmacist and community pharmacist are different people,
the standard should be met in full when their collective roles and responsibilities are taken into
account.
• Pharmacists providing HMRs should be familiar with the professional guidelines and business
rules relating to this service.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard. Refer also to the Counselling and Health Promotion
standards where appropriate.

2006 | Version 3 | Professional Practice Standards | © Pharmaceutical Society of Australia

35

Criterion 1

Indicator

The pharmacist demonstrates the appropriate
credentials to undertake the agreed elements of an
HMR service.

1

Maintains a list of elements of an HMR service that they have agreed to perform.

c

2

Maintains certification to undertake the agreed elements of an HMR service.

c

3

Has completed the relevant HMR service delivery module and retained the
self-assessment worksheets.

c

4

The pharmacist conducting the HMR has access to appropriate clinical practice
support.

c

Notes
There are different certification requirements for the respective roles of accredited and community pharmacists.
Where there is flexibility for either the accredited pharmacist or the community pharmacist to perform a task, they
must reach and record an agreement about who is to perform which task. As the accredited pharmacist accepts
responsibility for all aspects of the HMR (see criterion 9, indicator 5), he or she must be satisfied that all tasks
delegated to the community pharmacist can and will be fulfilled.
It is a prerequisite for all pharmacists to complete the Domiciliary Medication Management Review Service
Implementation Module (DMMR SIM) relevant to their role as either the accredited pharmacist or the
community pharmacist. The DMMR SIM is available from <http://www.guild.org.au/uploadedfiles/Medication_
Management_Reviews/Pharmacy/Resources/Section%203a%20-%20QCPP%20Implementation%20Module.
pdf>. Pharmacists must undertake the self-assessment and retain the completed worksheets/forms as evidence for
audit purposes.
Examples of appropriate supports for pharmacists involved in the delivery of HMR include clinical pharmacy
resources, and mentoring.

Criterion 2
Indicator

Consumer’s authority over their own personal health
information is recognised at all times.

1

Obtains the consumer’s written consent before the interview and after a full
explanation of the reasons consent is being requested.

c

2

Provides training to staff regarding their obligations in relation to privacy and
confidentiality of consumers.

c

3

Ensures records are maintained securely throughout the HMR process,
including during transfer between the pharmacy and the consumer’s residence.

c

Notes
The pharmacist should be familiar with information contained in the PSA Professional Practice and the Privacy Act
and the PSA Code of Professional Conduct.
In the collaborative HMR service, the general practitioner has responsibility for seeking consent from the
consumer before initiating the service. If consent is obtained, it is on the basis that the consumer understands they
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can withdraw from the HMR process at any time, and that relevant personal health information will be provided
to the pharmacist.
The pharmacist should also seek consumer consent to the exchange of personal health information as required to
deliver the service. It is advisable for the pharmacist to provide the consumer with a copy of the consent form to be
signed before the interview.
All records must be stored in a secure manner (eg a lockable filing cabinet) and protected against circumstances
likely to occasion a breach of security, including: loss; unauthorised access, use, modification or reproduction;
destruction or disclosure; and other misuse.
As the HMR service occurs in various locations, there is an increased risk of exposing documentation to nonpharmacy personnel. The security of documentation should be a consideration during all stages of the HMR
service, such as security of information in motor vehicles, and from laptop computers.

Criterion 3

Indicator

The pharmacist works collaboratively and
communicates with the consumer, general
practitioner and other members of the health
care team in a professional manner.

1

Records the methods and times of communication preferred by the general
practitioner and other involved health professionals for matters relating to the
HMR service.

c

2

Ensures the service is delivered according to the preferences of the consumer
wherever practicable.

c

Notes
At the time of initial consultation with the general practitioner, it is useful to establish their preferred means and
method of communication (eg face-to-face, telephone, facsimile, email) for matters relating to the HMR service
and the provision of the HMR report. It is courteous to ascertain a time that is generally convenient to contact the
general practitioner (eg first thing in the morning, lunchtime, after hours). A record of this information is useful
and important for subsequent contact, particularly when different pharmacists are involved in the delivery of the
service. Similar arrangements should be made with any other health professionals (eg community nurses) whose
involvement is necessary to deliver the service.
Funding arrangements or business rules for the HMR service specify some of the details about how and where
the service is delivered. Otherwise, the consumer’s preferences should be a primary guide to the way in which
pharmacists provide the service.
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Criterion 4
Indicator

The pharmacist coordinates the various elements of
the HMR service effectively.

1

Stores the verified consumer consent and referral form appropriately.

c

2

Establishes the preferred place, time and date for the HMR interview.

c

3

Ascertains that an accredited pharmacist is available to conduct the HMR in a timely.
manner.

c

4

Provides the referring general practitioner with details of the arrangements for
the HMR, including information about the accredited pharmacist, before the
consumer interview and via the agreed method of communication.

c

Notes
On receipt of the referral form, the pharmacist should verify that it has been completed in full. There should be
a system in place to record the date of receipt and the recipient’s name. The form should be stored with other
documents relevant to the HMR to maintain a complete record for the consumer, and also for audit purposes.
The community pharmacist is responsible for ensuring that the examination of medication and the consumer
interview are conducted at a place and time suitable to the consumer. Confirmed arrangements for this and the
name of the accredited pharmacist must be communicated to the general practitioner before the appointment.
While there is evidence that HMR conducted in a home environment produces the best outcomes, some
circumstances may require an alternative location. Conducting the interview in the consumer’s home is the
best opportunity to assess how the person is managing their medications in their own environment. However,
consumers have the right to nominate another location if they prefer that these activities do not take place in their
own home.

Criterion 5
Indicator

A comprehensive medication profile is established
and maintained with the consumer’s involvement.

1

Maintains standard documentation suitable for recording relevant details in
the medication profile.

c

2

The pharmacist responsible for entering the information in the medication
profile records the date the profile was established and the date of information
changes or review.

c

3

Ensures that the pharmacy has a medication profile for each consumer who has
had an HMR.

c

Notes
Standard documentation will help ensure all essential information is gathered. The type and range of information
required in the consumer’s medication profile is described in the professional guidelines. It should cover demographic/
personal detail, relevant social history, health and medical history, and medication history. Any special needs should also
be noted (eg written information in a foreign language to assist in compliance). The medication profile must be updated
before subsequent HMRs are conducted so that progress can be clearly monitored.

38

© Pharmaceutical Society of Australia | Professional Practice Standards | Version 3 | 2006

Criterion 6
Indicator

1

The pharmacist collates comprehensive information
about the consumer’s medicine use.
Considers the consumer’s use of medicines in a manner responsive to the
consumer’s needs.

c

Notes
Pharmacists will need access to all of the consumer’s medicines (prescription and non-prescription) and devices
in order to effectively complete the assessment. Consideration should be given to the storage of medicines, expiry
dates, unused medicines, generic medicine labelling, and devices used. In each of these areas, the pharmacist will
need to establish how the consumer manages or uses their medicines and where the pharmacist’s advice to the
consumer or intervention with another health professional can improve the quality of medicine use.

Criterion 7
Indicator

The pharmacist offers the consumer relevant
information to optimise therapeutic outcomes.

1

Maintains access to current sources of information about medicines and
therapeutic devices, general health topics, and self-medication and self care issues.

c

2

Records the content of the information provided to the consumer on issues such as
general health, medicines, and lifestyle.

c

3

Provides the consumer with written and oral information appropriate to their
needs.

c

4

Demonstrates and observes the use of any therapeutic devices, aids and systems
designed to assist in medicine use and compliance.

c

Notes
To ensure maximum effectiveness, information should be provided in written form and reinforced orally. For
products that do not contain Consumer Medicine Information (CMI) in the packaging, the pharmacist should
have access to electronic CMI.
The pharmacist must ensure that the consumer understands the purpose and use of the medications, is able to
use any medication delivery devices, understands what to expect (as a result of taking the medication), is aware of
possible side effects, and knows what to do if adverse effects are experienced.
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Criterion 8
Indicator

The pharmacist initiates and maintains accurate
documentation for all stages of the HMR.

1

Has systematic documentation appropriate for all stages of the HMR.

c

2

Records all activities undertaken and strategies developed in the course of
an HMR.

c

3

Records the date, name of the pharmacist and relevant activity undertaken or
information provided.

c

4

Records the outcomes of activities undertaken in the course of an HMR.

c

5

Stores all HMR documentation in a safe, systematic and secure manner that
allows timely and accurate retrieval.

c

6

Retains all paperwork and electronic records relevant to an HMR in a safe and secure
manner for a period of seven years as required in the service business rules.

c

Notes
Documentation must include actual and potential medication-related issues, consumer management issues,
recommendations or suggested management strategies, and follow-up activities. Documentation must be presented
in a manner that allows colleagues to retrieve information easily, in particular, the date on which action was taken,
what action was taken, and by whom.
An HMR conducted for the consumer will generate a lot of paperwork in addition to normal computer records
and data. The pharmacist must have a secure system that allows all HMR documentation to be retained in an
orderly manner. It is vital to be able to retrieve complete HMR documentation in a timely and accurate manner to
enable subsequent information to be recorded, particularly in relation to follow-up and monitoring activities.

Criterion 9
Indicator

40

The HMR is arranged, conducted, reported and
discussed in a timely and responsible manner.

1

Uses a systematic procedure to conduct an HMR based on the consumer’s
medication profile and information gathered through the consumer interview.

c

2

Prepares a comprehensive report documenting recommendations to the
general practitioner.

c

3

Transmits the HMR report to the general practitioner according to their
recorded preferred means.

c

4

Promptly communicates to the general practitioner any findings that may
seriously affect the consumer’s health.

c

5

Signs off the HMR report to indicate acceptance of responsibility for the
HMR conduct, findings, recommendations, and resulting report to the
referring general practitioner.

c
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Notes
The pharmacist should have a systematic procedure outlining the steps of an HMR. Refer to the professional
guidelines for further details.
The general practitioner’s preferred means of communication would have been established at the time of initial
contact (see criterion 3, indicator 1).
The completed process from the time of referral from the general practitioner is envisaged to be between two to
four weeks. Both the general practitioner and the consumer should be informed if there is any expected delay in
the process.

Criterion 10
Indicator

The pharmacist monitors the consumer’s progress
following the HMR.

1

Retains a copy of the medication management plans developed by the
general practitioner in consultation with the consumer.

c

2

Involves the consumer, community nurse and other members of the health care
team as appropriate in undertaking the required actions in the medication management
plan.

c

3

Assesses and records how well the desired outcomes are being achieved.

c

4

Ascertains whether the consumer’s expectations are being met through the
implementation of the medication management plan.

c

5

Identifies areas where ongoing review is needed.

c

Notes
The agreed medication management plan will generally serve as the basis for the general practitioner and the
pharmacist’s follow-up of the consumer.

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................
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Information resources

42

1

Pharmaceutical Society of Australia. Guidelines for pharmacists – Domiciliary Medication Management
Review. Canberra, PSA, Dec 2000.

2

Pharmaceutical Society of Australia. Standards for the Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy. In: Professional Practice Standards (version3). Canberra. PSA, 2006.

3

Pharmaceutical Society of Australia. Consumer Medicines Information and the Pharmacist. In: Australian
Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

4

Pharmaceutical Society of Australia. Guidelines for Pharmacists on Providing Medicines Information to
Patients. In: Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

5

Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.

6

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.
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5. Dispensing
Standard: The pharmacist ensures that dispensing occurs
accurately, reflects the prescriber’s intentions,
and is consistent with the needs and safety of the
consumer.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required Commonwealth/State/Territory legislation in the provision of
this service.
• This standard applies to the dispensing of prescription medicines and to products prepared
extemporaneously. The focus of this standard is primarily on receiving the prescription,
assessing it against consumer needs and safety, and accurately supplying the medicine.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice and Counselling standard. Refer also to the Counselling,
Compounding and Dose Administration Aids Service standards where appropriate.
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Criterion 1
Indicator

The pharmacist is aware of systems of good
dispensing practice and can implement them.

1

Applies and supervises a documented dispensing procedure.

c

2

Ensures a copy of the dispensing procedure is available in the area where
dispensing takes place.

c

Notes
A systematic approach to dispensing is highly recommended. Each pharmacy should have a dispensing procedure
that addresses the three phases of the dispensing process:
•

before dispensing;

•

preparation phase; and

•

provision of the medicine.

Flow charts could help to illustrate the processes involved.
A pharmacy technician may carry out the functions of assembling medicines and data entry. However, the
pharmacist is responsible for assessing the appropriateness of the medications in relation to the full medication
history (or medication profile if available), the final check of dispensed medicines, and the counselling of
the consumer.
Where the pharmacy employs bar code scanners in the dispensing process, the scanning procedure should be used
just before the label is attached, to confirm the selection of the correct medicine, rather than using the bar coded
information as a source of data entry.

Criterion 2

Indicator

1

Establishes any allergies and sensitivities known to the consumer and records
them in the medication history file.

c

2

Systematically uses alerts to identify the consumer’s known drug allergies and sensitivities.

c

3

Reviews the consumer’s medication history for known drug allergies and sensitivities
before a medicine is dispensed.

c

Criterion 3
Indicator

44

The consumer’s known drug allergies and
sensitivities are routinely determined, recorded and
taken into account when dispensing a medicine.

The consumer’s medication history is adequately
reviewed and updated before dispensing medicines.

1

Reviews and considers the possible multiple sources of medicines (prescription
and non-prescription), and the influence of relevant disease states on the action
and/or effect of prescribed medicines.

c

2

Records all dispensed medicines in the consumer’s medication history.

c
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Notes
The pharmacist is encouraged to record in the medication history all medicines that the consumer is taking,
including prescription and non-prescription medicines, vitamins and other dietary supplements and
complementary medicines. A comprehensive medication profile is the basis for assessing the appropriateness of the
current prescription and for monitoring both adverse drug reactions (ADRs) and drug interactions.

Criterion 4

Indicator

Clinically significant drug–drug, drug–food and
drug–disease interactions, precautions and
contraindications are checked and accounted for
when a prescription is dispensed.

1

Accesses current information on clinically significant interactions,
contraindications, precautions and disease states.

c

2

Reports clinically significant adverse drug reactions (ADRs) to the
Adverse Drug Reactions Advisory Committee (ADRAC) where appropriate.

c

Notes
The pharmacist should be mindful of potential ADRs when dispensing a prescription. The pharmacist should ask
about the consumer’s previous experience with the medicine and, where necessary, provide advice about potential
ADRs. The pharmacist should provide advice that is consistent with, and complementary to, the advice given by
the prescriber or relevant health professional.
The prescriber may need to be contacted to discuss an ADR or to identify an alternative approach that will prevent
or minimise the ADR. When speaking of ADRs with either the prescriber or the consumer, it is important to
distinguish side-effects of medicines from drug-induced allergic (hypersensitive) reactions, both of which are
ADRs. Pharmacists should be aware that consumers might speak of side effects of drugs when asked about their
known drug allergies.
The pharmacist is expected to check for drug interactions each time a prescription is dispensed. Professional
judgement must be used to assess which drug interactions are clinically significant, as there are many drug
interactions that have insignificant effects on the expected therapeutic outcome. The pharmacist should be
particularly mindful of drug interactions whenever a consumer starts a new therapy or dosage form or ceases a drug
or dosage form.

Criterion 5

Indicator

When necessary, the pharmacist contacts the
prescriber about a prescription, medicines and/or
consumer issues.

1

Documents on the prescription, and in the dispensing record, all interactions with
a prescriber about prescriptions, medicines and/or consumer issues.

c

2

Documents on the prescription, and in the consumer record, where possible,
all changes to treatment regimen authorised by the prescriber.

c

3

Applies a documented procedure to detect and appropriately address excessive
or fraudulent prescriptions.

c
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Criterion 6
Indicator

Due care is taken when dispensing oral cytotoxic
medicines.

1

Counts cytotoxic medicines using separate equipment that is made available and
labelled for the purpose (eg a tablet counting tray and spatula).

c

2

Ensures all cytotoxic medicines stored in the dispensary are labelled as such using
supplementary labelling.

c

Notes
It is preferable to store all cytotoxic medicines separately in the pharmacy, and to clearly identify them as cytotoxic.
A clearly marked counting tray and spatula should be dedicated to counting cytotoxic medicines. Consumers
should be advised about the correct handling of cytotoxic medicines, particularly those in tablet form that are not
film-coated. Cytotoxic medicines that are film-coated should not be broken.

Criterion 7
Indicator

Labels of dispensed medicines are legible and
unambiguous.

1

Uses labels with clearly marked dark print.

c

2

Gives special consideration to the needs of visually impaired consumers.

c

3

Ensures the label contains complete and unambiguous directions for use.

c

4

Uses ancillary labels to indicate specific usage instructions (eg ‘Shake the Bottle’).

c

Notes
The pharmacy label should not cover the manufacturer’s batch number and expiry date. Where a broken quantity
is supplied, the manufacturer’s batch number and expiry date should appear on the label of the dispensed
medicine. Labels and printed counselling advice may need to be enlarged for visually impaired consumers.

Criterion 8
Indicator

46

Consumers are given complete dosing instructions
for their medicines.

1

Ensures all labels and records carry specific and complete instructions for use.

c

2

Provides additional written medicine dosing instructions where required,
and Consumer Medicines Information according to the guidelines.

c

3

Adapts instructions for medicine use where necessary to address communication
barriers such as literacy level, cultural background and language mastery.

c

4

Non-prescription items written on prescriptions are treated in the same manner as
prescription only items.

c
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Notes
Where appropriate, the non-prescription item should be labelled with instructions from the prescriber, and
pharmacists should provide the consumer with the appropriate level of counselling.
To minimise the risk of confusion for the consumer, the pharmacist should label generic prescription products
with both the brand and generic names, preferrably in equal font size.

Criterion 9

Indicator

1

Criterion 10
Indicator

Consumers are given adequate additional instructions
about using dispensed medicines safely and storing
them properly.
Uses appropriate ancillary labels on dispensed medicines as recommended in the
Australian Pharmaceutical Formulary and Handbook.

c

The pharmacist checks the dispensed medicine for
accuracy.

1

Ensures the dispensed medicine is in date for the expected duration of treatment.

c

2

Checks the dispensed medicine against the prescription before the medicine is
supplied to the consumer.

c

3

Dispensing records show which pharmacist dispensed the medicine(s).

c

4

Initials the prescription label when the issuing pharmacist is not the dispensing pharmacist.

c

Notes
Where the pharmacist who physically issues the prescription to the consumer is not the dispensing pharmacist,
it is good practice for the issuing pharmacist to initial the label while performing a final check before giving the
medicine to the consumer.

Criterion 11
Indicator

1

Criterion 12
Indicator

The pharmacist adequately identifies the consumer
when supplying the medicine.
Seeks confirmation of the consumer’s identity to ensure the correct medicine is
handed to the correct consumer.

c

The pharmacist ensures that all dispensing is
completed in a timely manner.

1

Routinely assesses current workload and the number of prescriptions received to
determine the likely amount of time the consumer will need to wait.

c

2

Informs pharmacy staff and the consumer of the anticipated waiting time for
the prescription.

c
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Criterion 13

Indicator

The pharmacist ensures the consumer fully
understands the nature of brand substitution
when it occurs.

1

Informs consumers of less expensive brand substitutes where they are available
and consistent with prescribers intent and desired health outcomes.

c

2

Records in the dispensing record and on the medicine label when brand
substitution occurs.

c

3

Substitutes brands only where bioequivalence has been established and the consumer
has consented.

c

4

Counsels the consumer about the nature of the substitution.

c

Notes
Where Pharmaceutical Benefits Scheme (PBS) brand substitution is allowed, the pharmacist should discuss brand
substitution with the consumer, and with the prescriber if required. The consumer’s health should always be the
pharmacist’s prime consideration in any decision about brand substitution. For details on brand substitution, refer
to Guidelines on Pharmaceutical Benefits Scheme Brand Substitution.
Pharmacists should record the details of brand substitution. Consistency in the selection of brands for consumers
on long-term therapy can reduce the possibility of consumer confusion. It may be beneficial to discuss the issue of
brand substitution with the pharmacy’s principal prescribers to clarify that the prescribers understand the process
of endorsing the prescriptions ‘no substitution’ where they have determined substitution would be disadvantageous
to the consumer.

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................
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Date . ......................................

Additional information
The layout or design of the dispensary and the pharmacy general trading area should comply with State/Territory
legislation including the Pharmacy Acts, and be conducive to providing an efficient dispensing service. It is
desirable that:
•

the dispensary is separate from the general trading area;

•

consumers have clear access to a well-marked counter for receiving prescriptions;

•

the pharmacy has a dedicated area that is conducive to consumer counselling; and

•

there is a waiting area with seats for consumers.

Medicines should be stored in accordance with manufacturers’ requirements. Medicines that require refrigeration
are to be stored in a refrigerator dedicated to pharmaceuticals. Medicines that require room temperature storage are
to be stored in a cool place away from direct sunlight. Temperature monitoring systems should be used to ensure
that the required temperature is maintained.
Pharmacists involved in dispensing ‘supervised therapies’, or in restricted supply circumstances such as
benzodiazepine withdrawal or supervised antimicrobial therapy, should refer to the Opioid Substitution Program
standard for additional information.

Information Resources
1

Pharmaceutical Society of Australia. Dispensing Practice Guidelines. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.

2

The Society of Hospital Pharmacists of Australia. Standards of Practice for Clinical Pharmacy, J Pharm Pract
Res 2005;35(2):122-46.

3

Pharmaceutical Society of Australia. Counselling and Additional Instructions for Dispensed Medicines. In:
Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

4

The Society of Hospital Pharmacists of Australia. Standards of Practice for the Safe Handling of Cytotoxic
Drugs in Pharmacy Departments. J Pharm Pract Res 2005:35(1):44-52.

5

Pharmaceutical Society of Australia. Guidelines for Pharmacists on PBS Brand Substitution. In: Australian
Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

6

The Society of Hospital Pharmacists of Australia. Practice Guidelines for Outpatient Services, Aust J Hosp
Pharm 1994;24(5):421-3.
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6. Distance Supply
Standard: The pharmacist provides distance supply services
that consider the safe use of medicines, provide
appropriate and adequate information, and
safeguard privacy.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required State/Territory legislation in the provision of this service.
• This standard applies to the provision of medicines and therapeutic devices by a pharmacist
to a consumer in rural and/or urban areas where supply occurs without face-to-face contact.
This may include ordering via email, Internet, teleconference or facsimile, and the delivery
of medicines by mail, courier, taxi or messenger. Where supply occurs via the Internet, this
standard applies to supply to Australian residents at an Australian address.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard as well as the Dispensing and Counselling standards.
Refer also to the Standards for Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy and Compounding standard where appropriate.
• Pharmacists providing an Internet pharmacy service will be required to meet the additional
criteria at the end of this standard.
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Criterion 1

Indicator

1

Where a distance dispensing service is necessary,
consumers are provided with adequate information
about the service.
Provides promotional information about the service that is comprehensive,
relevant and current.

c

Notes
Pharmacists have a professional obligation to ensure that every consumer understands how to use medicines and
therapeutic devices correctly, safely and effectively. This process is facilitated by non-verbal actions and spontaneous
queries that arise in face-to-face counselling. It is for this reason that distance supply is not encouraged in areas
where community pharmacy services are directly accessible.
However, it is recognised that distance supply may be the only practicable alternative where a person does not have
access to pharmacy services via regular means (eg the person is living in a remote or isolated area, or is indisposed
and unable to visit a pharmacy).
The minimum information required about the service includes: pharmacy contact details (eg telephone —
preferably local or free call — and facsimile numbers, street address, email and web site addresses), usual delivery
timeframe, and any cost associated with the delivery. A standard information sheet that can be disseminated in
hardcopy and electronic form may be useful.
Pharmacists are reminded that the PSA Code of Professional Conduct clearly states that: “a pharmacist shall provide
complete, truthful and accurate information to clients regarding professional services and shall avoid misleading
clients regarding the nature, cost or value of such services”.
Pharmacists are strongly reminded that any material used to promote the distance supply service must comply with
all Pharmacy Board requirements as well as the Therapeutic Goods Act 1989 and related legislation.
All price lists should be updated regularly and carry an expiry date.

Criterion 2
Indicator

52

A systematic procedure is followed on receipt of a
request for distance supply of all medicines.

1

Applies and supervises the documented procedure for dispensing prescription
medicines.

c

2

Applies and supervises the documented procedure for the provision (‘at a distance’)
of Pharmacy or Pharmacist Only medicines and non-prescription medicine.

c

3

Ensures the documented procedures are readily available to pharmacists and other
pharmacy staff.

c

4

Applies a documented procedure to detect and appropriately address excessive or
fraudulent orders for medicines.

c
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Notes
While pharmacists who have fulfilled the Dispensing standard will already meet parts of this criterion, the
requirement is applied to the distance supply to all medicines because there is greater likelihood of errors when the
opportunity for face-to-face contact with the consumer is absent. Routine use of a standard operating procedure
can ensure that all requirements have been met, and prevent inappropriate supply of commonly misused medicines
(eg anabolic steroids, benzodiazepines, stimulants, appetite suppressants, pseudoephedrine, codeine, laxatives,
eyedrops and analgesics).
Additional care must be taken to ensure that all details and documents supplied are bona fide in relation to the
consumer, prescriber, prescription and therapeutic need.
Pharmacists must be cognisant of the circumstances that apply to them because State/Territory legislation is
variable. For example, some jurisdictions require face-to-face contact between pharmacist and consumer in the
supply of Pharmacist Only medicines. In these cases, unless a Pharmacist Only medicine is supplied on prescription,
distance dispensing would breach this requirement.

Criterion 3

Indicator

A supplementary protocol is followed to adequately
identify new consumers who access the service, and
their needs.

1

Records the complete contact details for all new consumers accessing the service.

c

2

Collects and records sufficient personal details and medication history to establish
a medication record for all new consumers.

c

3

Documents any special needs of the consumers in the medication records.

c

4

Communicates to the consumer details of the service regarding the provision of
medicines and related information.

c

Notes
For all new consumers who access the service for prescription or non-prescription medicines, the pharmacist
will need to obtain sufficient details (such as personal details, relevant social history, medication history, known
allergies) to enable them to make an informed professional judgement about the supply of the requested medicine
or therapeutic device. The pharmacist should have an application form that requests these details. Such a form
would also be a checklist for the pharmacist, particularly where the consumer is unable to fill out the form or the
details can only be transmitted orally. In the case of an Internet pharmacy service, the on-line application form
should have mandatory input fields that must be completed before dispensing can proceed. The most convenient
and reliable contact details of the consumer (and agent, if nominated) should be recorded to enable the pharmacist
to provide a timely and comprehensive service.
The pharmacist should note any special needs (such as people who may be visually impaired, confused, or have
difficulty understanding English) or high-risk consumers (such as people with asthma or diabetes who are on
multiple medications) so that oral counselling or provision of written information can be tailored accordingly.
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Criterion 4

Indicator

The pharmacist takes adequate measures to verify
that the consumer’s record is current at the time of
dispensing and transmission.

1

Verifies contact details of all consumers at the time of dispensing.

c

2

Records the date of verification and/or amendments to the consumer record.

c

3

Ensures the most recently amended information and its date of entry is easily
accessible.

c

4

Gives all consumers a ‘change of details’ form at the time of supply.

c

5

Uses a system to detect multiple entry of, or supply to, the same individual.

c

Notes
It is vital that the contact details (such as telephone number and residential address) of all consumers are verified
on each occasion a therapeutic good is supplied. A residential address (not ‘post office box) must be recorded, even
if the consumer prefers to have the medicines delivered to a post office box for convenience and security.
In the case of an Internet pharmacy service, the pharmacist should ensure that information transmitted to and
from the consumer via the Internet is protected by:
• encryption technology;
• user name and password access by the consumer; and
• a written, legally binding agreement with third parties such as web masters, Internet providers and IT
contractors that clearly specifies that all intellectual property and access to data through the web site
resides with the pharmacy owner.
Pharmacists may find it useful to include a privacy policy statement on any information transmitted or provided
to indicate to consumers (or their agent) that some personal information may be released to a third party (eg name
and address details so that the delivery can be completed). Consumers must be given the option of declining the
service based on their wish not to release personal information to a third party.

Criterion 5

Indicator

54

Information provided to the consumer is appropriate
and adequate to enable safe and effective use of the
medicine or therapeutic device supplied.

1

Accesses a range of information resources that can be provided to consumers.

c

2

Provides a Consumer Medicine Information leaflet (where available) and other written
information with all medicines.

c

3

Telephones all consumers when any medicine is supplied for the first time to
ascertain whether they understand how to take/use the medicine, any potential
side effects, and how best to deal with them.

c

4

Records the date, pharmacist’s name, and details of information provided to the
consumer.

c
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Notes
There are many types of information resources to assist with counselling individuals ‘at a distance’, including
Consumer Medicine Information (CMI), product information leaflets, and Pharmacy Self Care fact cards.
The supply of CMI is extremely important because of the nature of the medicine supply process. Pharmacists
must have resources and appropriate means for providing information to consumers with special needs, such as
individuals with visual or auditory impairment.
The follow-up service is particularly important for all new consumers to the service, when a medicine is dispensed
to any consumer for the first time, or when the directions on the prescription are not specific (eg ‘to be used as
directed’). Pharmacists will also need to exercise their professional judgement to determine whether a follow-up
service is required. If the medication history indicates continued and regular use of a medication, pharmacists may
instigate regular follow up with the consumer rather than on every occasion the medicine is supplied. However,
pharmacists must also be aware that information needs can change over time.
All consumers should be provided with the telephone number (preferably local or free call) and the hours during
which a pharmacist is available to provide information and counselling on purchased medicines. While it is
preferable that a pharmacist answers this telephone, any non-pharmacist staff member who answers a call should
clearly announce who they are to avoid any confusion.

Criterion 6
Indicator

1
2
3
4
5
6
7
8

Medicines are supplied to the consumer in a secure
and timely manner.
Records the consumer’s preferred mode and time of delivery.
Maintains a list of medicines that are not suitable for delivery by a third party.
Ensures all medicines are packaged adequately to meet the manufacturer’s specified
storage requirements.
Ensures the package contains the pharmacy’s contact details and other instructions
to indicate that professional advice is available.
Ensures that the medicines are packaged securely to protect them from damage
during transit.
Uses a reliable and efficient courier if third party delivery is necessary.
Instructs all staff to carry identification when they are involved in the delivery of
medicines from the pharmacy.
Notifies the consumer promptly if the medicine(s) cannot be delivered.

c
c
c
c
c
c
c
c

Notes
Consideration should be given to the consumer’s preferred time for medicine delivery, within reason (eg a medicine
may be required for immediate treatment or it may be a repeat supply). Consumers must be provided with
information about cost implications of different delivery timeframes.
Medicines requiring maintenance of a cold chain should not be supplied unless the delivery system can
accommodate the requirements.
Pharmacists should consult with delivery companies regarding substances that may be prohibited from commercial
transport. Pharmacists may find it useful to have a list of medicines that they would not normally provide through
distance supply.
To minimise diversion or intentional tampering, the contents should not be indicated on the package.
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A secure and reliable delivery service must include the following: an audit trail or delivery tracking system, a
delivery confirmation receipt, and a mechanism to return the package to the sender if it cannot be delivered. Other
valuable features may include: additional security measures; evidence that the cold chain has been maintained by
the use of tamper-proof temperature-sensitive indicators.
If cytotoxic medicines are transported, adequate packaging and labelling is required, as well as specific instructions
for disposal and management of spills.

Criterion 7
Indicator

The pharmacist ensures a reliable and documented
distance supply service is provided.

1

Maintains a record system that indicates the date of request and date of supply.

c

2

Maintains a log that links the date and details of the original request, date and details
of dispatch, and the consumer’s medication record.

c

Notes
Documentation can be maintained electronically, by logbook, or other by suitable means.

Information Resources
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1

Pharmaceutical Society of Australia. Standards for the Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy. In: Professional Practice Standards (version 3) Canberra: PSA; 2006.

2

Pharmaceutical Society of Australia. Dispensing practice guidelines. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra: PSA; 2006.

3

Pharmaceutical Society of Australia. Code of Professional Conduct. Australian Pharmaceutical Formulary and
Handbook. 20th ed. Canberra: PSA; 2006.

4

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

5

Pharmaceutical Society of Australia. Consumer Medicines Information and the Pharmacist. In: Australian
Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

6

Pharmaceutical Society of Australia. Guidelines for Pharmacists on Providing Medicines Information to
Patients. In: Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

7

Pharmaceutical Society of Australia. Position Statement. Distance Dispensing, November 1997.

8

Pharmacy Board of Victoria. Guidelines 2005. Melbourne: PBV; 2005.
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Additional criteria for the provision of Internet pharmacy
services
Criterion 8

Indicator

The pharmacist ensures that consumers can readily
identify the Internet pharmacy and the services it
provides.

1

Clearly displays details of the pharmacy on the web site.

c

2

Clearly displays the contact details of the pharmacy and the hours when a pharmacist
is available, on the web site and on other printed materials.

c

3

Maintains a document outlining the Internet services the pharmacy provides, in both
electronic and hardcopy format.

c

4

Provides a copy of the service outline document on each occasion a product is
dispatched or information is transmitted.

c

Notes
The type of information required on the web site includes: name, street address and approval number of the
pharmacy, names of the proprietor(s) and pharmacist manager(s), contact details for the pharmacy (eg postal
address, telephone – local call or free call – and facsimile numbers, email and web site addresses) the normal
delivery timeframe, cost associated with the supply of products, and date of most recent update of the web site.
In addition, there should be a link to the pharmacy’s terms and conditions, including policies on privacy and
confidentiality, standard delivery timeframes, etc. All of this information and relevant links must be contained and
visible on the opening page of the web site in the field of view, and able to be read without scrolling.
Pharmacists are reminded that the Code of Professional Conduct in the Australian Pharmaceutical Formulary and
Handbook clearly states that: “a pharmacist shall provide complete, truthful and accurate information to clients
regarding professional services and shall avoid misleading clients regarding the nature, cost or value of such
services”.
The pharmacist should aim to provide information that highlights the professional component of the pharmacy
service.
An Internet pharmacy site accredited under the Quality Care Pharmacy Program (QCPP) of the Pharmacy Guild
of Australia will require a QCPP logo that links to the QCPP web site page that lists responsibilities and standards.

Criterion 9
Indicator

The pharmacist ensures that a reliable and secure
Internet pharmacy service is provided.

1

Provides a privacy and security declaration on the web site.

c

2

Provides adequate electronic security to prevent access to consumers’ electronic
records by unauthorised personnel.

c

Notes
Obligation 7.2 of the Code of Professional Conduct states that: “Publicity for professional services must be factual
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and accurate in order for a client to make an informed decision. It must not mislead or exploit the public nor
should it create an invidious distinction between pharmacists or pharmacies.”
Pharmacists are reminded that Obligation 2.3 of the Code of Professional Conduct — that: “a pharmacist offering
services directly to the public must do so in premises which reflect the character of the profession” — extends to
the appearance of an Internet pharmacy web site.
There should be no promotional hyperlinks associated with information on Pharmacist Only medicines (except
those listed in Appendix H of the Standard for the Uniform Scheduling of Drugs and Poisons), prescription medicines
and controlled drugs. A link to a medicine information page relevant to the consumer’s needs should be provided.
Pharmacists need to be aware of medicines and products that are subject to misuse, and have measures in place to
exclude the possibility of supplying them in inappropriate quantities or at unreasonable frequencies.
Pharmacists should avoid posting claims or testimonials on the Internet pharmacy web site.
Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
The increased use of electronic communication and Internet access in recent years has led to a number of
consumers embracing the technology. Pharmacists who supply medicines and/or therapeutic devices via Internet
communication must be cognisant of their legal, ethical and professional responsibilities.

Information Resources
1
2
3
4
5
6
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Pharmaceutical Society of Australia. Standards for the Provision of Pharmacy Medicines and Pharmacist Only
Medicines in Community Pharmacy. In: Professional Practice Standards (version3) Canberra: PSA; 2006.
Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed Canberra: PSA; 2006.
National Health and Medical Research Council. A guide to the development, implementation and evaluation
of clinical practice guidelines. Canberra: NHMRC; 1999.
Royal Pharmaceutical Society of Great Britain. Fact sheet : Pharmacy and the Internet Nov 2004.
Pharmaceutical Society of New Zealand. Internet Pharmacy Accreditation Programme. October, 2000.
Medical products and the Internet, A guide to finding reliable information. Therapeutic Goods
Administration. At: www.tga.gov.au/docs/html/whointer.htm.
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7. Counselling
Standard: The pharmacist ensures that the consumer has
sufficient knowledge of their medicines and
therapeutic devices to facilitate their safe and
effective use.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required State/Territory legislation in the provision of this service.
• This standard applies to consumer counselling associated with the supply of prescription and
non-prescription medicines and therapeutic devices. In this standard, the term ‘counselling’
refers to the dissemination or exchange of information (including the skills required to safely
and effectively administer the medicine) by the pharmacist to the consumer. The goal of the
information exchange is to achieve the safe and appropriate use of medicines and therapeutic
devices, and adherence to the prescribed or recommended treatment regimen, to optimise
therapeutic outcomes.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard.

2006 | Version 3 | Professional Practice Standards | © Pharmaceutical Society of Australia

59

Criterion 1
Indicator

All consumers are offered counselling by a
pharmacist.

1

Applies and supervises the requirement to provide counselling to consumers
receiving prescription and Pharmacist Only medicines.

c

2

Applies and supervises the requirement for consumers to be informed that a pharmacist
is available to provide counselling.

c

Notes
The pharmacist has a legal and professional obligation to ensure consumers have sufficient information to enable
them to make informed decisions about their medicines. It is envisaged that counselling will be offered to all
consumers each time a medicine or therapeutic device is supplied, and that where the need for counselling is
identified, the pharmacist will be available in a timely manner. Counselling should be actively offered, but it is also
important that all consumers are told when a pharmacist will be available should they require advice or medicines
information.
The pharmacist should ensure that the education and training of pharmacy assistants enables them to identify
consumers who may benefit from additional counselling by a pharmacist.

Criterion 2
Indicator

Counselling is provided according to the needs of the
consumer.

1

Communicates with the consumer to clarify their information needs.

c

2

Communicates the need to consider lifestyle options and individual circumstances
while counselling on medicine use.

c

3

Considers the consumer’s rights and needs when dealing with their carers.

c

4

Offers the opportunity for the consumer to return and seek further clarification and
information as required.

c

Notes
Professional judgement and the expressed needs of the consumer will influence the scope of the counselling and
how it is conducted. Oral counselling is reinforced with the supply of relevant written information.
Counselling should encompass therapeutic issues and where relevant, lifestyle options such as weight loss, smoking
cessation and exercise.

Criterion 3
Indicator

60

The most appropriately trained person undertakes
the counselling.

1

Clarifies to staff that the pharmacist is responsible for counselling consumers about
prescription and Pharmacist Only medicines.

c

2

Uses a translator where language barriers exist.

c
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Criterion 4
Indicator

Written information is used, when available,
to supplement oral counselling.

1

Offers Consumer Medicines Information (CMI) leaflets to consumers as required
by CMI guidelines.

c

2

Responds to consumers’ requests for CMI.

c

3

Provides additional written information as necessary to inform consumers.

c

Notes
CMI is a useful tool for pharmacists when discussing use of medicines with consumers. Relevant professional
guidelines detail how CMI should be used, including circumstances where it may be withheld. It is good practice
to periodically re-offer CMI and counselling to consumers on long-term therapy. Documentation of the provision
of CMI in the consumer’s records is recommended.

Criterion 5
Indicator

The use of therapeutic devices is adequately
explained and/or demonstrated to the consumer.

1

Ensures access to common medication delivery devices so that their use can be
demonstrated in the pharmacy.

c

2

Explains and demonstrates the use of any relevant device during counselling.

c

3

Ascertains and observes that the consumer can demonstrate the correct use of
the device.

c

4

Discusses appropriate disposal options for a device where necessary.

c

Notes
Consumers using dose administration aids (DAAs) require counselling on the correct use of the DAA, and their
medicines and other devices. See the Dose Administration Aids Service standard for further information.

Criterion 6
Indicator

The pharmacist systematically records counselling
events that they consider clinically important.

1

Includes significant counselling issues or events in the consumer’s medication record.

c

2

Includes recommended actions and timelines for follow-up in the consumer’s
medication record where appropriate.

c
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Criterion 7
Indicator

The pharmacist provides counselling that is
supported by evidence-based information.

1

Maintains timely access to current therapeutic information resources.

c

2

Ensures the information provided is evidence-based and is communicated in a
manner appropriate to the consumers needs.

c

Notes
It is important that pharmacists keep their knowledge of pharmacotherapeutics up to date so that consumer
counselling is based on current therapeutics. Some examples of web sites providing information about current
therapeutics are:
•

www.nlm.nih.gov

•

www.pharmweb.net

•

www.medmatrix.org

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................
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Date . ......................................

Information Resources
1

The Society of Hospital Pharmacists of Australia. Standards of Practice for the Provision of Consumer
Medicines Information by Pharmacists in Hospitals. Aust J Hosp Pharm 2000;30(5):225-8.

2

Pharmaceutical Society of Australia. Consumer Medicines Information and the Pharmacist. In: Australian
Pharmaceutical Formulary and Handbook. 20th ed Canberra. PSA, 2006.

3

Pharmaceutical Society of Australia. Guidelines for Pharmacists on Providing Medicines Information to
Patients. In: Australian Pharmaceutical Formulary and Handbook. 20th ed Canberra. PSA, 2006.

4

The Society of Hospital Pharmacists of Australia. Standards of Practice for Clinical Pharmacy, J Pharm Pract
Res 2005;35(2):122-46.

5

National Prescribing Service Therapeutic Advice and Therapeutic and Information Service (TAIS)
At: www.nps.org.au. Tel: 1300 138 677.

6

National Prescribing Service Medicines Line (for consumers) on 1300 888 763.

7

CMI information is searchable at the National Prescribing Service web site At: www.nps.org.au.
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8. Dose Administration Aids Service
Standard: The pharmacist provides a comprehensive dose
administration aids service that involves assessing
the needs and risks of the consumer; selecting
the most appropriate device; ensuring that the
correct medications are packaged with respect to
the current medication regimen, drug stability and
safety issues; and regularly reviewing and monitoring
consumers.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant State/Territory legislation in the provision of this service.
• This standard applies to the use of dose administration aids (DAAs) for oral medications. Dose
administration aids (DAAs) are devices such as compartmentalised boxes, sachet packs or blister
packs which are used to aid the administration of solid, oral medications. The use of DAAs can
assist in managing the administration of medicine, including compliance.
• This standard covers both the packaging of DAA devices and the professional support services
required for optimal use of the devices. It also encompasses the provision of DAAs for use by
individual consumers, as well as those living in residential aged care facilities and other settings
such as prisons and group homes. Where relevant, it may be appropriate to read this standard in
conjunction with the Pharmacy Services to Residential Care Facilities standard.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard as well as the Dispensing and Counselling standards.
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Criterion 1
Indicator

The pharmacist ensures that the DAA service
provided meets the consumer’s needs.

1

Ensures that the consumer understands the nature of the service provided.

c

2

Provides comprehensive instructions to the consumer or residential care facility about
the use of the DAA.

c

3

Provides CMI and counselling to consumers using DAAs as required under the
professional guidelines.

c

Notes
Before providing a DAA, the consumer or their carer needs to understand the nature of the service that will
be provided (eg how a DAA works, the packing procedure, authorising dosing changes), and the benefits and
practicalities of using a DAA. Pharmacists should also consider the benefit of receiving formal verification from
consumers that they understand the nature of the service being offered and its limitations, particularly in relation
to the communication of dosing changes. Consumers and/or facility staff should be given instruction and followup training as required. Where the pharmacist needs to obtain information from other health professionals, there is
an obligation to seek the consumer’s consent for the release of this information.
Pharmacists should liaise with the consumer where requested to package non-prescription items.
Appropriate ancillary labels and the wording ‘Keep Out of Reach of Children’ should also appear on the DAA
label. The use of ancillary labels is encouraged as a means of providing more complete information on how to use
and/or store medicines.

Criterion 2
Indicator

The pharmacist considers the needs and risks
associated with provision of a DAA service.

1

Assesses the consumer’s needs systematically and routinely.

c

2

Documents the assessment findings and recommendations.

c

Notes
An assessment of the appropriateness of the DAA service must involve assessment of the risks to individuals and
their needs, as well as the intended use of the DAA. Factors that need to be considered include the consumer’s
dexterity, vision and support networks. In the case of facilities, consideration should be given to staffing levels,
storage, communication, access, and other factors likely to influence the delivery of a DAA service. Pharmacists are
encouraged to use standard interview forms to support this process.

Criterion 3
Indicator

66

The pharmacist ensures that systems are in place to
minimise the risk of packing errors.

1

Packs the DAA themselves wherever possible or practicable.

c

2

Ensures that support staff who are involved in packing DAAs have sufficient
training to perform the task.

c

3

Checks the DAA content and packing records for all DAAs packed or supervised.

c
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4

Generates and maintains a current medication profile to assist in packing and signing.

c

5

Ensures there is an audit trail so that all medicines can be tracked back to the original
manufacturers’ dispensed container.

c

6

Monitors any discrepancies that are detected in the packing process via a quality
assurance system where discrepancies are recorded, actively reviewed and regularly
monitored.

c

7

Maintains a log of all DAAs packed.

c

Notes
Staff involved in packing DAAs must have the necessary training and practical experience. All completed DAAs
must be checked and signed by a pharmacist before issue.
Where the DAA is packaged using a process that feeds medicines from a source of multiple manufacturers
containers, as used by some automated and sachet systems, an audit trail of all batch numbers and expiry dates
must exist.
The log record of all DAAs packed should be easy to retrieve.

Criterion 4
Indicator

The pharmacist packs the DAA with reference to the
consumer’s current medication regimen.

1

Provides medicines in a DAA that exactly match the consumer’s current medication
treatment regimen.

c

2

Indicates in the medication profile those medicines to be packed and those that are not
delivered in a DAA.

c

3

Ensures that the consumer has a current list of the medicines not delivered in a DAA.

c

4

Ensures that the consumer receives the medicines not included in the DAA.

c

5

Considers the risks and benefits of not packing certain medicines.

c

6

Directly supervises all alterations and label changes to an existing DAA.

c

7

Promotes effective communication with the prescriber and facility to ensure accurate
and well-timed updates of the DAA and medication profile.

c

Notes
A DAA should be packed against the consumer’s current prescription or medication treatment regimen. After
a DAA has been packed, its contents should be changed only after the nature of the changes to the consumer’s
medication treatment regimen have been formally established. All changes should be made or checked and signed
by a pharmacist. Systems should be developed between the consumer, the prescriber and the facility, as applicable,
to ensure there is minimal delay in updating the DAA when the treatment regimen is changed.
Pharmacists should ensure that the consumer’s medication profile contains the complete list of all current
medicines, including those not packed in the DAA. If a DAA is used for only some of the consumer’s medicines,
strategies should be put in place to ensure those medicines not in the DAA are supplied as needed.
Pharmacists need to give careful consideration to issues associated with brand substitution as highlighted in the
APAC Guidelines for Safe and Effective Brand Substitution (due for release early 2006).
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Criterion 5
Indicator

The pharmacist minimises the risk of instability of
medicines packed into a DAA.

1

Maintains a list of medicines/medicine types that should not be removed from their
original pack for packing in a DAA.

c

2

Ensures medicines that are adversely affected when removed from their original pack
are not used in DAAs, and that alternative methods of administration are considered
where appropriate.

c

3

Considers the stability of the medicines in the final delivery system of the packed DAA.

c

4

Adheres to specific manufacturer’s instructions that relate to stability.

c

5

Minimises the length of time taken for the end-to-end packing process.

c

6

Removes sealed tablets and capsules from the manufacturer’s foil or blister pack
immediately before the DAA is packed.

c

7

Seals the DAA immediately after it is packed.

c

8

Stores packed DAAs in an area that is cool, dry and protected from light, to protect
the stability of the medicines.

c

Notes
Examples of medicines that are generally unsuitable for packing in multi-dose pack DAAs include effervescent
tablets, dispersible tablets, buccal tablets, sublingual tablets, hygroscopic preparations, and solid-dose cytotoxic
preparations. However, the risk–benefit of packing some medicines into a DAA must be considered carefully. For
example, cytotoxics may be considered appropriate to pack (with appropriate labelling) where non-compliance is
considered a greater risk.
Consideration should also be given to incompatibilities that may arise when medicines are physically in contact
with other medicines in the DAA. Where a DAA needs to be transported by independent couriers or other means,
consideration must be given to the likely storage conditions (eg exposure to heat, humidity, and moisture) and the
length of time the DAA will be in transit.

Criterion 6

Indicator

The pharmacist ensures that the DAA carries
complete details of the consumer, the medicines
and the pharmacy that packed the DAA.

1

Provides on the DAA label the pharmacy’s name, address and telephone number and
the consumer’s name.

c

2

Ensures the DAA labelling identifies the active ingredient, brand name and strength
of the medications it contains, the directions for their use, packing date, and date of
commencement.

c

3

Identifies the shape, colour, size and manufacturer’s markings for each medicine on
the DAA label.

c

Notes
DAA records should include the consumer’s name and address, date of provision, details of the medicines provided
68
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(with cross reference to prescription numbers where appropriate), the name of the pharmacist who packed or
checked the DAA, and the batch number and expiry date of all medicines used. Records might also include the
date and name of the person who requested the DAA. The DAA should indicate the date of commencement.
Where it is not possible or appropriate to include all the required details of the medicines on the DAA, this
information must be provided to the consumer in another way, such as a medicine list with a full description of
each medicine.

Criterion 7
Indicator

1

Criterion 8
Indicator

Ensures that medicines returned to the pharmacy in a DAA are disposed of in the same
way as expired medicines.

c

The pharmacist has a system to ensure that
consumers using a DAA are regularly monitored.

1

Applies a documented communication process with the prescriber and the consumer
for each consumer using a DAA.

c

2

Ensures that prescriptions required for the DAA medicines are provided regularly.

c

3

Ensures that the consumer has a current list of all their medications and encourages
them to use this with their other health care providers.

c

4

Uses every opportunity to counsel the consumer on the use of their DAA and to
review its suitability for their needs.

c

Criterion 9

Indicator

The pharmacist ensures that no medicines returned
to the pharmacy are reused.

1

The pharmacist ensures that all DAAs are provided
to the consumer or residential care facility in a timely
manner.
Ensures adequate resources are provided to pack DAAs so that the needs of DAA users
are met.

c
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
Pharmacies should have a documented procedure for packaging DAAs. These should cover the actions required
when dealing, for example, with ‘when required’ (ie ‘prn’) medicines, changes to medication treatment regimens
(such as cessation or addition of antibiotics), supply of a narcotic medicine, and the supply of DAAs to consumers
in remote or isolated areas. The procedures should be reviewed systematically and updated regularly.
It is regarded as best practice to use tamper-evident, sealed devices. The pharmacist must use due care and
professional judgement when non-tamper-evident devices are provided, and consider strategies to minimise risk.
It is envisaged that the consumers for whom DAAs are provided will be offered counselling by the pharmacist,
either directly or where necessary, through the carer. ‘Consumer’ refers to either the consumer or the carer
responsible for assisting the consumer in any aspect of the DAA service. In residential aged care or other
institutional settings, other health professionals such as nurses may be actively involved in the use of DAAs. CMI
should be provided for consumers using DAAs in line with the relevant guidelines.

Information Resources
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1

School of Pharmacy and Medical Sciences, University of South Australia and Australian Association of
Consultant Pharmacy. Dose Administration Aids Final Report. Canberra. AACP, 1997.

2

Effectiveness and Cost Effectiveness of Dose Administration Aids (DAAs) Final Report. Nov 2004.
At: www.beta.guild.org.au/research

3

Pharmaceutical Society of Australia, Dose Administration Aids Guidelines. Jul 1999. (under revision).

4

Australian Pharmaceutical Asvisory Council (APAC) Guidelines for Medication Management in Residential
Aged Care Facilities, 3rd ed., Nov 2002.
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9. Opioid Substitution Program
Standard: The pharmacist follows established procedures
to provide directly supervised opioid substitution
treatment to optimise therapeutic outcomes and
quality of life and to help reduce harm associated
with illicit drug use.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required State/Territory legislation in the provision of this service.
• This standard applies to the provision of medicines, the use of which is intended to reduce or
eliminate illicit opioid use. Substitution therapies have been shown to produce a public health
benefit by reducing the morbidity and mortality associated with illicit opioid use.
• Pharmacists are reminded that this standard should be applied in conjunction with the
Fundamental Pharmacy Practice standard as well as the Dispensing and Counselling standards.
Refer also to the Health Promotion standard where appropriate.
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Criterion 1
Indicator

The pharmacist has the training and experience
needed to provide opioid substitution therapies.

1

Has completed on-the-job training in providing opioid substitution therapies.

c

2

Undertakes regular education in the area of substance abuse and treatment.

c

3

Understands the objectives of harm reduction.

c

Notes
Pharmacists usually receive training for providing these services while working within an opioid substitution
program. They may also undertake supplementary training offered by external providers. They should make
a commitment to maintaining their knowledge of all aspects of illicit drug use and misuse, as well as current
treatment options.
Pharmacists should consider maintaining access to a list of referral points for the collection of used needles and
syringes when this service is not provided in their pharmacy.

Criterion 2
Indicator

The pharmacist provides an opioid substitution
program as an integral part of the pharmacy service.

1

Prioritises the delivery of opioid substitution therapies within the framework of
other service demands.

c

2

Ensures dosing can occur discreetly and in a quiet or private area of the pharmacy.

c

Notes
Pharmacy layout and workflow may need to be changed to facilitate delivery of the service. The service might also
require additional staff or more of the pharmacist’s time. The dosing area must be appropriate for consumers to dose
with dignity. Principles of hygiene apply, so there must be access to drinking water and facilities to dispose of cups.

Criterion 3

Indicator

The pharmacist uses the equipment and resources
provided in the pharmacy to support and assist in
service delivery.

1

Accesses opioid substitution guidelines and current therapeutic information resources.

c

2

Uses suitable equipment and resources for dispensing opioid substitution
pharmacotherapies and for dosing consumers.

c

Notes
All pharmacists must have access to relevant policies and procedures produced by their respective State/Territory
health department, and other relevant acts and regulations.
Appropriate equipment will include dose dispensing and measuring devices (such as pumps, syringes) and
containers for dosing (such as disposable cups, containers with child-resistant closures for take-away doses).
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Criterion 4
Indicator

A systematic dispensing and dosing procedure for
providing an opioid substitution program is followed.

1

Maintains a documented operating procedure for dispensing and dosing of opioid
substitution therapy.

c

2

Ensures the dispensing and dosing procedure is available in the area where opioid
substitution therapy is prepared.

c

3

Maintains a file with a photo identification system for each consumer.

c

4

Maintains an appropriate recording system.

c

5

Uses a pharmacist/consumer agreement form.

c

6

Ensures that dosing occurs one consumer at a time.

c

7

Documents an event where supply of a dose is declined.

c

8

Stores opioid substitution therapies and any prepared doses appropriately in an
approved safe.

c

Notes
The dispensing procedure should be clearly documented and available to all pharmacists, including casual staff
and locum pharmacists. The procedure should also outline criteria and management of take away doses and
circumstances where withholding treatment may be necessary. A supplementary protocol for the preparation and
supply of take-away doses is also recommended. This protocol should address the dilution of take away doses with
reference to existing state/territory legislation. Preparing doses in advance is strongly discouraged. The dosing of
opioid substitution therapy should not occur in the dispensary.
The use of a dispensing record book or other daily calendar recording system is recommended, particularly
where more than one pharmacist could be involved in provision of the service. Electronic recording facilitates
accurate record keeping and should be considered wherever appropriate. The Controlled Drugs Register must be
maintained separately.
The dosing procedure must adequately ensure that each person receives the correct dose. The procedure should
include steps to ascertain that the consumer is not affected by alcohol or drugs before dosing. After dosing, the
pharmacist must also check that the consumer has ingested the dose. Each consumer’s dosing record must be
accurate and unambiguous so that a pharmacist can check the details when the need arises. The pharmacist is
reminded to consider all of the client’s current prescription and non-prescription medicines to avoid the possibility
of significant Adverse Drug Reactions.
A pharmacist/consumer agreement form such as that presented in the PSA Guidelines for Pharmacists Providing
Opioid Pharmacotherapy Services is useful to facilitate an understanding of the respective roles and expectations of
both parties. Signing such a form also empowers the consumer to take a serious and responsible approach to their
treatment. It is important to ensure that all staff are aware of the Consumer Rights Charter included in the PSA
guidelines, and that a copy is available for consumers where appropriate.
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Criterion 5
Indicator

The pharmacist liaises with the prescriber and other
health care workers.

1

Records contact details for the consumer’s prescriber and other relevant health care
workers in each consumer’s file.

c

2

Maintains a system that provides alerts about issues that need to be reported
to the prescriber.

c

3

Documents any significant communication with the prescriber.

c

4

Communicates or documents relevant information for the pharmacist commencing
a new shift, where necessary.

c

Notes
It is important that the pharmacist liaises closely with the prescriber (and other health care workers) for the benefit of the
consumer. Issues that should be reported include: consecutive missed doses, erratic attendance, unusual behaviour by the
consumer, or other important information relating to the consumer’s health and/or progress with treatment.

Criterion 6
Indicator

The pharmacist assists the consumer with general
health and medicines information.

1

Provides the consumer with access to relevant resources promoting health.

c

2

Maintains a current list of details of other referral and advice services.

c

3

Understands that the consumer is free to accept or reject the advice provided.

c

4

Clarifies the consumer’s information needs.

c

5

Provides counselling specific to the opioid substitution program.

c

6

Provides general health information.

c

7

Records significant advice given in the consumer’s file.

c

Notes
Useful referral services or information sources may include: Poisons Information Centres, Alcohol and Drug
Information Services, the Centre for Education and Information on Drugs and Alcohol.
Pharmacists must be familiar with the Counselling standard and have access to the usual resources and tools used
in the process, such as Consumer Medicine Information. Some consumers will have specific needs (eg those who
are pregnant or breast feeding). Frequent interaction with these consumers provides an opportunity to provide
intensive health guidance. The pharmacist should provide specific information about any possible effects or
consequences of the opioid substitution therapy. This may include significant drug interactions, major side effects,
symptoms of overdose, polydrug use, and excessive alcohol intake.
General information on the following topics may be useful: human immunodeficiency virus (HIV), hepatitis B
and C, lifestyle issues, referral services, harm reduction, health promotion.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
Opioid substitution pharmacotherapy has been used in Australia since 1969. It is recognised as an effective public
health measure and a vital component of harm reduction.
The main objectives of providing an opioid substitution program are to:
• Assist individuals in reducing or eliminating illicit opioid drug use.
• Reduce the mortality and morbidity associated with illicit drug use.
• Reduce the risk of transmission of blood-borne viruses, in particular HIV and hepatitis B and C.
• Reduce social costs of illicit drug use.
• Assist individuals in achieving quality of life by improving their physical and psychological health and social
functioning.
This standard may also be applied to the provision of other supervised or restricted supplies such as benzodiazepine
withdrawal regimens and supervised antimicrobial therapy.

Information resources
1 Pharmaceutical Society of Australia. Guidelines for Pharmacists Providing Opioid Pharmacotherapy Services.
Canberra. PSA, Jul 2004.
2 Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.
3 Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.
4 National Drug Strategy. Australia’s Integrated Framework 2004-2009. Canberra. Australian Government
Publishing Service, 2004.
5. Pharmaecuetical Society of Australia. Opioid Substitution Therapy. In: Australian Pharmaecutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.
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10. Compounding
(also known as Extemporaneous Dispensing)

Standard: The pharmacist prepares and dispenses
compounded products in a manner that ensures
product quality, safety and efficacy.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant Commonwealth/State/Territory legislation in the provision of this service.
• This standard applies to the preparation and supply of a single unit of a product intended for
immediate use by a specific consumer. It covers the preparation of products whose formulations
are drawn from recognised pharmaceutical formularies such as the Australian Pharmaceutical
Formulary and Handbook.
• Batch manufacturing, preparation of sterile products (by aseptic dispensing or sterilisation),
and preparation of cytotoxic drug products are not covered by this standard. The preparation
of cytotoxic products requires specialised equipment and should be undertaken only by
trained staff at premises that are adequately designed and equipped, and approved by relevant
authorities. Refer to the Preparation of Cytotoxic Drug Products standard where necessary.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard as well as the Dispensing and Counselling standards.
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Criterion 1

Indicator

1

Compounding is undertaken by a pharmacist where appropriate.

c

2

The supervising pharmacist is satisfied with the level of skill and training of other
staff involved in the compounding of products.

c

3

The supervising pharmacist checks all measurements, the packaging and labelling, and
the final compounded product made by other staff.

c

4

Records show which pharmacist prepared or checked and released each product.

c

Criterion 2

Indicator

1

Criterion 3

Indicator

All compounding is carried out by a pharmacist
or by appropriately trained staff under the direct
supervision of a pharmacist.

Compounding occurs in an area that is clean and
conducive to the preparation processes to be
undertaken.
Ensures compounding occurs away from routine dispensing activities, counselling
and high-traffic areas.

c

Equipment used in compounding is maintained
in good working order in accordance with
manufacturer’s instructions or other requirements.

1

Ensures all equipment selected is suitable for its intended use.

c

2

Ensures all equipment and work surfaces are cleaned before and after product
preparation.

c

3

Ensures all instruments used for weighing or measuring are calibrated and maintained
according to a documented procedure.

c

Notes
The equipment selected must avoid damage or contamination of the compounded product and/or the ingredients.
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Criterion 4

Indicator

The pharmacist documents the compounding in a
manner that clearly shows the ingredients and the
procedure used.

1

Uses a worksheet to record the approved pharmacopoeial name (where applicable),
formula and its source, the procedure used and the strength/amount of any preservative
used.

2

Records on the worksheet the source, batch number and expiry date of ingredients used. c

3

Records on the worksheet the notes, methods and calculations in clear handwriting (if
computer notes are not employed), with references where appropriate.

4

c
Records on the duplicate label attached to the worksheet the approved pharmacopoeial
name, the strength/amount of any preservative used, instructions for use, and the date or
preparation and expiry date of the product.

5

Records on the worksheet any ancillary labels used.

c

6

Ensures the worksheet records their involvement in the preparation of a product or the
supervision, checking and release of a product prepared by other staff.

c

c

c

Notes
The use of a worksheet is an effective quality control tool. Consumer details, ingredients, calculations, procedures,
storage requirements and usage directions (including a duplicate label from the dispensing) can easily be
documented on the worksheet. Products that are frequently compounded may warrant preparation of a ‘master’
worksheet for efficient documentation of the preparation process.
It is recommended that the worksheet includes space for the preparing pharmacist’s signature, references to source
formulary, and specific safety directions for its preparation (including any requirement for protective clothing)
and for use in the event of a spill. Pharmacists are advised to familiarise themselves with the State or Territory
occupational health and safety legislation for guidance on handling toxic products.
All worksheets must be signed and dated by the pharmacist who prepared or supervised the preparation of the
product before it is released for dispensing. The worksheets should be retained on the premises for future reference
should an adverse event or raw material recall occurs.

Criterion 5

Indicator

The pharmacist produces compounded products in
accordance with the pharmacopoeial formulations,
when available.

1

Uses printed or electronic versions of the most recent editions of appropriate
pharmacopoeia and formularies.

c

2

Worksheets indicate where products are consistent with the pharmacopoeial
formulations.

c

3

Records on the worksheets any considerations about the stability of the product in the
references, methodologies, notes and calculations for all non-pharmacopoeial products.

c
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Notes
A compounded product should always be prepared according to pharmacopoeial formulations when they are
available. The commonly used pharmacopoeial formulations are those from the Australian Pharmaceutical
Formulary and Handbook, British Pharmacopoeia, United States Pharmacopoeia, British National Formulary and
Martindale, The Complete Drug Reference.
When a non-pharmacopoeial formulation is prescribed, the pharmacist should first consider using a
pharmacopoeial formulation that most closely resembles the prescribed item, and liaise with the prescriber where
appropriate. If any minor change is made to the pharmacopoeial formulation, the pharmacist must ensure that it
does not affect the product’s therapeutic efficacy or stability. The exact formula used should be endorsed on the
prescription and shown on the worksheet.
In the absence of a pharmacopoeial formula that closely resembles the prescribed non-pharmacopoeial formulation,
the pharmacist should contact the prescriber to find out the length of treatment required and the indication,
to establish whether there is a reasonable alternative treatment available. If the product must be prepared, the
pharmacist should confirm required information including the source of the formula, the stability of the product,
the procedure to be used, and the appropriateness of the ingredients and their concentrations. In these situations,
formulations may also be sourced from some health care institutions and pharmaceutical manufacturers that have
products that are not registered but have undergone stability tests. The source of such formulations should always
be noted on the worksheet. During this process, the pharmacist should liaise with the prescriber as necessary. The
pharmacist is responsible for ensuring that the prepared product is physically and chemically stable.

Criterion 6

Indicator:

Pharmaceutical grade ingredients are used
for compounding products, and are stored in
accordance with manufacturers’ recommendations.

1

Documents show all compounding is done using pharmaceutical grade ingredients.

c

2

Stores ingredients that require storage at room temperature in a cool place away from
direct sunlight.

c

3

Stores ingredients that require refrigeration or freezing in a refrigerator or freezer
dedicated to pharmaceuticals.

c

4

Checks that the temperature monitoring system is maintaining appropriate storage
temperatures.

c

5

Ensures that regular maintenance checks of cool rooms, refrigerators and freezers are
recorded.

c

Notes
Ideally, only pharmaceutical-grade ingredients such as BP, USP or equivalent should be used for compounding.
In exceptional circumstances, particularly in a hospital setting when a non-pharmaceutical grade active ingredient
has to be used, the pharmacist, prescriber and consumer should be informed. It may be considered desirable for
the pharmacist to obtain consent from the prescriber and the consumer for formulating such a product for human
consumption, whether it is for internal or external use. It is recommended that an appropriately worded consent
form is used.
Refer to the Australian Pharmaceutical Formulary and Handbook for guidance on storage of ingredients.
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Criterion 7

Indicator

1

Purified water BP or water for irrigation is used when
water is required as an ingredient in compounding
preparations.
The worksheet indicates the type of water used, its date of preparation or opening,
and the manufacturer’s batch number (where applicable).

c

Notes
‘Purified water’ refers to potable water that has been freshly boiled and cooled. The date and time of preparation
should be marked on the stock container. Water for irrigation, which is commercially available, may be used as
an alternative to purified water. The date and time the packaging is first opened should be noted. Some State/
Territory legislation requires purified water to be discarded 24 hours after preparation and water for irrigation to be
discarded 24 hours after the container is first opened.

Criterion 8

Indicator

1

Uses light-resistant (amber glass or high-density plastic) containers for storage of
light-sensitive products.

c

2

Uses moisture-proof packaging for deliquescent products.

c

3

Uses secure packaging such as childproof lids where appropriate.

c

Criterion 9
Indicator

The pharmacist ensures that suitable containers
and packaging are used to maintain the quality and
stability of prepared products.

The pharmacist labels all compounded products to
provide adequate identification of all ingredients.

1

Records the approved pharmacopoeial name (where applicable) on the label of the
product.

c

2

Records on the label all ingredients and their amounts/proportions that are not
consistent with recognised pharmacopoeial formulations.

c

3

Records on all product labels the name and strength/amount of any preservatives used.

c

Notes
Compounded products must be labelled according to regulatory requirements. In addition, labels of these products
should also include names of any preservatives used. This information may be useful for avoiding sensitivity
reactions in susceptible individuals and for explaining differences in flavour where the preservatives vary.
When non-pharmacopoeial products are prepared, the labels should document the complete list of ingredients and
their amounts/proportions for future reference by other pharmacists and health professionals.
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Criterion 10

Indicators

The pharmacist provides the consumer with
information about the stability and storage of the
compounded products.

1

Uses ancillary labels (eg ‘Refrigerate – Do Not Freeze’) to indicate specific storage
conditions when dispensing compounded products.

c

2

Provides an expiry date on the product label or affixes a completed expiry-date label on
all compounded products.

c

Criterion 11

Indicators

The pharmacist labels compounded products to
provide the consumer with clear directions about the
correct usage.

1

Ensures the label contains complete and unambiguous directions for use.

c

2

Uses suitable labels for labelling compounded products intended for either internal
or external use.

c

3

Uses ancillary labels to indicate specific usage instructions (eg ‘Shake the Bottle’).

c

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
Compounding is the preparation and supply of a single unit of a product intended for immediate use by a specific
consumer. When the prescribed product is not commercially available, a pharmacist may need to compound it in
the pharmacy. The pharmacist must ensure product quality when compounding a product.
Compounding occurs when the prescribed formulation or a suitable alternative cannot be obtained commercially.
Commercial products are preferable to compounded products because they are subject to formal quality control
procedures. Dispensing of a suitable alternative product should occur only after consultation with the prescriber.
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Information resources
1

Pharmaceutical Society of Australia. Formulary. In: Australian Pharmaceutical Formulary and Handbook.
20th ed Canberra. PSA, 2006.

2

Pharmaceutical Society of New Zealand. Compounding. In: Quality Standards for Pharmacy in New
Zealand. 2nd ed Wellington. PSNZ, 2004.

3

American Society of Hospital Pharmacists. ASHP Technical Assistance Bulletin on Compounding Nonsterile
Products in Pharmacies. Am J Hosp Pharm 1994;51:1441-8.

4

Worksafe Victoria. At: www.workcover.vic.gov.au.
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11. Preparation of Cytotoxic Drug Products

Standard: The pharmacist ensures that cytotoxic drug products
are prepared in a way that maximises product
quality, and that cytotoxic drugs and related waste
are handled in accordance with documented
procedures that ensure the safety of personnel and
the environment.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant State/Territory legislation in the provision of this service.
• This standard should be read in conjunction with the Society of Hospital Pharmacists Standards of
Practice for the Safe Handling of Cytotoxic Drugs in Pharmacy Departments.
• This standard applies to the manipulation of cytotoxic drugs to prepare ready-for-use cytotoxic
drug products. Cytotoxic drugs, also known as antineoplastic agents, are used primarily in the
treatment of cancer. They have deleterious effects on normal cells and, because their action is not
selective for cancer cells, they can cause a wide range of adverse effects. Many cytotoxic drugs have
been found to be mutagenic, teratogenic and carcinogenic. It is therefore vital that safe procedures
are followed when handling cytotoxic drugs to prevent harm to personnel and contamination of
the environment.
• For the purpose of this standard the following definitions apply:
Cytotoxic drugs — drugs that have deleterious effects upon cells. Many have been found to
be mutagenic, teratogenic and carcinogenic. It includes hazardous drugs that may display
reproductive toxicity, organ toxicity at low doses and/or genotoxicity.
Cytotoxic drug products — a specific term used to make reference to cytotoxic drug formulations
that are derived from manipulation of commercially available cytotoxic raw materials (drug
concentrates).
Handling of cytotoxic drugs — manipulation of cytotoxic drugs to prepare cytotoxic drug
products, as well as packaging, labelling and transportation of cytotoxic drugs.
• Storage, removal and transportation of cytotoxic waste and cytotoxic drugs beyond the pharmacy
are outside the scope of this standard.
• Pharmacists are reminded that this standard is to be applied in conjunction with the Fundamental
Pharmacy Practice standard.
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Criterion 1

Indicator

1

The pharmacist ensures compliance with the
Australian Standards for approved cytotoxic drug
cabinets and cytotoxic cleanrooms.
Monitors at regular intervals for compliance with Australian Standards and takes
appropriate action to ensure those standards are met.

c

Notes
The design and operation of the cytotoxic cabinet and cleanroom must comply with current Australian
Standards to protect the product, personnel and the environment from contamination.

Criterion 2
Indicator

The pharmacist uses equipment that is dedicated to
the preparation of cytotoxic drug products.

1

Stores equipment used for the preparation of cytotoxic drug products separately from
other equipment.

c

2

Clearly labels equipment used for the preparation of cytotoxic drug products.

c

Criterion 3 The pharmacist ensures staff handling cytotoxic drugs
are adequately trained and validated in the preparation
and safe handling of cytotoxic products and related
waste.
Indicator

1

Applies a documented procedure for training and validating the technique of staff for
the safe handling of cytotoxic products.

c

2

Maintains a current list of trained staff and the date of training/validation in accordance
with the documented training procedure.

c

Notes
All personnel (pharmacists, technicians, delivery people, storemen, etc.) involved in handling cytotoxic drugs
should be informed of the potential hazards associated with handling such drugs; the special precautions to be
taken when handling cytotoxic drugs and cytotoxic waste; and the actions to be taken in the event of a cytotoxic
spill and/or contamination.
Extensive training should be provided to personnel involved in the preparation of cytotoxic drug products.
Training should be conducted by an accredited trainer and documented. Validation of aseptic technique and
preparation of cytotoxic drug products should be done at regular intervals.
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Criterion 4

Indicator

The pharmacist provides a safe working environment
for all staff involved in the preparation of cytotoxic
products.

1

Maintains a documented procedure for monitoring biological parameters of staff
involved in the preparation of cytotoxic products.

c

2

Adheres to the procedure for monitoring biological parameters at all times.

c

3

Applies documented exclusion criteria to staff involved in the preparation of cytotoxic
products.

c

4

Provides appropriate protective clothing to all staff preparing cytotoxic products.

c

5

Maintains, in perpetuity, a log of staff involvement in preparing cytotoxic products and
cleaning the cytotoxic cleanroom and anteroom.

c

Notes
Personnel involved in the preparation of cytotoxic drug products should have: a baseline medical examination
that includes a full blood examination, biochemistry, liver function tests, and urinalysis; and routine medical
examinations at least every six months. More frequent medical examinations would be required in the event of
contamination of personnel with a cytotoxic drug. For further information, refer to the professional guidelines or
State-based Workcover guidelines.
Certain personnel must be excluded from preparing cytotoxic drug products. Examples include personnel who
are pregnant, trying to get pregnant (male or female staff), breastfeeding, or on immunosuppressive therapy, as
outlined in the professional guidelines.
Suitable coveralls, boots or overshoes, head covering, masks and gloves that are designed to provide protection
from contamination with cytotoxic drugs must be worn when preparing cytotoxic drug products.
A daily operator log should record the name and strength of products made, the operator’s name and the amount
of time spent in the cytotoxic preparation area. Documentation should also include details of any accidents or
unusual events (eg failure of cabinet, accidental contamination of cabinet).
The pharmacy must have a documented procedure for cleaning the cytotoxic cleanroom and anteroom that
complies with Australian Standards. Only trained personnel should clean the cytotoxic cleanroom and anteroom.
A log should be maintained to record the names of the cleaning staff, the date and the amount of time spent in the
cytotoxic cleanroom and anteroom.

Criterion 5

Indicator

Pharmacists are familiar with procedures to be
followed in the event of a needlestick injury or
contamination of personnel from a cytotoxic spill.

1

Applies a documented procedure in the event of a needlestick injury, unprotected
exposure or a cytotoxic spill.

c

2

Provides training to staff on the actions to be taken in the event of contamination
and /or a needlestick injury in accordance with documented procedures.

c

3

Ensures the procedures to be followed in the event of a needlestick injury or
contamination are available in the area where cytotoxic products are prepared.

c
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Notes
A procedure for cleaning up cytotoxic spills, that is consistent with Australian Standards, should be documented,
and the document accessible to staff involved in handling cytotoxic drugs.
Materials required for cleaning up cytotoxic spills should be assembled in kit form. For suggestions on the contents
of a spill kit, refer to the professional guidelines. Spill kits should be located in all areas where cytotoxic drugs are
handled. A register of cytotoxic spills should be established and maintained. Recorded details should include date,
day, time and place of spill, drug name, approximate drug volume, form of the drug (ie liquid or powder), and the
names of the staff involved.

Criterion 6

Indicator

The pharmacist ensures cytotoxic products and
waste (including contaminated waste and potentially
contaminated sharp waste) are packaged and stored
in a manner that ensures safety to personnel and the
environment.

1

Applies a documented procedure for the packaging and storing of cytotoxic products
and waste.

c

2

Cytotoxic products and waste are clearly labelled as such.

c

Notes
Cytotoxic waste from preparation of cytotoxic drug products and cleaning of spills should be segregated, packaged,
and clearly labelled.
Contaminated and potentially contaminated waste generated during the preparation of a cytotoxic drug product
should be placed in a closed system before removal from the cytotoxic cabinet. Sharps waste that is contaminated
or potentially contaminated with cytotoxic drugs should be placed in a puncture-resistant container before removal
from the cytotoxic cabinet.
The pharmacy should have a clearly marked, isolated area or bin for the storage of cytotoxic waste. Cytotoxic
waste should be placed in well-labelled secondary packaging (eg purple plastic bag) that is closed/sealed before
it is removed from the pharmacy. The contents of the cytotoxic waste bin should be handled by personnel who
have knowledge of safe handling procedures for cytotoxic waste and procedures to be followed in the event of a
cytotoxic spill.
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Criterion 7

Indicator

Whenever possible, a liquid cytotoxic drug product is
supplied in a ready-to-use dosage form in a sealed
container.

1

Applies a documented procedure for providing liquid cytotoxic drug products that
includes the requirement to use a ready-to-use unit dosage form in a sealed container.

c

2

Uses suitable containers (eg Luer lock syringes) to package and seal a liquid cytotoxic
drug product in ready-to-use dosage form.

c

3

Supplies ophthalmic cytotoxic drug product in a sealed container in a ready-to-use form. c

4

Whenever possible, a cytotoxic drug product for instillation into body cavities is
supplied in a sealed container with an adapter.

c

Notes
Ready-to-use, parenteral cytotoxic drugs may be presented as pre-filled Luer lock syringes or as infusions. A readyto-use, liquid cytotoxic drug for oral use may be packaged in clearly labelled Luer lock syringes or in other suitable
containers provided they are clearly marked ‘For Oral Administration’. The immediate container of a ready-to-use,
cytotoxic dosage form should be sealed. If the immediate container were to break, the outer packaging should
contain any spillage.

Criterion 8
Indicator

Cytotoxic drugs prepared for intrathecal use are
clearly labelled as such and packaged separately.

1

Applies a documented procedure for labelling and packaging of cytotoxic drug
products for intrathecal use.

c

2

Applies a self-adhesive label, or prints on the product label the wording
‘For Intrathecal Use’ in large, bold print.

c
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Criterion 9

Indicator

The pharmacist packages cytotoxic products that are
to be transported beyond the pharmacy in a way that
maximises safety and stability.

1

Heat-seals the immediate container of a cytotoxic drug product into suitable
impervious outer packaging.

2

Places cytotoxic drug products into a well-marked, hard-walled container before delivery c
outside the pharmacy.

3

Applies the appropriate cytotoxic warning labels on the outer packaging of cytotoxic
drug products that are to be delivered.

c

4

Ensures that additional storage requirements such as refrigeration and protection from
light, are clearly communicated.

c

c

Notes
The outer packaging should be impervious to accidental spills. Once heat-sealed, the cytotoxic drug product
should be placed in a hard-walled container (made from foam or other suitable material), appropriately labelled
and dedicated to this purpose.

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................
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Date . ......................................

Additional information
It is recommended that pharmacists involved in the preparation of cytotoxic drug products should be familiar with
the SHPA Standards of Practice for the Safe Handling of Cytotoxic Drugs in Pharmacy Departments and refer to this
document when creating policies, procedures and documentation required to support a cytotoxic manufacturing
service.
The following is a recommended list of policies, procedures, and training materials that a pharmacy should have
when providing a cytotoxic manufacturing service:
• a training manual for instructing personnel on safe handling of cytotoxic drugs;
• a procedures manual for preparation of all cytotoxic drug products;
• exclusion criteria for personnel preparing cytotoxic drug products;
• a procedure for monitoring biological parameters of personnel involved with the preparation of cytotoxic drug
products;
• a procedure for monitoring biological parameters of personnel who have been inadvertently exposed to
cytotoxic drugs;
• a procedure for cleaning the cytotoxic cabinet, the cytotoxic cleanroom and the anteroom;
• a procedure for cleaning cytotoxic spills;
• a policy for assembling and distributing cytotoxic spill kits;
• a procedure for labelling and packaging cytotoxic drug products for intrathecal use;
• a procedure for safe handling of cytotoxic drug products within the pharmacy;
• a procedure for packaging and storing cytotoxic waste products in the pharmacy;
• a procedure for validating staff in aseptic technique;
• a procedure for validating staff in the preparation of parenteral cytotoxic drug products.

Information resources
1

The Society of Hospital Pharmacists of Australia. Standards of Practice for the Safe Handling of Cytotoxic
Drugs in Pharmacy Departments. J Pharm Pract Res 2005;35(1):44-52.

2

The Society of Hospital Pharmacists of Australia. Standards of Practice for the Transportation of Cytotoxic
Drugs from Pharmacy Departments. Aust J Hosp Pharm 2000;30 (3):116-17.

3

Worksafe Victoria. At: www.workcover.vic.gov.au.
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12. Smoking Cessation Service

Standard: The pharmacist provides a smoking cessation
service that follows established procedures to
optimise therapeutic outcomes and quality of life for
the consumer and to contribute to the reduction of
harm associated with tobacco use.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with State/Territory legislation in the provision of this service.
• This standard applied to pharmacists engaged in the delivery of a structured or specialised
smoking cessation service but can also apply to brief interventions such as the provision of
nicotine replacement therapy (NRT) or other products.
• Pharmacists are reminded that this standard should be applied in conjunction with the
Fundamental Pharmacy Practice standard as well as the Counselling standard. Refer also to the
Health Promotion standards where appropriate.
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Criterion 1
Indicator

The pharmacist understands their role in the provision
of a smoking cessation service.

1

Applies the principles of quality use of medicines of the National Medicines Policy
and the objectives of the National Tobacco Strategy.

c

2

Documents a list of goals and objectives for the smoking cessation service.

c

3

Maintains knowledge in all aspects of smoking cessation.

c

4

Ensures that staff undertake regular continuing education about smoking cessation
and related topics.

c

Notes
It is important that the provision of a smoking cessation service is conducted within the context of:
• the quality use of medicines principles that underpin the National Medicine Policy (www.health.gov.au/pbs/
natmedpol/nmp2000.pdf ); and
• the objectives of the National Tobacco Strategy.
Pharmacists should maintain their knowledge of all aspects of smoking cessation, including clinical trials of new
and emerging treatments, and the broader public health issues associated with tobacco use.
As pharmacy assistants are often in the front-line in the provision of this service and the one-off sale of NRT and
other devices and products, it is essential that they are educated in smoking cessation.

Criterion 2
Indicator

The smoking cessation service is provided in
accordance with documented pharmacy procedures.

1

Maintains a documented procedure for the provision of a smoking cessation service.

c

2

Ensures that all relevant personnel are aware of the contents and operational
requirements of the pharmacy procedure for the smoking cessation service.

c

3

Provides a smoking cessation service consistent with the written pharmacy procedure,
including the offer of follow-up with the consumer, and referral if necessary.

c

Notes
Standardised pharmacy procedures are a key means of ensuring consistency in the nature and quality of service
provided to consumers. Procedures are likely to evolve and change as experience and expertise in the provision of the
service increase. It is therefore important that procedures are regularly reviewed by all staff involved in the service, and
updated as appropriate.
Examples of procedures and elements of a structured smoking cessation service can be found in the Smoking Cessation
Kit produced by the Pharmaceutical Society of Australia.
Pharmacists will recognise the potential value of a multidisciplinary approach to smoking cessation. Therefore, where
appropriate, consumers should be provided with other support material and details of other health services and
activities.
Consumers must understand that it might be appropriate for their general practitioner and/or other health
professionals to provide support and be involved. This need could be identified during an initial or subsequent
monitoring.
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Criterion 3

Indicator

The smoking cessation service is provided in an
environment that is conducive to the promotion of
smoking cessation.

1

Ensures there is no smoking allowed on the premises.

c

2

Ensures that there is no sale (direct or indirect) of tobacco products from the premises.

c

Notes
The national policy of the Pharmaceutical Society of Australia (PSA), Tobacco and Other Smoking Products, states:
PSA opposes the sale and advertising of tobacco products.
PSA considers the sale of tobacco products by pharmacists to be unprofessional conduct and inconsistent with
membership of the Pharmaceutical Society of Australia.
In discussing smoking cessation issues, pharmacists may also provide lifestyle advice on topics such as diet, physical
activity or other risk factors. The completion of a referral form for the consumer’s medical practitioner may be
utilised where appropriate.
Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................
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Additional information
1

The National Tobacco Strategy 2004-2009 highlights the need for a comprehensive, multivariate approach and
national collaborative effort to improve the health of all Australians by eliminating or reducing their exposure
to tobacco in all its forms. The main objectives of the National Tobacco Strategy are for all social groups to:
• prevent uptake of smoking;
• encourage and assist as many smokers as possible to quit as soon as possible;
• eliminate harmful exposure to tobacco smoke among non-smokers; and
• where feasible, to reduce harm associated with continuing use of, and dependence on, tobacco and 		
nicotine.
Pharmacists and their staff can play an effective role in smoking cessation, especially when augmenting advice
from doctors and health workers. The professional responsibility and duty of care of pharmacists to protect
consumers’ health call for pharmacists to play an active role in the provision of smoking cessation services.
Guidance for provision of the service may be found in the PSA Smoking Cessation Kit.

2

The strategy has also identified that it is very easy to put off giving up smoking, and people usually need
multiple attempts to quit successfully. Smokers hold many beliefs that help them to justify deferring quitting,
for instance scepticism about health information, beliefs that they can overcome risks, misperceptions that
smoking affects length but not quality of life and underestimates of the risk of smoking relative to other risks.
Many arguments need to be countered and, at different stages of life, different sorts of information can be
more or less relevant.
Smokers cycle in and out of “readiness to quit” many times each year, and without encouragement, can easily
lose motivation to persist and remain smoke-free.

3
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Despite all the known health risks and consequences associated with smoking, many individuals find it
extremely difficult to stop smoking. Pharmacists need to provide a supportive environment at all times and
adopt a sensitive and respectful attitude. Pharmacists should have a good understanding of the ‘States of
Change’ model which draws on psychotherapy theories to explain variations in people’s response to advice
about changing behaviour.
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States of Change model
Stage

Behaviour

Implications for pharmacist
intervention

Pre-contemplation

Individual is content with current behaviour, has
no intention of changing and is not considering
change.

Listen and respond to questions.
Attempts to persuade unlikely to
be successful.

Contemplation

Person is thinking about the possibility of
changing, but has made no plans to change.

Listen and respond to questions.
Provide information.

Preparation

The decision has been made to change and the
person is getting ready to make the change.

Help in planning and goal setting.

Action

The change is implemented.

Encourage return to pharmacy
to discuss progress. Supportive
approach.

Maintenance

Person works to prevent relapse to the previous
behaviour.

Continue supportive approach.
Encourage discussion of possible
problems that might lead to
relapse. Give positive feedback.

4

Pharmacists may find the 5A framework of assistance (Ask, Advise, Assess, Assist, Ask again) useful. More
information is available in PSA’s Smoking Cessation Kit or from Quit Victoria.

5

Pharmacists (and pharmacy staff) require ongoing training and support to enable them to provide a service
that is based on:
• positive, primary counselling;
• countering the perceived negatives from broader anti-smoking campaigns;
• providing credible information on smoking cessation therapies (other than those provided by 			
manufacturers);
• complementing the role of general practitioners; and
• informing the smoker of options and strategies in achieving cessation.
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Information resources
1

Commonwealth Department of Health and Aged Care. Commonwealth of Australia. National Tobacco
Strategy 2004-2009.

2

Pharmaceutical Society of Australia. Smoking Cessation Kit. PSA: 2001.

3

Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.

4

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

5

Blenkinsopp A, Panton R, Anderson C. Health Promotion for Pharmacists. 2nd ed Oxford. Oxford
University Press, 2000.

6

Smoking cessation guidelines for Australian general practice.
At: www.health.gov.au/pubhlth/publicat/tobacco/htm.

7

The Quitline, 131 848: The National Tobacco Campaign (updated May 13, 2005).

8

National Prescribing Service. Smoking cessation – Prescribing Practice Review. NPS, Oct 2002.
At: www.nps.org.au.

9

The Global Network of Pharmacists Against Tobacco. At: www.fip.org/pharmacistsagainsttobacco/.

10 Quit Victoria, The Victorian Smoking and Health Program, At: www.quit.org.au.
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13. Needle and Syringe Program
Standard: The pharmacist contributes to the reduction of harm
associated with injecting drug use by providing a
needle and syringe program and promoting safer
practises to injecting drug users and the community.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with State/Territory legislation in the provision of this service.
• This standard applies to the supply of sterile needles and syringes, the collection and disposal
of used needles and syringes, and the provision of advice and information relevant to injecting
drug users (IDUs).
• While it is recognised that pharmacists may more commonly use the terms ‘consumer’, ‘client’
or ‘patient’, to be consistent, the term ‘injecting drug user’(abbreviated to ‘IDU’) has been used
throughout this standard.
• In this standard, the term ‘harm reduction’ is used wherever possible for consistency. Exceptions
arise where a sourced document has used different terminology, such as ‘harm minimisation’.
In these cases, the terminology used in the original document/publication has been retained to
minimise confusion.
• Pharmacists are reminded that this standard should be applied concurrently with the
Fundamental Pharmacy Practice standard. Refer also to the Counselling and Health Promotion
standards where appropriate.
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Criterion 1

Indicator

The pharmacist has an understanding of the
community pharmacist’s role in the provision of
needles and syringes to intravenous drug users
(IDUs).

1

Maintains a list of service elements provided by the needle and syringe program (NSP).

c

2

Documents a policy which outlines understanding and commitment to harm reduction
strategies.

c

Notes
Examples of activities that pharmacists should be willing to offer through their NSP:
	•

monitoring prescriptions and over-the-counter purchases for drug interactions and adverse drug reactions;

•

supplying sterile needles and syringes and related products (eg swabs, polyamps of water for injections, 		
spoons, filters);

•

collecting and disposing of used needles and syringes;

•

providing oral and written information and advice; and

	 •

referring the IDU, when appropriate or requested, to medical practitioners, drug treatment agencies and 		
local support organisations.

Pharmacists may find it useful to have a one-page policy that can be used to inform others about their NSP, and
more generally about local and national harm reduction strategies. Refer to Information Resources for more
information about the National Drug Strategic Framework.
Pharmacists have a duty of care to utilise their professional judgement when deciding whether to supply or decline
supply to an obviously drug or alcohol-affected person. Where supply is declined, the pharmacist should be able to
direct the person to a site where they can purchase the items.

Criterion 2
Indicator

The pharmacy has appropriately trained and informed
staff to provide a needle and syringe program (NSP).

1

Informs all pharmacy staff about the NSP provided by the pharmacy.

c

2

Provides appropriate training to all staff regarding their roles and responsibilities in
the NSP.

c

3

Applies and supervises the documented procedures for delivery of the NSP.

c

Notes
Pharmacy staff should understand the aims of the NSP. They must also be informed about any potential risks (eg
infection, needlestick injury) and precautionary measures that should be taken. It is advisable for all NSP staff to
have hepatitis A and hepatitis B vaccinations.
The pharmacy protocol should provide guidance, mainly to the pharmacy staff, on the different elements of the
NSP and refer to any resources that are available (eg a staff training leaflet).
Guidelines for provision of needles and syringes to minors vary between jurisdictions. Apart from meeting
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legislative requirements, NSP staff are advised to follow harm reduction principles and assess whether refusal or
access will result in greater harm to juvenile clients. NSP staff are also encouraged to promote referral of juveniles
wherever possible.

Criterion 3
Indicator

Used needles and syringes are collected and
disposed of in a safe manner.

1

Encourages, counsels and advises on the safe disposal of needles and syringes.

c

2

Maintains access to a correctly installed approved sharps container.

c

3

Maintains an appropriate system for the disposal of full sharps containers.

c

Notes
Pharmacists are advised that recommended disposal procedures vary between jurisdictions (eg in some states, there
is no provision for disposal of needles and syringes through pharmacies). Where a pharmacy disposal service is not
provided, the pharmacist should direct the consumer to the nearest facility.
To minimise the possibility of infections and needlestick injuries, wherever possible, pharmacists and pharmacy
staff should ask the IDU to place any used equipment in the appropriate container.
Sharps containers must be clearly labelled with appropriate warning labels/symbols on the container.
They should be located in an area that cannot be easily accessed by unsupervised children. The container must
never be overfilled and must be securely sealed before disposal. The pharmacist may make sharps containers
available for sale.

Criterion 4
Indicator

A systematic standard procedure is followed in the
event of a needlestick injury.

1

Informs and educates all staff on the procedure to follow in the event of a needlestick
injury.

c

2

Maintains a record of events involving needlestick injuries.

c

Notes
A protocol for managing needlestick injuries should be readily available in the pharmacy. The protocol should
include how to clean/decontaminate the site of injury; the details to be reported to a medical practitioner; and
details to be documented in an incident book.
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Criterion 5
Indicator

The pharmacist assists IDUs with general health and
pharmaceutical information.

1

Provides access to current sources of information about medicines and therapeutic
devices, safe injecting technique, general health topics, and self-medication and
self-care issues.

c

2

Provides access to information on the types of injuries and complications that the
IDU could experience.

c

3

Clarifies the IDU’s information needs.

c

4

Provides IDUs with written and oral information appropriate to their needs.

c

5

Provides information resources promoting health.

c

Notes
Requests for information from IDUs (or the public) could include matters such as drug information, adverse
drug reactions, drug-related health problems, general health problems, identification of pharmaceuticals, harm
reduction techniques, or drug testing.
IDUs could enquire about injuries and complications arising from short-term or long-term drug use. While
pharmacists are not involved in the diagnosis of such conditions, they should be familiar with the type and extent
of injuries that IDUs can face. For more information, see point 2 under Additional Information in this standard.
Pharmacists must be sensitive to the information needs of IDUs and recognise that these needs can change over
time. It is helpful to make leaflets available that describe the type of information on offer (eg general hygiene,
how to reduce harm, safer injecting practices, nutrition, lifestyle issues) and to encourage IDUs to ask questions
when they are comfortable in doing so. For more information, see point 3 under Additional Information in this
standard.

Criterion 6
Indicator

IDUs are referred to other health
professionals when appropriate.

1

Maintains access to an up-to-date list of details of other health professionals and
support organisations in the local community.

c

2

Liaises with other local health professionals and support organisations.

c

3

Provides IDUs with access to relevant details of local support services and/or other
health professionals.

c

4

Refers IDUs to relevant health practitioners, when requested.

c

Notes
Pharmacists are strongly encouraged to be aware of local facilities for IDUs and establish contact with other health
professionals and health care workers who are likely to be involved in the care of IDUs. Pharmacists should also be
aware of information or activities of local NSP providers, drug treatment clinics or community health centres, and
have some knowledge of trends and patterns of local IDUs.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
1

The principle of harm minimisation has formed the basis of successive phases of Australia’s National Drug
Strategy since its inception in 1985. The concept of harm minimisation is outlined in The National Drug
Strategy Framework 2004–2009.
Harm minimisation does not condone drug use, rather it refers to policies and programs aimed at reducing
drug-related harm. It aims to improve health, social and economic outcomes for both the community and the
individual, and encompasses a wide range of approaches, including abstinence-oriented strategies. Australia’s
harm-minimisation strategy focuses on both licit and illicit drugs and includes preventing anticipated harm
and reducing actual harm.
Harm minimisation is consistent with a comprehensive approach to drug-related harm, involving a balance
between demand reduction, supply reduction and harm reduction strategies. It encompasses:
• supply reduction strategies to disrupt the production and supply of illicit drugs, and the control and 		
regulation of licit substances;
• demand reduction strategies to prevent the uptake of harmful drug use, including abstinence orientated 		
strategies and treatment to reduce drug use; and
•

harm reduction strategies to reduce drug-related harm to individuals and communities.

This professional standard only refers to the concept of harm reduction at a basic, introductory level. A
more comprehensive treatment of the subject is beyond the scope and intention of this document. However,
pharmacists can obtain more detailed information from the information resources at the end of this standard.
2

Pharmacists should be aware of issues such as general health, street drugs, preparation and administration of
injections, phlebitis (‘track marks’), collapsed veins, burning pain on injection, ‘dirty hits’, abscesses, ulcers,
cellulitis, gangrene and endocarditis.

3

Safer injecting practices:
• Always inject with the blood flow.
• Rotate injection sites.
• Use sterile new injecting equipment, with the smallest bore-needle possible.
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• Do not share anything used in the injecting process (eg needles, syringes, cups, water, spoons, filters, 		
swabs).
• Mix powders with sterile water and filter solution before injecting.
• Tablets are not designed for injection and the risk of problems caused by insoluble materials is high.
• Avoid injecting into infected areas.
• Do not inject into swollen limbs, even if the veins appear to be distended.
• Avoid neck, groin, breast, feet and hand veins.
• Always dispose of equipment safely.
• Poor veins indicate a poor technique. Try to see what is going wrong.
• Needles go blunt after one use, leading to increased risk of vein damage if used again.
• Do not inject on your own.
• Tolerance will be reduced after a period of abstinence (eg imprisonment, rehabilitation, detoxification).
• Obtaining drugs from a different dealer or a dealer with a different batch of drug may mean a change in 		
the strength/potency of the drug.
• Be aware that the use of multiple drugs may increase risk of overdose and other adverse affects.
• Be aware of the increased risk of systemic fungal infection caused by a dose ‘stored’ in the mouth later 		
being injected by the client.
• Learn basic principles of first aid and cardiopulmonary resuscitation so that you can help friends at times 		
of crisis.
4

Many people who inject drugs regard community pharmacies as their preferred location for obtaining needles
and syringes, and advice and information on drug-related matters.
The aim of a needle and syringe program is to:
• Supply sterile needles and syringes.
• Discourage practices that lead to needles and syringes being shared or re-used.
• Promote the safer use of needles and syringes.
• Reduce the risk of transmission of blood borne viruses, in particular HIV and hepatitis B and C.
• Provide a mechanism to collect and dispose of used needles and syringes.
• Provide information and advice on aspects of harm reduction.
• Assist IDUs to achieve quality of life by improving their physical and psychological health and social 		
functioning.
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Information resources
1

Department of Health. Drug Misuse and Dependence: Guidelines on Clinical Management. London.
Stationery Office, 1999.

2

Pharmaceutical Society of Australia. Code of Professional Conduct. In: Australian Pharmaceutical Formulary
and Handbook. 20th ed. Canberra. PSA, 2006.

3

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

4

Australian National Council on AIDS and National Health and Medical Research Council. Infection control
in the health care setting. ANCA Bulletin No. 16: Needlestick and Blood Accidents. 1996.

5

Pinskier N, ed. The RACGP Practice Procedures Manual. Melbourne. Royal Australian College of General
Practitioners, 2000.

6

Demediuk N, ed. Sterilisation/Disinfection Guidelines for General Practice. 3rd ed. Melbourne. Royal
Australian College of General Practitioners, 2000.

7

Ministerial Council on Drug Strategy. National Drug Strategic Framework 1998-99 to 2002-03: Building
Partnerships. A Strategy to Reduce the Harm Caused by Drugs in Our Community. Canberra. Australian
Government Publishing Service, 1998.
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14. Monitoring and Case Detection
Standard: The pharmacist provides a monitoring and case
detection service that involves testing, explaining
results, documentation, and appropriate follow-up
and referral, with the aim of optimising health and
quality of life.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed pharmacists will
comply with required State/Territory legislation in the provision of this service.
• This standard applies to measurements such as blood pressure, blood glucose and blood
cholesterol provided in a pharmacy setting for the purposes of monitoring or case detection.
The standard specifically excludes case detection in children and pregnant women.
• For the purpose of this standard:
Screening refers to a large-scale process of systematically identifying people at risk in a
population. This is not normally applicable in a pharmacy practice setting.
Monitoring refers to the regular checking of specific clinical parameters to assist individuals
under treatment for specific health conditions. The results of monitoring should be discussed
with the consumer in the context of the therapeutic goals established with their health care
provider. Active liaison with the consumer’s health care provider is therefore an essential
component of this service.
Case detection describes the process of identifying people at risk of disease in an opportunistic
manner in a pharmacy practice setting.
• Pharmacists are reminded that this standard should be applied in conjunction with the
Fundamental Pharmacy Practice standard. refer also to the Counselling and Health Promotion
standards where appropriate.
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Criterion 1

Indicator

The equipment used meets relevant
Australian standards and is systematically maintained
according to the manufacturer’s recommendations.

1

Ensures equipment complies with existing Australian Standards.

c

2

Maintains a documented procedure for calibrating and regularly maintaining the
equipment that is consistent with the manufacturer’s recommendations.

c

3

Maintains and calibrates equipment at regular intervals according to the defined
procedures.

c

4

c
Maintains adequate documentation of all calibration and maintenance activities,
which includes the date, the activity undertaken, and the name and signature of the person
involved.

Notes
The credibility of clinical testing relies on the interpretation of accurate measurements. To achieve consistent
and accurate test results, it is crucial that the equipment is regularly maintained and calibrated according to
the manufacturer’s recommendations. All devices used in pharmacies intended for the ‘diagnosis, prevention,
monitoring, treatment or alleviation of diseases’ must be registered with the Therapeutic Goods Administration
(TGA). The TGA examines requirements for safety and performance of the device before it is accepted onto the
Australian Register of Therapeutic Goods. The equipment in use must meet Australian Standards where these are
available. Where they are not available, the best available current technology should be employed.
Accuracy of test results can also be affected by the reagents or test strips used. Service records for each test should
include the batch numbers of all ancillary testing products. A structured quality control program is vital for
ensuring accurate results. All processes and tests conducted as part of this service should be consistent with the
most recent and relevant Australian professional/clinical guidelines and standards.

Criterion 2

Indicator

The pharmacist ensures that only personnel who
have demonstrated competence in the correct use of
the measuring equipment perform the service.

1

Provides staff who perform the service with training as recommended by the equipment
manufacturer.

c

2

Observes that all staff who provide the service can demonstrate the correct use of
equipment as recommended by the equipment manufacturer.

c

3

Maintains documentation of personnel who have completed the required training and
the date on which training was completed.

c

Notes
Pharmacists have an obligation to ensure clinical testing is performed competently. Compliance with professional
guidelines and use of calibrated equipment will not guarantee an accurate result if the operator’s technique is
faulty. It is preferable that the pharmacist or a registered nurse conducts blood testing. All personnel authorised to
conduct testing must demonstrate competence.
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Criterion 3

Indicator

The pharmacist ensures that both the measurement
and recording of results are performed in accordance
with documented procedures.

1

Understands the content and operational requirements of the measurement procedure.

c

2

Maintains a documented procedure for all aspects of the service, including management
of consumer information.

c

3

Provides the service according to the written procedure.

c

Notes
Standardised pharmacy procedures are a key means of ensuring consistency in the nature and quality of service
provided to consumers. Procedures are likely to evolve and change as experience and expertise in the provision
of clinical testing services increases. It is therefore important that procedures are reviewed regularly by all staff
involved in the service, and updated as appropriate.
Standard documentation, forms/templates are highly recommended. Documentation should include ongoing
follow-up of the consumer.

Criterion 4

Indicator

The pharmacist ensures that personnel involved in
measurement comply with relevant infection control
requirements where applicable.

1

Maintains documented infection control procedures, including those to be adopted in
the event of a needle-stick injury, and procedures for segregating and disposing of
clinical waste.

c

2

Applies infection control procedures in the delivery of clinical testing.

c

3

Uses appropriate containers for storage and disposal of contaminated clinical waste
and sharps as required.

c

4

Segregates clinical waste appropriately prior to its disposal in the approved manner
and interval.

c

Notes
Awareness of infection control requirements for handling blood or other body fluids, and scrupulous adherence to
these requirements, is critical in maintaining a safe environment for pharmacy personnel and consumers. Infection
control practices should include avoiding contamination of the working environment, personnel and their
clothing, as well as injury prevention and the appropriate and safe disposal of waste.
Policies and procedures about infection control should be consistent with relevant national guidelines such as
those referred to in the professional guidelines. Pharmacists need to ensure they have access to containers that are
appropriate for the storage and disposal of contaminated clinical waste and sharps. These containers will usually
carry a biological hazard symbol, and should be disposed of by incineration.
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Criterion 5

Indicator

The pharmacist ensures that the explanation of
the results, and their significance and limitations, is
based on current knowledge.

1

Explains the relevance of the results to the consumer in the context of their current
conditions and/or risk factors where applicable.

c

2

Discusses the results in the context of the consumer’s overall health and lifestyle.

c

3

Ensures easy and immediate access to current information resources.

c

4

Documents the key features of the explanation and recommended follow-up action
on the service record form.

c

5

Provides the consumer with a report outlining the results and recommendations
arising from the clinical testing.

c

Notes
It is important that the pharmacist provides a clear explanation of results and their significance to consumers. In
interpreting the results, pharmacists should be mindful of the types of medications that can cause results outside
the normal range. Where suitable authoritative information leaflets are available, these may be used to assist in
explaining results and risk factors for the associated disease states.
The clinical management of disease states is changing constantly. To provide sound recommendations, pharmacists
should maintain current knowledge of pharmacotherapy and the management of risk factors.

Criterion 6

Indicator

110

The pharmacist ensures the result and referral forms,
and follow-up letters (where required) are completed
in a manner that facilitates further contact should the
need arise.

1

Maintains a process to document follow-up, recommendations and outcomes of
consumers referred to other health professionals.

2

Provides the name and signature of the pharmacist (or other health professional) as well c
as contact details for the pharmacy that provided the clinical testing on all results, referral
forms, and follow-up letters.
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c

Notes
Consumers who have had clinical testing in a pharmacy should be provided with sufficient detail to enable them
to contact the pharmacist involved should they need further explanation of the measuring procedure or the
significance of the results. Where they have been advised to seek medical advice or have independently chosen
to do so, it may be advantageous if their medical practitioner can speak to the pharmacist involved. Consumers
should be encouraged to take the service report with them if the pharmacist advises a medical consultation.
Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................
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Additional information
Legislative and Pharmacy Board requirements for clinical testing in pharmacies may vary between jurisdictions.
Care should be taken to ensure there is no legislative prohibition to clinical testing being performed in a pharmacy.
Where such a service is permissible, pharmacists should ensure their service procedures and marketing activities
comply with all relevant legislative and Board requirements. Before commencing clinical testing, pharmacists
should ensure they have adequate insurance cover for themselves, all staff involved, and the consumers to be tested.
Notifying local health providers that the service is being offered provides an opportunity to discuss ways the
pharmacy service might augment patient management or support population health activities. Where a monitoring
service is provided, it is important to avoid duplication of the services already provided by the medical practitioner,
and to make sure that consumers understand the supporting role of the pharmacy testing.
Monitoring and case detection services in community pharmacy depend on the use of clinical testing. Clinical
testing in a pharmacy should not be used for diagnostic purposes. Clinical tests can identify individuals who may
have unrecognised disease or risk factors, and who could benefit from early medical intervention. As a raised test
result can elicit an adverse psychological response from the consumer, it is vital that pharmacists are well informed
in the area of testing and that they provide an accurate context when they communicate results. Clinical testing for
monitoring purposes is used to assess changes in health status or response to a therapeutic regimen (including nondrug treatments) in cases where a diagnosis has previously been made.
Pharmacists offering clinical testing services have an obligation to be aware of new products and evolving changes
in clinical practice that could affect the service they provide. This will ensure a quality service and facilitate
meaningful discussion of the results with the consumer and their medical practitioners.
Clinical testing in a pharmacy should not be used as the basis for pharmacists initiating treatment or altering
therapy prescribed by the consumer’s medical practitioner. Pharmacists can, however, optimise the benefits of
clinical testing by integrating their efforts with those of other primary health care providers, particularly medical
practitioners and practice or community nurses.

Information resources
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1

The National Health and Medical Research Council. At: www.nhmrc.health.gov.au.

2

The Royal Australian College of General Practitioners. At: www.racgp.org.au.

3

Royal Pharmaceutical Society of Great Britain. Medicines, Ethics and Practice: A Guide for Pharmacists. Jul
1997.

4

Pharmaceutical Society of Australia. Australian Pharmaceutical Formulary and Handbook. 20th ed Canberra.
PSA, 2006.

5

Pharmaceutical Society of Australia. Professional Practice and the Privacy Act. Canberra. PSA, 2001.

6

Hypertension Management Guide for Doctors 2004. Heart Foundation. At: www.heartfoundation.com.au.

7

National Evidence Based Guidelines for the Management of Type 2 Diabetes Mellitus; NHMRC endorsed
2001, Australian Centre for Diabetes Strategies, Prince of Wales Hospital Sydney.

8

Diabetes Australia. At: www.diabetesaustralia.com.au.

9

The Australian Diabetes Educators Association. At: www.adea.com.au.
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15. Health Promotion
Standard: The pharmacist actively promotes the health of the
individual and the community.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant State/Territory legislation in the provision of this service.
• In this standard, ‘health promotion’ refers to health education, health promotion and public
health promotion to individuals and the community.
• Health promotion is the process of enabling people to take greater control of their health
in order to improve it. It seeks to influence public policy, mobilise community action and
involvement, and create equity of access to services and facilities by making them available in
places where people live, work and play. It may or may not be related to the supply or request
for a medicine.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard.
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Criterion 1
Indicator

The pharmacist is a source of health promotion
resources for individuals and community groups.

1

Undertakes skills development and training in health promotion.

c

2

Maintains access to, and knowledge of, high quality evidence-based health
promotion resources.

c

3

Provides consumer access to high quality evidence-based health promotion resources.

c

Notes
The professional development programs undertaken should have a primary focus of improving the pharmacist’s
understanding of health promotion and the ability to promote health in the practice setting.
Pharmacists may find networking with community support groups a valuable source of health promotion resources.
Ideally, pharmacists should have health promotion resources specifically designed for consumers to use (such as
PSA’s Pharmacy Self Care fact cards).
Pharmacists should always be cognisant of, and sensitive to, consumers’ privacy and confidentiality in planning,
evaluating and implementing health promotion activities.

Criterion 2

Indicator

The pharmacist works in partnership with health
organisations, community groups and other health
professionals to promote health.

1

Facilitates the provision of information, and training in health promotion, to pharmacy
staff.

2

Facilitates the provision of information, and training in health promotion, to individuals c
and groups external to the pharmacy.

c

Notes
When opportunities arise, the pharmacist should participate in programs designed to train individuals in health
promotion issues. This approach, commonly referred to as ‘train the trainer’, implies that the pharmacist has
acquired the skills to be a health educator and is maintaining their knowledge and skills in this area. Pharmacists
should take every opportunity to maximise their health promotion role, including activities that provide openings
for discussion with consumers, such as over-the-counter medicines sales.
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Criterion 3

Indicator

The pharmacist facilitates the development of
relevant skills in individuals and groups engaged in
health promotion activities.

1

Is aware of local health organisations and resources that can be used to support local
health activities.

c

2

Actively participates in relevant health campaigns.

c

Notes
A health organisation in this context is any organisation that initiates and/or participates in the promotion of
health. Examples of health organisations are: Cancer Council of Australia, Diabetes Australia, Heart Foundation of
Australia, Divisions of General Practice, Breast Feeding Australia, State and Federal health departments, and local
Area Health Services.

Criterion 4
Indicator

The pharmacist delivers health promotion to
consumers at both an individual and community level.

1

Applies a documented plan for health promotion activities and their evaluation.

c

2

Provides health promotion that is relevant to the consumer, in a manner which is
sensitive to privacy and confidentiality.

c

3

Provides health promotion information relevant to the consumer at every opportunity.

c

4

Actively participates in health promotion to the community.

c

Notes
Health promotion to the community covers a broad range of activities that may be directed to specific groups or
sectors. Activities include participation in health awareness campaigns; distribution of health-related newsletters;
and presentations to local meeting groups, service organisations and schools, physical activity clubs, media, or
other health professionals such as podiatrists, diabetes educators and community nurses.

Criterion 5
Indicator

The pharmacist identifies and uses evidence-based
information in health promotion activities.

1

Maintains access to high quality evidence-based health promotion resources.

c

2

Incorporates evidence-based resources in the planning and delivery of health promotion
activities.

c

3

Maintains a record of relevant sources of information.

c

4

Documents all resources used in health promotion activities.

c

Notes
Evidence-based information is information that has been critically evaluated for its validity, importance and relevance.
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Criterion 6
Indicator

The pharmacist has a system in place to evaluate the
health promotion activities undertaken.

1

Maintains a log book that records the date, audience and type of health promotion
activity provided.

c

2

Obtains feedback from consumers on the health promotion activities provided.

c

3

Obtains objective outcome measures where possible.

c

4

Implements appropriate changes to health promotion activities after reviewing
consumer feedback and the pharmacist’s own perceptions.

c

Notes
Consider recording the following details in the logbook: pharmacist/staff involved, type of activity (eg distribution
of leaflets, in-shop video program, public presentation), the topic, target audience, date and location, attendance,
whether the activity was associated with a national or local health campaign, and total cost.
Evaluating the health promotion activities refers to activities such as reviewing and updating educational material
provided in the pharmacy, and noting and recording popular topics.
Pharmacists should seek feedback from consumers and health professionals after each health promotion activity by
distributing surveys or feedback forms and analysing the responses. Where possible, consider objective outcome
measures, as well as measures of the process adopted in the health promotion activity. Consideration should also
be given to evaluation of the quality, relevance and extent of information and education provided. An example of
outcome measures could be the kilograms of weight lost, or the decrease in blood pressure after a health promotion
intervention that provided ongoing information and encouragement to a newly formed walking group.
Evaluation should also consider any cost–benefits arising from the activity.
Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................
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Date . ......................................

Additional information
Health promotion theory and practice is based on strategies ratified by the World Health Organization and
identified in documents such as the Ottawa Charter (WHO 1986) and Jakarta Declaration (WHO 1997). There
are also many other theories and models to explain the complex nature of improving and maintaining health
status in both the individual and the community (Blenkinsopp, et al. 2000, Egger, et al. 2002). These incorporate
and combine health, social and business models (Blenkinsopp, 2000, Egger, et al. 2002, Nutbeam & Harris
1998). While health promotion practice has moved from simple health education messages to a complex societal
approach, it is still underpinned by the original WHO documents (Catford 2004).
In the pharmacy literature, the terminology for improving health has changed. Now, health promotion is often
mixed with terms such as ‘health education’, ‘public health’, ‘primary health care’, ‘disease prevention’ (see
definitions below) and health protection’ (Anderson, et al. 2003a,b; Ludwig-Boltzman Inst. 2001; Kotecki et al.
2000; Maguire 2001; WHO Glossary, WHO 1998).
The references below contain many examples of pharmacy health promotion practice and show that the pharmacy
profession is at the forefront of health promotion as individual practitioners, within the pharmacy, and within
community or professional organisations, using all of the five action areas of the Ottawa Charter. These areas are
underpinned by the advocacy, enabling and mediation roles adopted by the profession. Health promotion practice
is a style of pharmacy practice in which pharmacists team with individuals and communities to improve their
health status (Jakarta Declaration, WHO 1997).
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Definitions
The following definitions are from the Health Promotion Glossary (WHO 1998).
Health Promotion
Health promotion is the process of enabling people to increase control over, and to improve their health.
Reference: Ottawa Charter for Health Promotion. WHO, Geneva, 1986.
Health Education
Health education comprises consciously constructed opportunities for learning involving some form of
communication designed to improve health literacy, including improving knowledge, and developing life skills
which are conducive to individual and community health.
Note:
In the past, health education was used as a term to encompass a wider range of actions including social
mobilisation and advocacy. These methods are now encompassed in the term health promotion, and a more
narrow definition of health education is proposed here to emphasise the distinction.
Public Health
The science and art of promoting health, preventing disease, and prolonging life through the organized efforts of
society.
Reference: adapted from the ‘Acheson Report’, London, 1988.
Primary Health Care
Primary health care is essential health care made accessible at a cost a country and community can afford, with
methods that are practical, scientifically sound and socially acceptable.
Reference: Alma Ata Declaration, WHO, Geneva, 1978.
Disease Prevention
Disease prevention covers measures not only to prevent the occurrence of disease, such as risk factor reduction, but
also to arrest its progress and reduce its consequences once established.
Reference: adapted from Glossary of Terms used in Health for All series. WHO, Geneva, 1984.
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Information resources
1

Anderson C, Blenkinsopp A, Armstrong, M. The Contribution of Community Pharmacy to Improving the
Public’s Health, Report 1: Evidence from the peer-reviewed literature 1990-2001 Pharmacy HealthLink and
the Royal Pharmaceutical Society of Great Britain, 2003.

2

Anderson C, Blenkinsopp A, Armstrong, M. The Contribution of Community Pharmacy to Improving the
Public’s Health,, Report 2: Evidence from the non peer-reviewed literature 1990-2002 Pharmacy HealthLink
and the Royal Pharmaceutical Society of Great Britain, 2003.

3

Blenkinsopp A, Panton R, Anderson C., Health Promotion for Pharmacists, 2nd edn. Oxford University
Press. Oxford, 2000.

4

Catford J. Health Promotion’s Record Card: How Principled are we 20 Years on? Health Promotion
International, 2004;19(1):1-4.

5

Egger G, Spark R, Lawson J, Donovan R. Health Promotion Strategies and Methods. McGraw-Hill. Sydney,
2002.

6

Kotecki J, Elanjian S, Torabi M. Health Promotion Beliefs and Practices Among Pharmacists. Journal of the
American Pharmacists Association 2000;40(6):773-79.

7

Ludwig Boltzman-Institute for the Sociology of Health and Medicine. Health Promotion in Primary Care:
General Practice and Community Pharmacy. Ludwig Boltzman-Institute for the Sociology of Health and
Medicine, Austria, 2001.

8

Helping community pharmacists in their emerging public health roles, Pharm J, 2002;269(7227):808.

9

Nutbeam D, Harris E. Theory in a Nutshell: A practitioner’s guide to commonly used theories and models in
health promotion. Department of Public Health and Community Medicine, University of Sydney. Sydney,
1998.

10 Pharmaceutical Services Negotiating Committee, National Pharmaceutical Association, Royal Pharmaceutical
Society of Great Britain, Pharmacy HealthLink, Public Health: a practical guide for community pharmacists,
2003.
11 World Health Organization. Ottawa Charter for Health Promotion, Geneva, 1986.
12 The Jakarta Declaration on Health Promotion into the 21st century. Geneva. 1997.
13 Health promotion glossary, Geneva,1998. At: www.who.int/hpr/NPH/docs/hp_glossary_en.pdf.
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16. Drug Information Service
Standard: The pharmacist working in a drug information centre
provides accurate, relevant and timely information on
medicines and pharmacotherapy to assist users in
optimising outcomes.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with State/Territory legislation in the provision of this service.
• This standard applies to the provision of drug information by a drug information pharmacist in
a drug information centre. It excludes the provision of counselling associated with the supply of
a medicine or therapeutic device.
• For the purpose of this standard, the following definitions apply:
Drug information centre refers to a facility specifically set aside for, and specialising in, the
provision of drug information.
Drug information is the provision of written and/or oral information, or advice about
medicines and pharmacotherapy, in response to a request from other health care providers,
organisations, committees and consumers. This may relate to a specific consumer, or consist of
general information promoting the safe and effective use of medicines.
Drug information pharmacist refers to a pharmacist who has completed appropriate and
supervised training in a setting specific to drug information.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard.
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Criterion 1
Indicator

The pharmacist has the experience and training
needed to provide a drug information service.

1

The pharmacist has suitable clinical pharmacy experience.

c

2

The pharmacist has completed training in providing drug information in a drug
information centre.

c

Notes
Providing drug information requires sound knowledge of applied therapeutics, and good communication skills.
For this reason, the pharmacist’s ability to provide appropriate advice and information will be enhanced by
relevant clinical experience and training in the provision of drug information, along with relevant post-graduate
qualifications such as clinical pharmacy, epidemiology and statistics.

Criterion 2

Indicator

The pharmacist has knowledge of the drug
information resources available to support service
delivery.

1

The pharmacist is familiar with the publications (journals and reference books) to
which they have immediate access.

c

2

The pharmacist is familiar with the content of electronic databases and retrieval systems
to which they have immediate access.

c

3

The pharmacist is familiar with the content of accessible external drug information
resources including web-based resources.

c

Notes
The drug information centre must have a range of reference materials appropriate to the scope of the services
provided and its user groups. In particular, the available resources should reflect any areas of specialisation covered
by the service and be sufficiently complete to ensure timely responses to requests. The professional guidelines
contain details about the types of resources required.

Criterion 3
Indicator

122

The pharmacist provides a drug information service
appropriate to the specified user group.

1

Maintains a documented policy that specifies who may use the service and the range of
services provided.

c

2

Communicates information about the services available to potential users.

c

3

The pharmacist is contactable by users of the service.

c
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Notes
The drug information service should be clear about the user groups it is targeting, and ensure that these clients
are aware of the availability and scope of the service. Any particular conditions applying to the provision of
information, such as response times and costs involved, should be clearly communicated to users.

Criterion 4
Indicator

1

Considers the urgency of the request when receiving the inquiry.

c

2

Resonds accordingly to the degree of urgency wherever possible.

c

Criterion 5
Indicator

The pharmacist prioritises drug information inquiries.

The pharmacist establishes and maintains
a record of all requests and consultations.

1

Maintains a documented system for recording details of the inquiry and the inquirer,
as the inquiry is received.

c

2

Maintains a system for recording responses to drug information inquiries.

c

3

Records of inquiries and consultations cite references used in formulating the response.

c

4

Stores drug information service records in a manner that allows timely retrieval of
individual inquiries.

c

Notes
Thorough documentation and a systematic approach to receiving inquiries, retrieving the required drug
information, and formulating the response of the inquiry, are essential. Using a standard form that prompts
collection of the necessary information helps to do this. The service records should show details such as the date of
the request, the nature of the request, the response provided, the references used, and should adequately identify
the pharmacist. The records must be easy to retrieve and should contain the data required to undertake statistical
evaluations to assess workloads, and for periodic quality assurance activities. The professional guidelines contain
additional information about documentation and procedural requirements.

Criterion 6
Indicator

The pharmacist systematically reviews the quality of
the drug information service.

1

Ensures the service is evaluated at regular intervals.

c

2

Ensures appropriate action is taken after each evaluation.

c

3

Seeks regular feedback from users to ensure that the drug information service has been
provided in a timely and satisfactory manner.

c
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Notes
The following information from records of requests and consultations, and the other activities listed, can be used to
improve the quality of the service:
•	Types and numbers of inquiries received (eg subject, inquirer) and type of response provided (eg on the
spot, after consulting references, or extensive research required).
•

Usual or average response time.

•

The ease of tracing the original inquiry in cases where follow-up information is required (audit trail).

•	Feedback received from an inquirer on a feedback form provided when written reports are requested and/
or supplied.
•

Regular external or peer review of a sample of responses.

Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
The aim of a drug information service is to optimise consumer outcomes by supporting the quality use of
medicines.
A drug information service should have documented procedures for key functions, including:
• Types of reference material (eg journal articles, adverse drug reaction reports, electronic resources) and a system
for selecting, indexing and retrieving the information they contain.
• Procedures that ensure all the necessary details are systematically and actively sought from the person making a
drug information inquiry.
• Maintenance of the pharmacist’s clinical and drug information skills .
When consumer-specific drug information is provided, the pharmacist should consider whether there is a need to
provide monitoring and follow-up of therapy and progress.
A consumer who asks for drug information is relying on the pharmacist’s expertise and judgement to provide
accurate information. The pharmacist, either alone or jointly with others responsible, may therefore be liable for
the consequences of use of the information provided.
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Information resources
1
2
3
4
5
6
7

The Society of Hospital Pharmacists of Australia. Standards of Practice for Drug Information Services. Aust J
Hosp Pharm 1999;29(3):171-6.
The Society of Hospital Pharmacists of Australia. Australian Drug Information Procedure Manual.
Melbourne. SHPA, 1996. (currently under review, due 2006).
Pharmaceutical Society of Australia. Guidelines for Pharmacists on Providing Medicines Information to
Patients. In: Australian Pharmaceutical Formulary and Handbook. 20th ed Canberra. PSA, 2006.
The Society of Hospital Pharmacists of Australia. Standards of Practice for Clinical Pharmacy. J Pharm Pract
Res 2005;35(2):122-46.
Therapeutic Advice and Therapeutic and Information Service (TAIS) Tel: 1300 138 677.
National Prescribing Service Medicines Line (for consumers) Tel: 1300 888 763.
National Prescribing Service. At: www.nps.org.au.
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17. Services to Residential Care Facilities
Standard: The pharmacist provides a comprehensive
medication management service to residential care
facilities, which includes the accurate and timely
provision of medicines and information to optimise
therapeutic outcomes, and review of the quality and
safety of facility systems with respect to medicines.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with required Commonwealth/State/Territory legislation in the provision of this service.
• This standard applies to the issue, distribution and storage of medicines as well as medication
management services to residential care facilities. It is expected that the individual elements of
service provision and roles are clearly defined in a contractual agreement between the relevant
pharmacists and the facility.
• For the purpose of this standard:
° the ‘facility’ refers to the ‘residential care facility’, which includes nursing homes,
retirement facilities, hostels and supported residential services (previously known as special
accommodation homes);
° ‘medication profile’ refers to the pharmacist’s accurate complete and comprehensive record
of medicines for a particular resident;
° ‘resident notes’ refer to the facility’s progress notes for a particular resident, where available;
° ‘carer’ is anyone responsible for, or taking part in, the provision of care for another person
(including parents, guardians or care workers). A care worker is a paid worker with a title
such as carer, aboriginal health worker, assistant in nursing, personal care assistant, HACC
(Home and Community Care) worker;
° ‘medication chart’ refers to the official document used to order, supply and administer
medicines; and
° ‘pharmacist’ may refer to more than the one pharmacist providing more than one service,
that is, a supply pharmacist or the review pharmacist. In some instances the same individual
pharmacist may provide more than one service.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard. Refer also to, other standards applicable to the specific
services being provided, such as the Counselling, Dispensing and Dose Administration Aids Service
standards where appropriate.
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Criterion 1

Indicator

The pharmacist checks the medicines of all residents
as soon as practicable after admission, to ensure
consistency with the medication treatment regimen.

1

Requests routine notification when a resident is admitted.

c

2

Reviews the medicines and reconciles the medication profile when a resident has been
admitted.

c

3

Maintains a current medication profile for all residents.

c

Notes
Pharmacists should be aware that it is important to review the medication profile on admission and re-admission
after extended leave or hospitalisation.
The comprehensive and accurate review of medicines and devices used includes checking the dating of the
current medication list from the general practitioner or the discharge medication list, and cross checking with the
medication profile. Medication trolleys and the residents’ bedside drawers should be checked during the review
process.
The medication profile may refer to a document that is verified by the pharmacist, or a copy of the actual
medication order. Ultimately, the original medication chart must be sighted and verified.

Criterion 2
Indicator

The pharmacist maintains appropriate systems for
the supply of medicines to the facility.

1

Dispenses medicines for the resident in response to a received prescription.

c

2

Supplies medicines for stock in response to a requisition from the facility.

c

3

Ensures a system is in place to communicate all changes in medication regimens to
the supply pharmacy in a timely manner.

c

Notes
The pharmacist or a dispensing technician working under the supervision of a pharmacist and adhering to
commonwealth/state/territory legislation provides the medicines in accordance with the contractual arrangements
to the residential care facility.
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Criterion 3
Indicator

The pharmacist ensures that medicines are delivered
to the facility in a timely manner.

1

Maintains a regular schedule for delivering medicines to the facility.

c

2

Provides an emergency delivery service to the facility to cover extraordinary
circumstances.

c

3

Ensures that the medicines are delivered to an authorised person.

c

Notes
Both the pharmacy and the facility should agree on service delivery arrangements, in consultation with the health
care professional. Procedures for a delivery system that documents the receipt procedure appropriately should also
be considered. Controlled drugs and prescription medicines should be delivered to a registered nurse or authorised
delegate, as prescribed by legislation. Regular and emergency deliveries must be accommodated to ensure
medication treatment of residents is not compromised.

Criterion 4

Indicator

The pharmacist liaises with the facility to ensure that
medicines are stored according to legislative and
manufacturers’ storage requirements.

1

Advises the facility of the need to have a documented procedure on the safe and secure
storage of medicines.

c

2

Provides information on special storage conditions (eg refrigeration) on the label of
dispensed medicines and on outer packaging or container of stock medicines and Dose
Administration Aids (DAAs).

c

3

Liaises with the facility to ensure that the medicines held in the facility are checked
at regular intervals to make sure they are stored and discarded appropriately.

c

Notes
The pharmacist should provide advice about appropriate environmental storage conditions for all pharmaceuticals
kept in the facility. Medicines should be kept in secure locations so that they are not accessible to unauthorised
persons. Storage of all scheduled medicines should be monitored. The parameters of access to the facility by
pharmacy staff should be defined in the contractual arrangements. Where it is not possible to have pharmacy staff
on site, the pharmacist should ensure that the facility is aware of the requirements for storing medicines.
Where this is not the pharmacist’s direct contractual responsibility, it is recommended that the Medication
Advisory Committee be advised of the requirements.
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Criterion 5
Indicator

The pharmacist facilitates an appropriate stock
control system.

1

Facilitates a system to determine the range of commonly used medicines that would be
required as stock.

c

2

Facilitates the regular review of medicine usage to ascertain the appropriateness of the
stock held at the facility.

c

3

Checks regularly that sufficient medicines are available and excess stock
is not accumulating.

c

4

Provides education for facility staff on the correct procedure for medicine storage and
rotation.

c

5

Liaises with the facility to assist in the development of systems to monitor expired
medicines and other medicines considered unsuitable for use, and where necessary,
those medicines are removed with consumer consent.

c

Notes
Some indicators of this criterion may be performed by either pharmacy or facility staff, depending on the size and
type of facility, and the contractual obligations of the pharmacy.
Stock control systems should apply to all medicines and devices, and should apply to all storage locations such as
bedside lockers, medication trolleys and refrigerators.

Criterion 6

Indicator

An accredited pharmacist conducts a comprehensive
medication review for all residents at regular intervals
and maintains appropriate records.

1

Ensures all relevant sources of information are used in the medication review.

c

2

Maintains a system to prioritise high-risk residents and ensure timely reviews.

c

3

Ensures there is an agreed means of timely communication with prescribers.

c

4

Ensures active communication with the supply pharmacist in a timely manner.

c

5

Monitors any interventions recommended by the review at the next visit to assess the
outcome and take further action, if necessary.

c

Notes
A comprehensive medication review is conducted in accordance with the Comprehensive Medication Review
standard. The accredited pharmacist should document the procedure for selection of residents for review according
to contractual obligations and professional judgement. The review will focus primarily on a medication order
review of the type referred to in the relevant section of the professional guidelines.
The medication record should have the following information: resident’s name, age, weight, sex, pharmaceutical
benefits or repatriation concession or entitlement number, and medical practitioner’s name; medical conditions;
currently prescribed medicines and non-prescription medicines used; and drug allergies.
It is important that actions the pharmacist takes in relation to the resident’s medication treatment regimen are
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recorded in the resident notes held by the facility. This will allow other members of the health care team to be
aware of these actions. The pharmacist should also make sure that their resident medication profile contains this
information to ensure continuity in pharmacy services.
The reviewing pharmacist should consult the supply pharmacist and all attending medical practitioners, and
consider the nursing staff notes.

Criterion 7
Indicator:

The pharmacist reports issues relating to medication
administration to appropriate nursing staff.

1

Documents the date and time of the contact and the name(s) of the nursing staff with
whom issues about medication administration were discussed.

c

2

Records the issues discussed with nursing staff in their medication review
documentation.

c

Notes
The pharmacist should have a documented procedure for reporting medication-related issues to the resident’s
medical practitioner and other members of the health care team.

Criterion 8

Indicator

The pharmacist maintains a system that identifies,
monitors and documents events such as Adverse
Drug Events (ADE), Adverse Drug Reactions (ADR),
and Therapeutic Drug Monitoring (TDM) where
requested.

1

Identifies residents whose medication profile indicates a need for TDM.

c

2

Assists in the interpretation of drug assay results and provides recommendations for
changes to drug therapy as required.

c

3

Maintains records of all TDM interventions in the resident notes (where available)
and the resident medication profile.

c

4

Facilitates a system for reporting ADEs and ADRs.

c

5

Takes reasonable steps to identify suspected ADEs and ADRs when reviewing
medications and notifies the prescriber where these are clinically significant.

c

6

Facilitates a system to prevent the ADR medicine being re-administered.

c
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Notes
Therapeutic Drug Monitoring (TDM) involves monitoring the concentration of drugs in the body, and using
the information to adjust drug dosage where appropriate. The pharmacist should be able to recognise a need for
drug therapy monitoring, recommend monitoring where appropriate, and be available to interpret the result and
provide recommendations for alternations in therapy.
Pharmacists should refer the APAC guidelines for information on the role of the Medication Advisory Committee
(MAC).
An Adverse Drug Event (ADE) has been defined by the Australian Council for Safety and Quality in Health Care
as an adverse event where a medicine is implicated as a causal factor. An ADE encompasses both the harm from
the intrinsic nature of the medicine (eg an adverse drug reaction) as well as the harm that results from medication
errors or system failures associated with the manufacture, distribution or use of medicines.
The World Health Organization defines an Adverse Drug Reaction (ADR) as: “any response to a drug which is
noxious and unintended, and which occurs at doses normally used in man for prophylaxis, diagnosis or therapy
of disease, or for the modification of physiological function”. Details on ADR management can be found in the
SHPA Standards of Practice for Clinical Pharmacy.
‘Blue card’ report forms are available from: The Secretary, Adverse Drug Reactions Advisory Committee, PO
Box 100, WODEN, ACT 2606, Telephone (02) 6232 8380. Reports may also be submitted via the Internet at
<https://www.tgasime.health.gov.au>.

Criterion 9

Indicator

The pharmacist provides information and education
on medicines that adequately meets the needs of the
residents and the facility.

1

Liaises with the Director of Nursing and/ or relevant committees to identify the needs of c
the facility.

2

Maintains current resources sufficient to support the provision of information on
medicines.

c

3

Responds to medicine information queries promptly and effectively.

c

4

Delivers information on medicines according to the needs and arrangements of the
resident and the health care team.

c

5

Recommends appropriate sources of drug information for use by the facility staff.

c

6

Delivers an education program according to agreed arrangements.

c

Notes
Maintaining current knowledge of therapeutics helps to provide an efficient medicines information service. To
maintain this knowledge, it is useful to be involved in one or more of the following activities: continuing education
seminars, conferences, formal postgraduate studies, journal review, in-house clinical meetings, and hospital medical
presentations.
Pharmacist should refer to Dispensing and Counselling standards for counselling requirements for residents,
including the provision of written information such as CMI and the correct use of therapeutic devices.
The education program provides an opportunity to present relevant drug and therapeutics information to facility
staff. It could address medication issues specific to the facility, new drugs or therapeutic updates. It also refers to
132

© Pharmaceutical Society of Australia | Professional Practice Standards | Version 3 | 2006

providing information to residents and facility staff promoting the quality use of medicines (such as the storage of
medicines, use of compliance aids, and the availability of CMI leaflets and other health-related information).

Criterion 10

Indicator

1

The contract with the facility clearly defines the various roles and responsibilities of the
facility and the pharmacy in terms of the scope of services to be provided.

c

2

The contract with the facility provides all the relevant information (available to the
pharmacist) that will be needed by the incoming pharmacist to provide an efficient
clinical pharmacy service.

c

3

On commencement or termination of a contract with the facility, the pharmacist hands
over relevant information of consenting residents to the pharmacist who will next
provide pharmacy services to the facility.

c

Criterion 11

Indicator

The pharmacist’s contract to supply services
to the facility addresses all the elements of a
comprehensive service.

The pharmacist is involved in advising the facility
about a systematic approach to improving
medication-related services within the facility.

1

Assists in the evaluation of the medication-related systems within the residential care
facility.

c

2

Provides regular advice to the residential care facility or relevant committees on
relevant quality and safety aspects of medicines within the facility.

c

3

Contributes to the development and review of relevant medication policy and
procedures.

c

4

Documents any recommendations provided to the residential care facility and
subsequent outcomes.

c

Notes
Following are some examples of ways to implement quality improvement.
•	Distribute suggestion forms from time to time and encourage residents, facility staff and other members
of the medication advisory committee to provide feedback. The use of more formal surveys to seek specific
feedback should also be considered.
•	Review and/or develop policies for the facility in collaboration with members of the Medication Advisory
Committee (MAC) on medication-related issues (eg self-administration of medicines by residents, the use
of ‘when required’ / ‘prn’ medicines).
Depending on the level of contractual agreement, quality improvement activities could include involvement
in drug usage evaluation (DUE) activities, being actively involved in quality and safety systems, evaluation of
incidents by the MAC, and reviewing appropriate medicine distribution systems.
In some areas, there may be an opportunity to work with Divisions of General Practice on research projects, aged
care panels, or regional MACs.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacists
providing this
service)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Additional information
Pharmacy Services to Residential Care Facilities includes: (i) issue, distribution and storage of medicines; (ii)
pharmacist provision of information and advice about medicines with the primary objective of promoting and
ensuring quality use of medicines; (iii) communication and transfer of verified information between consumers
and health care professionals; and (iv) pharmacists identifying and responding to residents’ needs in regard to their
medicines, to help them achieve desired health outcomes and prevent adverse medicine events.
It is the right of individual residents to obtain pharmacy services from any pharmacist(s) of their choice.
Pharmacists involved in providing pharmacy services should work closely with the facility’s administrative,
medical and nursing staff. A written contract between the pharmacist(s) and the facility management will provide
clarification that the: (i) management of the facility and the pharmacists involved fully understand the extent
and the standard of the service to be provided; and (ii) the management and staff of the facility understand their
responsibilities in supporting the provision of the pharmacy services.
A sample contract can be found in the PSA’s Provision of Pharmacy Services to Residential Aged Care Facilities
guidelines.
Quality assurance (QA) is a program of evaluation intended to ensure systems are working well, identify
faults, suggest remedial action, and to evaluate new systems. An effective QA program is an essential part of a
pharmaceutical service. It should be included in every contract and be appropriate to the level of need.
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Information resources
1

Pharmaceutical Society of Australia. Comprehensive Medication Reviews in Residential Aged Care Facilities.
In: Australian Pharmaceutical Formulary and Handbook. 20th ed. Canberra. PSA, 2006.

2

The Society of Hospital Pharmacists of Australia. SHPA Standards of Practice for Clinical Pharmacy. J Pharm
Pract Res 2005;35(2):122-46.

3

The Society of Hospital Pharmacists of Australia. Standards of Practice for Drug Information Services. Aust J
Hosp Pharm 1999;29(3):171-6.

4

Pharmaceutical Society of Australia. The Provision of Pharmacy Services to Residential Aged Care Facilities.
Canberra. PSA, 2001.
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18. Organisation of Pharmacy Practice
Standard: The pharmacist adequately addresses all
management and organisational needs in order to
facilitate the safe, effective and efficient delivery of
pharmacy services.

Scope of this standard
• Legislative requirements are not addressed in this standard. It is assumed that pharmacists will
comply with relevant State/Territory legislation in the provision of this service.
• For the scope of this standard, ‘pharmacist’ refers the the proprietor or pharmacist with
management responsibilities associated with the delivery of professional services.
• Operating procedures developed by community phamacists to meet the Quality Care Pharmacy
Program (QCPP) standards may be used to meet this standard where appropriate.
• For each pharmacy, a minimum of one pharmacist should complete the self-assessment in this
section. Where a number of pharmacy managers are involved in service provision, each should
assess against the appropriate section of this standard.
• Pharmacists are reminded that this standard is to be applied in conjunction with the
Fundamental Pharmacy Practice standard.
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Criterion 1

Indicator

1
2
3
4
5

The pharmacist ensures the pharmacy environment,
and staffing levels and skills, are appropriate and
adequate for the range of services provided.
Maintains areas that are suited to the privacy and security needs of each pharmacy
service provided.
Provides adequate numbers of staff with suitable qualifications, expertise and training.
Facilitates training for all pharmacy staff on their roles and responsibilities, and on
general procedures for the range of services provided.
Provides suitable identified storage areas for dispensary items.
Ensures areas used to provide professional services are not used to consume food or
alcohol.

c
c
c
c
c

Notes
The pharmacy manager is responsible for maintaining a pharmacy environment that complies with the manufacturer’s
recommended storage conditions in order to maximise the stability of all medicines and related products.

Criterion 2
Indicator

The consumer’s right to privacy and confidentiality is
observed at all times.

1

Considers privacy issues in the planning and implementation of pharmacy services.

c

2

Provides a location for the provision of pharmacy services that is sensitive to the privacy
of the consumer.

c

3

Provides training in the required level of privacy, confidentiality and communication
when dealing with consumers.

c

4

Obtains a signed confidentiality undertaking from staff involved in providing
pharmacy services.

c

5

Provides a secure means of storage for all consumer records that only allows access by
authorised personnel.

c

6

Develops and applies a documented procedure for the destruction and /or disposal of
consumer health records in a manner that ensures no breach of privacy occurs.

c

Notes
The operating procedures for all services should address and include consideration of privacy issues.
Pharmacists should maintain adequate security of all digital records. The use of technology such as encryption,
firewall software and virus protection should be reviewed on a regular basis. This is of particular importance for
pharmacies providing an Internet service or which maintain a permanent Internet connection. The increasing
prevalence of unauthorised access to digital files requires vigilance and the application of the most up-to-date
software to ensure there can be no breach of privacy for the consumer records stored by the pharmacy.
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Criterion 3

Indicator

The pharmacist facilitates the provision of all
necessary equipment and resources for the range of
services provided.

1

Provides access to all relevant and necessary guidelines, business rules and current
therapeutic information resources.

c

2

Maintains suitable and sufficient equipment and resources for the services provided.

c

3

Provides an up-to-date list of local health care workers, community groups and support
organisations.

c

4

Supplies and maintains safety procedures and protective equipment sufficient to ensure
staff safety.

c

Notes
All devices used in pharmacies and which are intended for the ‘diagnosis, prevention, monitoring, treatment or
alleviation of diseases’ must be registered with the Therapeutic Goods Administration (TGA). The TGA examines
requirements for safety and performance of the device before it is accepted onto the Australian Register of
Therapeutic Goods. Examples of such equipment include blood glucose and blood pressure monitoring devices.

Criterion 4
Indicator

1

Prepares and routinely updates standard operating procedures for each of the pharmacy
services provided.

c

2

Stores all documentation in a systematic and secure manner to allow timely retrieval
when required.

c

Criterion 5

Indicator

The pharmacist develops and maintains all necessary
documentation for the range of services provided.

The pharmacist adopts a systematic approach to
reviewing the quality and safety of all professional
services provided.

1

Documents the features of each professional service, the measure of its effectiveness and
the frequency of review.

c

2

Evaluates the quality of the professional service at regular intervals.

c

3

Seeks feedback from the users of the service to assess that the service has been provided
in a timely and satisfactory manner.

c

4

Seeks feedback regularly to assess the service is meeting the consumer expectations.

c

5

Analyses and records the results of the reviews.

c

6

Uses the findings of the review to take appropriate action when designing system
improvements.

c

Notes
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Quality use of medicines and practice improvement
Quality use of medicines (QUM) means ‘selecting management options wisely, choosing suitable medicines if
a medicine is considered necessary and using medicines safely and effectively (CDHA 2002). QUM is one of
the four central objectives of Australia’s National Medicines Policy (CDHA 2000). This policy advocates shared
responsibility between governments, health care professionals, consumers to achieve QUM.
The Quality in Australian Health Care Study found that up to 8% of hospitalisations in Australia result from a
preventable adverse event (Wilson et al. 1995). The Australian Council for Safety & Quality in Health Care notes
that 90% of safety problems are based in the system, and only 10% in the individual (ACSQHC 2005). A systems
approach to improving quality involves building layers of barriers to reduce the probability of identified risks
occurring.
Maintaining a focus on continuous quality improvement is not only an effective means of improving the service
provided to consumers, but also the key to achieving efficiency and productivity gains. The goal of all review is
to identify opportunities for improvement. It is important that reviews of processes are evaluated carefully and
the findings used to improve services. For example, regular audits of service records can identify compliance rates
with required documentation that in turn, can indicate where documentation systems can be simplified. Surveys
of consumers can indicate their degree of satisfaction with the service as well as elicit suggestions for changing the
service so that it will meet their needs more effectively and improve consumer outcomes.
Further information may be found in the Guidelines for Managing Pharmacy Systems for Quality and Safety.
Investing time in improving the quality of pharmacy systems is an important task that can assist improvements in
health outcomes. Unless there are changes and improvements in the systems used, there cannot be improvements
in outcomes. While not all changes result in improvement; all improvements require change. It is important
for pharmacists to weigh the value of any improvement using objective evidence. Pharmacists routinely practise
evidence-based medicine, and the documentation recommended in these standards provides the evidence base for
‘evidence-based quality practice improvement’.
One model for quality improvement is the Plan-Do-Study-Act (PDSA) cycle adopted by the National Primary
Care Collaboratives:
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1

Plan is identifying the problem.

2

Do is carrying out the plan and recording data.

3

Study is measuring or analysing the effects.

4

Act is adjusting activity of the following cycle based on the outcomes.
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This model adapts to pharmacy services at all levels of practice:

ACT
Make
recommendation

STUDY
Analyse
information

PLAN

Identify the problem —
by patient, medical
practitioner /
pharmacist

DO
Gather
information

This same cyclic approach may be used to improve individual cycles of care for consumers, or organisational
systems.
Examples of activities involved in the implementation of quality improvement:
(a) Review and update educational material provided in the pharmacy. Note and record the popular topics.
(b) Draw up a calendar of health topics and activities for pharmacy staff.
(c) Inform consumers, through flyers and leaflets, about future health campaigns.
(d)	Encourage feedback from consumers and health professionals by distributing surveys or feedback forms
after each health education/promotion activity, and analyse the responses.
(e)	Keep a log of dispensing errors. Analyse what factors may be attributable and record corrective action
already taken and/or future strategies to prevent recurrence.
(f )	Undertake a random self-audit regularly (eg once a month) to assess timeliness of supply (eg for every third
prescription received, record the time of receipt, and time of supply).
(g)	Maintain a log of extemporaneous preparations or total number of items dispensed, analyse trends (eg how
busy the pharmacy usually is on pension days or before school holidays). This may be used to determine
appropriate staffing levels for an anticipated workload.
(h)	Standard written feedback forms can be distributed to customers regularly. Any verbal feedback can be
recorded in a logbook.
(i)	Types and numbers of inquiries received (eg subject, inquirer) and type of response provided (eg on-thespot, after consulting references, or extensive research required).
(j)

Record usual or average response time to a request for a professional service.

(k) Audit trail — ease of tracing original inquiry in cases where follow-up information is required.
(l)	When written reports are requested and/or supplied, provide a feedback form and analyse any comments
received from the inquirer.
(m) Seeking external or peer review of the service.
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Declaration

(Self-assessment
and declaration
to be completed
by all pharmacist
proprietors and/or
managers)

Reasons why any indicators are marked ‘not applicable’
...............................................................................................................................
...............................................................................................................................
Action to be undertaken for each indicator currently not met
...............................................................................................................................
...............................................................................................................................
...............................................................................................................................
I have completed this assessment in a fair and ethical manner, and fulfil the marked
indicators in the provision of this service.
Signed . ...........................................................

Date . ......................................

Information Resources
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1

Commonwealth Department of Health and Ageing. National Medicines Policy, CDHA, Canberra, 2000.

2

Commonwealth Department of Health and Ageing. The National Strategy for Quality Use of Medicines,
CDHA, Canberra, 2002.

3

Wilson RM, Runciman WB, Gibberd RW, et al. The Quality in Australian Health Care Study. Med J Aust
1995; 163: 458–471.

4

Australian Council for Safety and Quality in Health Care. Achieving Safety and Quality Improvements in
Health Care. Sixth Report to the Australian Health Ministers’ Conference. July 2005 ACSWHC, Canberra,
2005.

5

National Primary Care Collaboratives, Plan Do Study Act (PDSA). At: www.npcc.com.au/PDSA.html.

6

Guidelines for Managing Pharmacy Systems for Quality and Safety. At: www.psa.org.au.
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Glossary
Adverse drug event (ADE)	A particular type of adverse drug event where a drug or medication is implicated as
a causal factor in the adverse event. This encompasses both harm that results from
the intrinsic nature of the medicine (an adverse drug reaction) as well as harm that
results from medication errors or system failures associated with the manufacture,
distribution or use of medicines.2
Adverse drug reaction (ADR)	Any response to a drug which is noxious or unintended, and which occurs at doses
normally used in man for prophylaxis, diagnosis or therapy of disease, or for the
modification of physiological function.6
Best practice	In the health sector this means the highest standards of performance in delivering
safe, high quality care, as determined on the basis of available evidence and by
comparison among other health care providers.1
Consumer	A person who uses or is a potential user of health services, including their family
and carers. Can include patients, clients and carers.4
Health	A state of complete physical, mental and social well-being and not merely the
absence of disease or infirmity.2
Health care	Services provided to individuals or communities to promote, maintain, monitor,
or restore health. Health care is not limited to medical care and includes self care.2
Health care outcome	Something that follows as a result or consequence of health care.2
Incident	An event or circumstance which could have, or did lead to unintended and/or
unnecessary harm to a person, and/or a complaint, loss or damage.2
Intervention	An activity or set of activities aimed at modifying a process, course of action or
sequence of events, in order to change one or several of their characteristics such as
performance or expected outcome.2
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Medical Device	“Any instrument, apparatus, appliance, material or other article (whether used
alone or in combination, and including the software necessary for its proper
application) intended by the person under whose name it is to be supplied, to be
used for human beings for the purposes of one or more of the following:
					

•

					
•
					

diagnosis, prevention, monitoring, treatment or alleviation of disease,
diagnosis, monitoring, treatment, alleviation of or compensation for an 		
injury or handicap,

					

•	investigation, replacement or modification of the anatomy or of a
physiological process,

					

•

control of conception,

	and does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted
in its function by such means; or an accessory to such an instrument, apparatus,
appliance, material or other article.”
	It should be noted that a key part of this definition is the intended purpose
specified by the manufacturer of the medical device.7
Medicine	A chemical substance given with the intention of preventing, diagnosing, curing,
controlling or alleviating disease or otherwise enhancing the physical or mental
welfare of people. Includes prescription and non-prescription medicines, including
complementary health care products, irrespective of the administered route.4
Monitor	To check, supervise, observe critically, measure or record the progress of an activity,
action or system on a regular basis in order to identify change.5
Potential adverse drug event	A serious medication error that had the potential to cause harm to the patient but,
either by luck or interception, did not.3
Quality of health care	The extent to which a health care service or product produces a desired outcome.2
Risk management	The culture processes and structures that are directed towards effective
management of risk.2
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Appendix 1
History of the Professional Practice Standards
During 1997 the pharmacy Guild of Australia released a set of retailing standards for community pharmacies.1
The Pharmaceutical Society of Australia (PSA) supported the Guild’s efforts by contributing a set of professional
standards considered directly relevant to the consumer’s ‘shopping experience’ in community pharmacy.
In late 1997 the Australian Association of Consultant Pharmacy (AACP) released the final report of a project
entitled Framework for Standards for Quality Pharmacy Services.2 Consistent with a recommendation arising from
this project, the preferred framework for quality standards identified in the project was endorsed by PSA National
Council in November 1997. The PSA National Policy Committee took the view that the guidelines should be
objective, authoritative statements arising from guidelines, representing the requirements for a service to meet
a desirable level of performance. This focus on production and dissemination of guidelines culminated in the
publication of the Pharmacy Practice Handbook in early 1998.
Work commenced on the first edition of the Professional Practice Standards in June 1998 with the ‘AACP
framework’ providing the context in which professional standards were developed. The Professional Practice
Standards were first published in October 1999, consisting of 11 standards designed to ensure a better definition of
service delivery and to encourage uniformity of performance across different health care settings.
PSA continued to develop and promulgate nationally endorsed practice standards that were developed according to
the International Pharmaceutical Federation Good Pharmacy Practice guidelines as noted in the introduction to
this document.
In July 2001, PSA published an interim update to the Professional Practice Standards with the addition of three
new standards and continuous quality improvement elements. The continued expansion of the pharmacists’ role in
health care delivery saw an additional eight standards in version 2 of the Professional Practice Standards released in
October 2002.
The Society has responded to the dynamic nature of pharmacy practice with another review of the Professional
Practice Standards in 2005. This review has expanded the scope of many of the standards, and developed a ‘core’
standard that is integral to all professional services.
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1998.
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Department of Pharmacy Practice, Victorian College of Pharmacy, Monash University and Australian
Association of Consultant Pharmacy. Framework for Standards for Quality Pharmacy Services Final Report.
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