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1. Statement on Responsibilities

In practising their profession, pharmacists should make judgements and take actions
after consideration of the best interests of the patient. Such actions should be in
accordance with the relevant laws governing the profession, the Code of Professional
Conduct, and the various Standards and Guidelines adopted by registering
authorities and professional organisations. '

The actions of pharmacists result from the exercise of professional knowledge and
expertise, taking into account of the specific circumstances in a particular case.

As independent professionals with a unique combination of knowledge and training,
pharmacists are responsible for professional acts and omissions — and the outcomes
thereof. Personal accountability is directly to the patient; ethical and professional
accountability to the registering authority and professional bodies.

Within the states and territories of Australia pharmacists are regulated under various
registration acts. Although these acts differ in detail they have a number of common
objectives which can be summarised as: protection of the public by ensuring health
care is delivered by registrants in a professional, safe and competent way; to uphold
the standards of practice with the profession; and, to maintain public confidence in
the profession.

Failure by a pharmacist to observe these objectives may result in investigation and
subsequent disciplinary action if an investigation showed the pharmacist may be
guilty of unsatisfactory professional conduct.

It is no defence to claim that another person directed a pharmacist to act or omit to
act against the dictates of the pharmacist's professional judgement. It is an offence
under many acts for a person to aid, abet, counsel, procure or induce a pharmacist to
engage in conduct that the person is aware, or ought to be aware, is conduct forming
the basis for a ground for disciplinary action against a pharmacist.

! Pharmaceutical Society of Australia. Code of Professional Conduct. Australian

Pharmaceutical Formulary and Handbook.; 20" Ed: 358
2 Pharmaceutical Society of Australia. Standards and Guidelines. Australian Pharmaceutical
Formulary and Handbook.; 20" Ed: 360 - 491
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2. The Aims of Pre-Registration Training

The practical training period is an important one for the pharmacy graduate. It is the
period in which the knowledge gained during academic studies is applied to
pharmacy practice. During that time it is critical that the graduate acquires a mature
and responsible attitude toward pharmacy practice in relation to professional
colleagues and health consumers.

After graduating from an approved course at an Australian or New Zealand
University, persons wishing to register as a pharmacist must undertake a pre-
registration program. For Australian and New Zealand graduates the program
consists of three components. The first is a period of supervised practice of nominally
12 months duration. (This varies slightly between states; in Queensland for example
trainees are required to undertake 1824 hours of supervised practice over at least 48
weeks while NSW requires a period of 2000 hours.) The second is a training
program, either provided by the registering authority or provided by an organisation
on behalf of the registering authority. The third is an assessment process to
determine whether the candidate has demonstrated a level of competence as a
pharmacist that would allow the registering authority to accept an application for
registration.

Training programs have been developed by each state-based pharmacy jurisdiction.
Although they may differ slightly in their content and emphasis, all have as a basis
the Competency Standards for Pharmacists in Australia 2003, a document prepared
by the Pharmaceutical Society of Australia. It defines the broad functional areas of
competency, further breaking these down into units, elements, performance criteria,
evidence guides and range of variables. This is an essential document for any
person preparing for registration as a pharmacist. The competency standards are
extensively discussed in Section 6.

For candidates enrolled in the APC Stage Il process the system may vary slightly.
Depending on their experience and background, the candidate may be required to
undergo a lesser period of supervised practise and/or may be exempt from some
parts of a training program. However it should be emphasised that this is the
exception rather than the rule.

For the APC candidate, who already may have extensive experience of pharmacy
practice in their own country the purpose of practise experience is to enable the
candidate to become familiar with the practice of pharmacy in Australia and with
relevant local acts and regulations, and to be competent in practice application.

For example, many candidates come to APC from countries where the practice of
pharmacy is focussed on a supply-based function (manufacture and dispensing)
where increasingly in Australia there is a clinical focus to practice.

It should also be noted that supervised practice must be completed to the satisfaction
both of APC and the relevant registering authority.
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During the pre-registration training period APC candidates should be aware that they
are to become members of a profession and to develop a professional attitude and a
sense of professional responsibility. This awareness will be met by achieving the
following objectives:

e applying in practice the knowledge acquired during the undergraduate period, the
Stage | period and any previous pharmacy practice;

e developing a satisfactory level of competence in all aspects of pharmacy practice
the candidate is exposed to;

e developing clear communication skills with both members of the public and other
health care providers;

e developing an appreciation of the pharmacist’s role within the federal and state
health service structures;

e developing an appreciation of the need for continuing education throughout their
professional career;

e developing an awareness of the whole spectrum of pharmaceutical activities
including direct involvement with patients in relation to the proper use of
medicines and the promotion of good health;

e developing a willingness to make professional decisions within their current
competence and a desire to continually improve this competence with experience
and further study.

Learning in the Practice Setting

Learning in the practice setting is different from learning at school or university. While
in the school or university information is usually presented in a structured manner, in
the practice setting such is not the case. Information may be presented in a varying
order or in some cases several pieces of information may be received almost
simultaneously. In such an environment it will be necessary for the supervising
pharmacist to assist the trainee to differentiate between what is important and what is
not in the learning activities. The relative importance of the information should be
conveyed to the trainee together for the need for effective recall for future problem
solving.

The satisfactory performance of a certain task by a trainee indicates that a learning
process has been achieved. In such a situation the supervisor will need to provide
feedback to the trainee to indicate that learning has occurred; or provide the trainee
with constructive criticism which compares the trainee’s performance to a competent
standard.

An integral part of supervised practice is learning by experience. The rate of learning

and the success of any pre-registration programs will largely depend on the direction
given by the supervising pharmacist.
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Orientation of the APC Candidate

The supervised practice period should commence with a period of orientation during
which the trainee is able to adjust to full-time employment and the work environment.

At the beginning of the supervised practice period the trainee should ensure they are:

introduced to:

e pharmacy staff,

e other relevant health providers,

e with an explanation of their position within the provision of healthcare services;

informed of:

hours of work including rosters,

meal breaks,

wages and means of payment,

expectations relating to appearance,

expectations of conduct with regard to confidentiality and privacy issues,
expectations of conduct with regard to punctuality and the importance of attention
to accuracy and detail,

the obligations of the trainee/candidate if absent from work,

e telephone policy including personal calls,

¢ medical checks and vaccination policies if applicable;

shown:

e through the complete pharmacy,

e |ocation of facilities including lockers and toilets and other resources (library,
cafeteria, pay office, bank),

e location of nursing homes and other facilities serviced by the pharmacy,

e parking availability or advice on public transport,

provided with:
e adescription of the work done in all areas,

e introductory notes on background information, terminology, abbreviations and
protocols,
e an outline of the trainee’s responsibility.
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3 Ethics and Professional Conduct

A profession is defined in the Macquarie Dictionary as a ‘...vocation requiring
knowledge of some department of learning or science...’. However an organised
profession requires more than the mere existence of a body of knowledge or
intellectual discipline. In contemporary society a profession is characterised by: an
intellectual discipline and standard of knowledge; a representative body of
practitioners; accepted standards of conduct; and, the provision of service and advice
which has as its core the interest of the patient or customer rather than the interest of
the practitioner.®

In applying the first of these four tests — an intellectual discipline and standard or
knowledge - to pharmacy, even the most cursory of examinations will reveal that to
become a pharmacist a candidate must first pass academic examinations to graduate
with a bachelor of pharmacy and then demonstrate competency in the practice of
pharmacy through exposure to a period of supervised practice in the profession and
the passing of qualifying examinations. Furthermore, this process is recognised in
law through legislation which controls registration and imposes certain obligations on
the practice of registrants. The object of such legislation is the protection of the
public, by ensuring health care is delivered by registrants in a professional, safe and
competent way, rather than offering any particular protection to the profession other
than putting in place restriction on who may practise the profession.

Application of the second test — a representative body of practitioners — reveals the
existence of a number of professional organisations that draw their membership from
within pharmacy. Such organisations include the Pharmaceutical Society of Australia
(PSA), the Society of Hospital Pharmacists of Australia (SHPA), and the Pharmacy
Guild of Australia (PGA). These bodies may assist in the establishment of minimum
standards of education and knowledge for the profession, defining competencies
related to professional practice, as well as developing standards of behaviour (codes
of ethics or practice) for professional work.

Application of the third and fourth tests — standards of conduct and service and
advice — can be satisfied by the existence (and acceptance by the profession) of
relevant codes of ethics or conduct that address matters relating to professional
conduct, service and advice. In Australia the PSA has adapted a Code of
Professional Conduct from the Royal Pharmaceutical Society of Great Britain Code of
Ethics.*

The behaviour of a pharmacist in Australia is therefore regulated both by the law
(including registration, professional standards and disciplinary matters, and poisons
and medicines) and codes of practice — which may include standards and guideline

8 Appelbe GE, Wingfield J. Pharmacy Law and Ethics 6" Edition. The Pharmaceutical Press,

London, 1997
Royal Pharmaceutical Society of Great Britain. Medicines, ethics and practice: a guide for
pharmacists, 18th edition. London, Royal Pharmaceutical Society of Great Britain, 1997:69-88.
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documents. While the rules of law and the rules of ethics are held by some to be
different in that the law is enforced by the state while ethical rules are only morally
binding, such is not necessarily the case. Legislation may confer on a registration
board (or some other body with jurisdictional powers) the power to develop or adopt a
code of practice (however named) where to ignore the principles of such a code may
result in a registration board or other body taking disciplinary action against a
registrant even though the offence that was committed was not against any particular
section of a relevant act.

As an example, advice provided by a pharmacist to a patient in a particular case may
be considered deficient to the extent that it placed a patient at risk from some
adverse event. While such an omission by a pharmacist would not necessarily offend
against any particular section of an act or regulation, a registration board may take
disciplinary action if the matter was serious enough or the board considered the
pharmacist posed an ongoing threat to other patients. The outcome of such
disciplinary action may be the cancellation or suspension of the pharmacist from the
practice register.

The Queensland Health Practitioners (Professional Standards) Act 1999 offers

definitions of unsatisfactory professional conduct which include the following:

e professional conduct which is of a lesser standard than that which might
reasonably be expected of the registrant by the public or the registrant’s
professional peers;

e professional conduct that demonstrates incompetence, or a lack of adequate
knowledge, skill, judgment or care, in the practice of the registrant’s profession;

¢ infamous conduct in a professional respect;

e misconduct in a professional respect; or

e conduct discreditable to the registrant’s profession.

As ‘unsatisfactory professional conduct’ in this instance provides a ground for
disciplinary action by the board, it is clear that unethical conduct or conduct that
offends against a code of professional conduct adopted by the profession would
allow a board to take disciplinary action against an offending registrant.

The preamble to the PSA Code of Professional Conduct as printed in the Australian
Pharmaceutical Formulary and Handbook, 20" Edition states ‘...[the] Code of
Professional Conduct is the means by which the pharmacy professional may regulate
itself and publicly state the principles by which members of the profession interact
with clients, other health professionals and the community...”. The preamble goes on
to state ‘...the Code has not been presented in a legally rigorous manner, nor does it
present all circumstances which might be considered inappropriate or unacceptable
conduct. Rather it establishes a set of fundamental principles to guide pharmacists in
discharging their responsibility in relation to maintaining and improving the health and
wellbeing of clients...’.
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The Code of Professional Conduct is founded on 9 principles or philosophical
concepts. These principles are underpinned by a number of Obligations which detail
standards of professional behaviour.

(The following 9 Principles are included with the kind permission of the PSA.)

Principle One The primary concern of the pharmacist must be the health and
wellbeing of both clients and the community.

Principle Two A pharmacist must at all times uphold the reputation of the profession
and adhere to the legislation applicable to the practise of pharmacy.

Principle Three A pharmacist must respect the confidentiality of information acquired
in the course of professional practice relating to clients and their families. Such
information shall not be disclosed to anyone without the consent of the client.
Exceptions may arise where the health of the client or others is at risk, where
information is sought by an office of a statutory authority empowered under
legislation, where a court order requires the release of confidential information, or the
information is released to those assuming responsibility for the patient (e.g. next of
kin, parent, relative, guardian or anyone with powers of attorney).

Principle Four A pharmacist must maintain a contemporary knowledge of pharmacy
practice issues and professional knowledge in order the ensure a high standard of
professional competence.

Principle Five A pharmacist must neither agree to practise under conditions which
compromise their professional competence, judgement or integrity, nor impose such
conditions on other pharmacists.

Principle Six A pharmacist must respect the skills and expertise of other health
professionals and work cooperatively with them to optimise the health outcomes of
their mutual clients.

Principle Seven 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.

Principle Eight A pharmacist must respect the client’s autonomy and dignity and their
right to make informed decisions relating to their treatments.

Principle Nine A pharmacist shall ensure continuity of care for the client in the event
of labour disputes, pharmacy closure or contact with personal moral beliefs.

Pharmacists should clearly understand the relationship between their legal and

ethical obligations and not labour under any misapprehension that ethical principles
do not have an enforceable standing in the regulation of the profession.

Candidates Guide Page 10 of 87



4 Pharmacy Practice

Pharmacy practice in Australia covers a range of professional activities. The
traditional roles of the pharmacist of sourcing, storing, preparing, dispensing, and
selling or supplying drugs and medicines have been further developed over the last 2
or 3 decades to include a range of professional activities now seen as mainstream
practice.

In addition to the traditional roles previously mentioned, pharmacy practice is now
firmly focused on the promotion of and contribution to the optimal use of medicines.
Services that contribute to these aims include:

1. Assisting patient understanding and adherence through counseling and other
communication strategies;

2. Disease-state management;

3. Clinical interventions including refusal to dispense a drug, recommendation to
change and/or add a drug to a patient's pharmacotherapy, dosage adjustments,
prevention (or minimisation) of drug interactions - including drug-drug interactions
or drug-food interactions;

4. Drug therapy review and other consultant-based services;

5. Primary health care;

6. Health psychology including drug abuse prevention strategies

In addition pharmacists are expected to practice in a professional and ethical
manner, apply organisational skills to the practice of pharmacy and remain actively
involved in professional development.

Pharmacy practice can no longer be seen only in terms of the process of dispensing.
Indeed a number of models that have been developed (a notable example being
‘Pharmaceutical care’) have the pharmacist providing the ‘professional’ services while
appropriately trained and supervised technical staff undertake the roles of
acquisition, storage, preparation and dispensing.®

The two major practice environments for pharmacy in Australia are community
pharmacy and hospital pharmacy. Approximately 80% of pharmacists are involved in
community practice and approximately 15% in hospital practice. The balance are
involved in academe, research or manufacturing.

Pharmacy in Australia is grounded on the twin foundations of the law on one hand
and codes of practice on the other. Pharmacy in Australia is regulated in law by acts
and regulations which codifies various aspects of practice including qualification,
registration, pharmacy ownership, investigation and disciplinary action, impairment,
the constitution and functioning of boards and the regulation of medicines.

° Hepler CS, Strand L. Opportunities and responsibilities in pharmaceutical care. Am J Hosp

Pharm 1990; 47:533-43
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In addition, a range of practice standards and guidelines have been developed by a
number of professional organisations — most notably the Pharmaceutical Society of
Australia (PSA) and the Society of Hospital Pharmacists of Australia (SHPA). These
standards and guidelines address major areas of pharmacy practice and provide
general advice to support and assist pharmacists. Such standards and guidelines
require the exercise of professional judgement in any specific circumstance and while
they are not, generally speaking, mentioned specifically in legislation such legislation
may confer on registration boards the power to develop, adopt or endorse codes of
practice (including standards and guidelines). In such circumstances, to ignore the
principles of adopted or endorsed standards and guidelines may result in a
registration board undertaking disciplinary action against a pharmacist. Some of
these guidelines and standards are discussed in the following section.
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5. Practice Standards and Guidelines

A range of standards and guidelines have been developed for Australian
pharmacists, most notably by the PSA and the SHPA. As previously discussed, while
such standards and guidelines may not be mentioned specifically in legislation
relating to the regulation of pharmacy, they may be recognised by registration boards
or other statutory bodies through a process of adoption or endorsement. In such
circumstances, to ignore the principles of adopted or endorsed standards and
guidelines may result in a registration board undertaking disciplinary action against a
pharmacist.

In addition, many of these standards and guidelines are included in pharmacy
accreditation programs, most notably the Pharmacy Guild of Australia Quality Care
Pharmacy Program.

Following is a brief discussion on a range of guidelines and standards currently
developed in Australia. Full texts of the major applicable standards and guidelines is
reprinted in the APF.°

Code of Professional Conduct

Refer to Section 3, Ethics and Professional Conduct where the code is extensively
discussed in the context of ethical and professional practice.

Professional Practice Standards

Compliance with professional practice standards is intended to promote consistency
and uniformity in the delivery of professional services. The standards are derived
from the more prescriptive guidelines already in use by the profession. They show
the systems, procedures and information currently used by pharmacists in providing
professional services. The standards apply to all pharmacists no matter what the
practice setting.

The standards comprise the following elements:

Standard - clarifies the quality of a particular service.

Scope - provides the context for the standards.

Criterion - describes the elements of the standard.

Indicator - provides the measure of compliance with the standards.
Notes for criterion.

Additional information.

Information resources.

6 The Pharmaceutical Society of Australia. Australian Pharmaceutical Formulary and

Handbook 20" Edition. Section G: 358-491
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The standards covered under professional practice are:
Fundamental Pharmacy Practice.
Comprehensive Pharmacy Care.
Comprehensive Medication Review.
Home Medicines Review.

Dispensing.

Distance Supply.

Counselling.

Dose Administration Aids Service.

9. Opioid Substitution Program.

10. Compounding.

11.Preparation of Cytotoxic Drugs.
12.Smoking Cessation Service.
13.Needle and Syringe Program.
14.Monitoring and Case Detection.

15. Health Promotion.

16.Drug Information Service.

17.Services to Residential Care Facilities.
18.0rganisation of Pharmacy Practice.

NGO AWND =

Dispensing Practice Guidelines

These guidelines offer advice to the pharmacist regarding the process of dispensing.
Dispensing is that component of pharmacy practice relating to the preparation and/or
provision of medicine by a pharmacist. Addressed in these guidelines are sections
on: patient details, interaction with the prescriber, dispensing, the verification
process, counselling, and extemporaneous preparations.

Guidelines for Pharmacists on PBS Brand Substitution

These guidelines provide general advice in regard to brand substitution on
Pharmaceutical Benefits Scheme (PBS) prescriptions. Such substitution is permitted
under certain circumstances where a medicine is shown to have brand equivalence
in the Schedule of Pharmaceutical Benefits.

The Professional Role of Pharmacists in Assisting Self-Medication
by Consumers

A pharmacist must be available for consultation when a customer requests a
‘Pharmacy’ or ‘pharmacy only’ product. The schedule represents the two tiers of
supervision by pharmacists in regard to a range of scheduled products from which
consumers may select for self-medication. The various state laws and regulations
that regulate scheduled medicines place legal obligations on the pharmacist. The
guidelines go on to include pharmacy premises, sales promotion, advice on treatment
of symptoms, and where a request is made for a medicine by name. Referral notes
(where a customer may be referred to a medical practitioner) are also addressed and
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the issue of confidentiality discussed.

Guidelines for Pharmacists on Providing Medicines Information to
Patients

These guidelines are to help optimise communications between pharmacists and
patients about medicines and their use. The document states in part *...the guidelines
recognise and adopt a model of pharmacy practice which encompasses: the
provision of medicines together with services, systems and information designed to
achieve defined health improvement outcomes from medicine use; provision of
general health information and primary health care services which contribute to
improved health outcomes; pharmacy as an effective and integral part of the health
care delivery system which coordinates its activities with other health care
providers...”. A second document Consumer Medicine Information and the
Pharmacist should be read in conjunction. It assists pharmacists to understand their
legal and professional obligations to consumers in regard to consumer medicines
information (CMI).

Pharmacists and the Commonwealth Privacy Legislation
This is discussed in Section 14.

Guidelines for Pharmacists on Home Medicines Review (HMR)

These guidelines are designed to assist pharmacists providing HMRs to exercise
their professional judgement to achieve a consistently high quality of service delivery.
The guidelines include extensive sections on: objectives of HMR; the aims of HMR;
consent and confidentiality issues; contractual arrangements; agreed criteria; and,
details of the process itself. Complementary documents include: Framework
Document for Home Medicines Review and Occupational Health and Safety
Issues when Conducting Home Medicines Reviews and Comprehensive
Medication Reviews in Residential Aged Care Facilities. (Note that the term
‘Home Medicines Review has replaced the earlier ‘Domiciliary Medication
Management Review’.)

The Provision of Pharmacy Services to Residential Aged Care
Facilities

These guidelines have been developed for use by pharmacists providing pharmacy
services to residential age care and other related facilities. They include major
sections on: residents’ rights, privacy and confidentiality; service contracts;
communication and administration issues; and, the provision of pharmacy services.
Such services may include: the dispensing, distribution and supply of medicines;
provision of medication management services; the provision of information and
advice; and, the provision of pharmaceutical care. The document also includes a
sample pharmaceutical services contract.
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SHPA Standards of Practice for the Provision of Consumer
Medicine Information by Pharmacists in Hospitals

These standards have been prepared to assist hospital pharmacists understand their
legal and professional obligations in relation to Consumer Medicines Information
(CMI). The standards take into consideration the legal and regulatory requirements,
educational effectiveness and good dispensing practice. CMI is brand specific,
manufacturer-produced information about drug products that conforms with specific
provisions set out in the Therapeutic Goods Regulations. The standard includes
sections on: goals, patient selection, distribution, the use of CMI when counselling
including the withholding of CMI, and the availability of CMI.

SHPA Guidelines for Self-Administration of Medication in Hospitals
and Residential Care Facilities

Self-administration of medication is part of the discharge planning process in
rehabilitation units but can also be a strategy undertaken on selected patients in
other ward environments. These guidelines are intended for use in hospitals where
self-administration of medication is part of a patient education and assessment
program. The guidelines cover the extent and operations of the service, policies and
procedures, quality and documentation and the resources required for the operation
of a successful service.

SHPA Standards of Practice for Parenteral Therapy in Home Health
Care

Home health care (HHC) involves the provision of products and services to patients
in their home environment and is aimed at minimising the psychosocial stress of
illness or disability. The standards refer to home infusion therapy and other injectable
drug therapy including nutrition therapy. The standards include the extent and
operation of the service, policies and procedures, resources, staffing structure and
levels, training and education and a quality system.

SHPA Standards of Practice for Clinical Pharmacy

This Standard describes activities consistent with good practice for the provision of
clinical pharmacy services. The Standard includes: Objectives and Definitions; Extent
and Operation; Procedures for Clinical Pharmacy Services for Individual Patients;
Training and Education; Research; Resources; Staffing Structure and Levels; Quality;
and, Documentation. The objective of clinical pharmacy practice is to optimise patient
outcomes by working to achieve quality use of medicines (QUM); clinical pharmacy is
defined as the practice of pharmacy as part of a multidisciplinary healthcare team
directed at achieving QUM.
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The standards of practice are also linked to 4 other standards on the management of
oncology service, cytotoxic drugs and palliative care services. These are:

SHPA Standards of Practice for the Provision of Clinical Oncology
Pharmacy Services

These standards describe activities consistent with good practice for the provision of
clinical pharmacy services to oncology units. The standards should be read in
conjunction with standards of practice relating to clinical pharmacy services and the
technical aspects involved in the handling and transportation of cytotoxic
chemotherapy. The standards describe the minimum requirements for clinical
pharmacy services to an oncology unit.

SHPA Standards of Practice for the Safe Handling of Cytotoxic
Drugs in Pharmacy Departments

These standards recognise that many cytotoxic drugs are mutagenic, teratogenic
and/or carcinogenic and thus present risks associated with occupational low-level
exposure. Health workers preparing cytotoxic drugs without adequate precautions
have been shown to contaminate both themselves and their work environment. The
standards include sections on cytotoxic cabinets and pharmaceutical isolators,
cytotoxic cleanrooms and anterooms, drug storage, personal protective equipment
and all aspects of preparation.

SHPA Standards of Practice for the Transportation of Cytotoxic
Drugs from Pharmacy Departments

The standard covers the transportation of cytotoxic drugs from pharmacy
departments in hospitals to other areas either within the institution or to other
institutions. Also applying are Australian codes on the transportation of dangerous
goods, the International Air Transport Association dangerous goods regulations, and
standards relating to the management of clinical and related waste.

SHPA Standards of Practice for the Provision of Palliative Care
Pharmacy Services

This Standard describes activities consistent with good practice for the provision of
pharmacy services to a palliative care unit, service, specialist clinic or hospice. The
Standard includes: policies and procedures that contribute to the provision of clinical
services including manufacturing and administrative services; resources; training and
education; research; quality; and, documentation.
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There are also three documents addressing issues with particular medicines. These
are:

Supply of Levonorgestral as a Pharmacist Only Medicine for
Emergency Contraception

Provision of Oral Fluconazole as a Pharmacist Only Medicine for
the Treatment of Vaginal Candidiasis

Provision of Orlistat as a Pharmacist Only Medicine

These three standards establish clear clinical and professional guidelines for the
supply of these products as a pharmacist only medicine. The documents provide a
clear flowchart detailing the supply process, together with supporting documentation
and references.

Candidates Guide Page 18 of 87



6. Competency Standards

Competency is described in the Macquarie Dictionary as being *...properly qualified
and capable...’. In the context of pharmacy practice it is described In the
Competency Standards for Pharmacists in Australia 2003 (the Competency
Standards) as ...skills, attitudes and other attributes (including values and beliefs)
attained by an individual based on knowledge (gained through study at bachelor’s
degree level at university) and experience (gained through subsequent practice)
which together are considered sufficient to enable the individual to practice as a
pharmacist...’.” The Competency Standards go on to to state ‘...on the other hand,
professional standards relate to the systems, procedures and information used by
individuals to achieve a level of conformity and uniformity for a given practice. The
attainment of a professional qualification versus the practice of pharmacy to a set of
professional standards highlights the distinction between the two types of standards.
The adoption of professional standards ensures that the knowledge and skills
acquired are executed to the level of consistency identified as essential for the
delivery of a quality professional service...’.

It is not unreasonable to conclude that pharmacists who practice in compliance with
professional standards are competent as pharmacists; the delivery of professional
services requires personal competence as well as quality procedures. It can be
assumed that such services will be delivered to an acceptable standard, will have
credibility in the professional sense and will comply with regulatory requirements.

The Competency Standards have been developed and reviewed by the
Pharmaceutical Society of Australia (PSA) through a consultative process overseen
by a project advisory group with membership drawn from all organisations
representing the interests of pharmacists. The work was funded through the Third
Community Pharmacy Agreement Research and Development Grants Program in
2002.

This document does not stand alone but follows the development of two earlier
documents; Competency Standards for Entry-Level Pharmacists in Australia 1994
and Competency Standards for Pharmacists in Australia 2001.

Since 1994 registering authorities in Australia have, to varying degrees, used the
Competency Standards as a basis for their assessment of applicants for registration
as a pharmacist. For example, since that time, all pre-registration training programs
have been mapped against the Competency Standards to ensure that all required
competencies are addressed as part of these training programs.

’ Competency Standards for Pharmacists in Australia 2003. Pharmaceutical Society of

Australia; 2003:11
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As the competency standards developed they were used more generally to describe
the competencies for all practising pharmacists and have been used in some
jurisdictions as the basis for the re-registration of pharmacists wishing to re-enter the
profession after a period of absence (either through choice or as the result of
suspension or cancellation of registration). In such circumstances registering bodies
have used the Australian Pharmacy Competency Assessment Tool (APCAT) -
developed by the Australian Pharmacy Council Inc and the registering bodies in
Australia - and its subsequent offshoot examination the Competency Assessment of
Overseas Pharmacists (CAOP) as part of the assessment process. Both these tools
have themselves been mapped against the Competency Standards.

In developing the Competency Standards the following key statements have been
used as the basis for deliberation for all versions:

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,
communications and interpersonal skills, together with an ethical and professional
attitude, are essential to the practice of pharmacy.

The Competency Standards describe the knowledge, skills and attributes necessary
for pharmacists to practice in Australia. The initial section describes the scope of
knowledge that pharmacists are expected to have along with the language, literacy
and numeracy skills needed to acquire that knowledge. This is a new addition to the
Competency Standards as it was felt by the review team that the extent of such
knowledge needed description.

There are 8 functional areas comprising the main body of the Competency
Standards. Under each of the functional areas are grouped a number of units. These
units in turn are described by a range of elements, with each of the elements being
defined by performance criteria.

As an example: Functional Area 6 relates to the provision of primary health care.
Competency unit 6.3 addresses the promotion of good health in the community.
Element 1 (there are 3 in total) requires the pharmacist to ...provide information on
and participate in public health strategies directed at the prevention or early detection
of disease...’. Attached to Element 1 are 7 Performance Criteria the first of which
states ‘...discusses public health issues relevant to prevention or early detection of
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disease...’. This Performance Criteria includes a number of evidence guides to assist
in the evaluation of the criteria.

Applications for the Competency Standards may include:

Pharmacists — to assist in self assessment processes;

Registering authorities — to assist in the assessment of applicants;

Applicants for registration — to assist in their preparation for registration
assessment;

Accreditation bodies — to assist in the evaluation of courses or professional
services;

Employers — to assist in the development of job descriptions, and in the
recruitment and performance review processes;

Credentialing bodies — to assist in the credentialing process;

Universities, providers of pre-registration training and providers of continuing
pharmacy education - to assist in the development of courses.
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7. National Medicines Policy and the Quality Use of
Medicines

The aim of the National Medicines Policy is to improve positive health outcomes for

all Australian through their access to and wise use of medicines. The National

Medicines Policy has four central components:

1. timely access to medicines that Australians need, at a cost individuals and the
community can afford,

2. medicines that meet appropriate standards of quality, safety and efficacy,

3. quality use of medicines, and

4. maintaining a responsible and viable medicines industry.

Quality Use of Medicines

A central plank of Australia's National Medicines Policy is a National Strategy for the
Quality Use of Medicines (QUM). The QUM Strategic Action Plan, which is derived
from the National Strategy and revised every two years, is a separate document.
Together, they are intended to assist the QUM partners—healthcare consumers,
health practitioners and educators, healthcare facilities, the medicines industries, the
media, healthcare funders and purchasers, and governments—in becoming more
aware of the QUM policy framework and approach, and enabling them to integrate
their own activities with the National Strategy.

Quality Use of Medicines means:

e Selecting management options wisely by: considering the place of medicines in
treating illness and maintaining health, and recognising that there may be better
ways than medicine to manage many disorders.

e Choosing suitable medicines if a medicine is considered necessary so that the
best available option is selected by taking into account: the individual; the clinical
condition; risks and benefits; dosage and length of treatment; any co-existing
conditions; other therapies; monitoring considerations; costs for the individual;
and, the community and the health system as a whole.

e Using medicines safely and effectively to get the best possible results by:
monitoring outcomes; minimising misuse, over-use and under-use; and,
improving people’s ability to solve problems related to medication such as
negative effects or managing multiple medications.

This definition of QUM applies equally to decisions about medication use by
individuals and decisions that affect the health of the population.

Further information on the Quality Use of Medicines and the National Medicines
Policy can be found at www.health.gov.au
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8. Pharmacy Related Organisations
Professional Organisations

The Pharmaceutical Society of Australia (PSA)

PSA is a national professional organisation for pharmacists in Australia. PSA was
established by the state professional pharmaceutical societies in 1977, some of
which had been in existence for over 100 years, and is a federation. The
establishment of PSA provided the profession not only with a national identity but an
opportunity to more effectively regulate its affairs, to achieve better coordination in
consultation and liaison with the Commonwealth Government, other professions and
industry. The Society is a leading advocacy organisation for pharmacists, influencing
attitudes, opinions and policies through representation, networking, consultation,
continuing education, practice support, standards, guidelines and a range of
publications and health promoting programs and resources. Further information may
be found at www.psa.org.au

The Society of Hospital Pharmacists of Australia (SHPA)

The Society of Hospital Pharmacists of Australia (SHPA) is the professional body
which represents over 1,600 pharmacists and pharmacy technicians practising in all
parts of the Australian health system. SHPA was established in 1941 following the
pioneering efforts of 25 public hospital pharmacists in Victoria. From 1947 to 1964
other branches were developed. The inaugural meeting of the SHPA Federal Council
and the first SHPA federal conference was held in Adelaide in 1961. SHPA has a
long-standing commitment to the profession of hospital pharmacy and to the
profession’s role in ensuring optimal health outcomes for Australian consumers by
the safe and effective use of medicines. SHPA is the only professional pharmacy
organisation with an especially strong base of members practising in hospitals and
other facilities. SHPA specialises in advocacy for the professional interests of
hospital pharmacists and technicians, as well as those delivering a full range of
professional pharmacy services across the entire health system. Further information
may be found at www.shpa.org.au

The Pharmacy Guild of Australia (PGA)

The Pharmacy Guild of Australia delivers a range of services and benefits to assist
members in operating professional businesses that service the healthcare needs of
patients. The PGA has a history representing the interests of community pharmacy at
a state and federal level and with relevant industry bodies, in key policy areas such
as the Pharmaceutical Benefits Scheme, business, taxation and economic reform,
education and training, and workplace relations. It also provides information on
programs funded under the Community Pharmacy Agreements. Further information
may be found at www.quild.org.au
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Australian Association of Consultant Pharmacy (AACP)

The aim of the AACP is to ensure quality use of medicines by developing and
implementing accreditation for professional pharmacy services and gaining
recognition for these services. The main tasks of the Australian Association of
Consultant Pharmacy (AACP) are to develop and administer the accreditation
procedures for pharmacists wishing to provide professional pharmacy services, to
provide access to the specialised training necessary and to identify and develop new
services. AACP is jointly owned by The Pharmacy Guild of Australia and the
Pharmaceutical Society of Australia and is managed by a Board comprising four
nominees from each organisation. The Board is responsible for the policy and
operation of AACP. The Chair of AACP is rotated annually between the two
organisations. The AACP holds stewardship over specific areas of Pharmacy in
which key customers have an interest and sometimes specific expectations. In order
to balance the interests of shareholders, key stakeholder interests, expectations of
associate members and the independence of the advice provided by AACP staff, a
reporting and meeting structure is maintained. Further information may be found at
www.aacp.edu.au

Australian College of Pharmacy Practice and Management (ACPPM)

The College is a membership based not-for-profit registered training organisation
dedicated to providing postgraduate pharmacy educational opportunities with an
emphasis on continuing education for pharmacists. It has been providing continuing
postgraduate education materials online and in hardcopy since 2002.

The College offers Nationally Accredited Graduate Diplomas and Certificates and
specialised Practice Certificates in a convenient modular format which caters for
clinical practice up-skilling and business management development. Individual
modules allow pharmacists to maintain, update and improve their skills and
knowledge in all aspects of Pharmacy Practice and Management.

The College offers a Continuing Pharmacy Education (CPE) program that recognises
and records a pharmacist’s ongoing activity and participation in Continuing Education
Seminars, Workshops and Conferences. As part of this program, selected leading
pharmacy journals publish short self-assessment tests, which may be submitted to
the College for marking. Further information may be found at www.acp.edu.au

Australian Pharmacy Council Incorporated (APC)

The Australian Pharmacy Council (Inc) has representative(s) from: each pharmacy
registering authority, the Committee of Heads of Pharmacy Schools in Australia and
New Zealand, the Pharmaceutical Society of Australia.

The purposes of APC are manifold and include: to improve the consistency of the
standards of pharmaceutical education, registration and practice including proposing
model legislation, guidelines and codes of conduct; to implement assessment
procedures to determine professional competence; to accredit pharmacy education
providers and courses; and, to facilitate the exchange of information and cooperation
between and amongst members.
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Australian Pharmacy Examining Committee

The Australian Pharmacy Examining Committee (the Examining Committee)
(formerly known as the Australian Pharmacy Examining Council Inc) was established
to assist overseas trained pharmacists to obtain registration in Australia and thus
enable them to practise their profession in this country. On 1 December 2006 the
Australian Pharmacy Examining Council Incorporated (APEC) merged with the
Australian Pharmacy Council Incorporated (APC). The Examining Committee
continues to carry out its current functions as a standing committee of APC. Further
information may be found at www.pharmacycouncil.org.au

Association of Professional Engineers, Scientists and Managers
Australia (APESMA)

The Association of Professional Engineers, Scientists and Managers, Australia
(APESMA) is the largest national non-profit organisation representing professional
employees. lts 25,000+ members are found in all areas of public and private
employment across Australia. Members range from senior managers, and
employees of the largest enterprises, to the self employed and recent graduates.
APESMA is a non-profit organisation which operates for the benefit of its members.
It has a staff of over 110 experienced professionals, including over 70 experts in
workplace, legal, and professional remuneration matters, as well as an extensive
network of active members. APESMA maintains close ties with professional bodies
including the Institution of Engineers, Australia and the science-related learned
societies. These continuing links reinforce the professional identity of APESMA
members. Further information may be found at www.apesma.asn.au

Australian Self-Medication Industry (ASMI)

For over 30 years, the Australian Self-Medication Industry has represented
companies involved in the manufacture and distribution of non-prescription consumer
healthcare products and related firms. ASMI is the peak industry body for the
Australian self-care industry including consumer healthcare products ranging from
over-the-counter medicines (OTC) to complementary medicines. Also represented
by ASMI are companies providing manufacturers with services, such as advertising,
public relations, regulatory consultancy, legal advice and industry statistics. The
mission of ASMI is to promote better health through responsible self-care. This
means ensuring that safe and effective self-care products are readily available to all
Australians at a reasonable cost. ASMI works to encourage an integrative approach
to health, responsible use of OTC and complementary medicines by consumers and
an increasing role for cost-effective self-medication products as part of the overall
Australian health strategy. ASMI provides an authoritative voice for the consumer
healthcare products industry as the acknowledged point of consultation for
government, regulators, consumer organisations, professional organisations and
other stakeholders. ASMI also serves as an information hub, providing the industry
with the latest domestic and international developments affecting the self-care
industry in technical, regulatory, social and legal arenas. Further information may be
found at www.asmi.com.au
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Medicines Australia

Medicines Australia represents research-based pharmaceutical companies involved
in the discovery, development and manufacture of prescription medicines. The site
includes information on industry codes of practice, consumer information and
industry  action agenda.  Further information may be found at
www.medicineaustralia.com.au

Government and Regulatory Bodies

Adverse Drug Reactions Advisory Committee (ADRAC)

The ADRAC is a subcommittee of the Australian Drug Evaluation Committee
(ADRAC) and was formed in 1970 to advise the Therapeutic Goods Administration
on the safety of medicines, It is composed of independent medical experts who have
expertise in areas of importance to the evaluation of medicine safety. Further
information may be found at www.tga.gov.au/adr/adrac.htm

Australian Department of Health and Aging

Provides access to information on major government health programs and initiative,
including the PBS, plus departmental contact details and a link to the health portal
Healthinsite. The site contains comprehensive range of topics relevant for health
professionals (e.g.: doctors, health care educators, pharmacists, overseas trained
doctors etc); these topics being categorised by ageing, education and prevention,
conditions and diseases, health products and medicines, healthcare systems, rural
health, health priorities, services, ethical issues, gene technology. Further information
may be found at www.health.gov.au

Medicare Australia

Medicare Australia administers Australia’s publicly funded universal health scheme.
Medicare is intended to provide affordable treatment by doctors and in public
hospitals for all citizens and permanent residents. It also provides subsides for
prescriptions dispensed through the Pharmaceutical Benefits Scheme and also
provides incentive payments for pharmacists enrolled in the Quality Care Pharmacy
Program developed by the PGA. Further information may be found at
www.health.gov.au

National Drugs and Poisons Schedule Committee (NDPSC)

The NDPSC has been established under section 52B of the Therapeutic Goods Act
1989 and consists of State and Territory government members and other persons
appointed by the Minister such as technical experts and representatives of various
sectional interests. The NDPSC makes decisions on matters relating to the
scheduling of drugs and poisons in Australia and also provides guidelines on
labeling, packaging and advertising and also Trans-Tasman harmonisation. Further
information may be found at www.tga.health.gov.au/ndpsc
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National Health and Medical Research Council (NHMRC)

The NHMRC provides research support through a variety of mechanisms, including
support for individuals specific research projects and broad programs of research. All
researchers in Australia can apply for funding, through schemes ranging from
scholarships through to large research programs. Further information may be found
at www.nhmrc.gov.au

Pharmaceutical Benefits Advisory Committee (PBAC)

The charter of the PBAC is to decide whether, and, if so how, medicines should be
subsidised in Australia. For nearly 60 years, the Australian Government’s
Pharmaceutical Benefits Scheme (PBS) has provided reliable, timely and affordable
access to a wide range of medicines for all Australian residents.

Many medicines cost the Government much more than the patient pays — some
costing hundreds or even thousands of dollars. The Government provides a subsidy
so that the patient pays a standard fee. The benefit of this subsidy is received when
the patient has their prescription for a medicine filled under the PBS.

Current provisions governing the operations of the PBS are embodied in Part VII of
the National Health Act 1953 together with the National Health (Pharmaceutical
Benefits) Regulations 1960 made under the Act. The scheme is considered by many
to be one of the best drug subsidy systems in the world and approximately 80% of
prescriptions dispensed in Australia are subsidised under the PBS. The present
subsidies are up to $30.70 for most PBS medicines or $4.90 for patients having a
concession card. The Australian Government pays the remaining cost.

The PBS covered around 170 million prescriptions in the year to June 2005. This
equates to about eight prescriptions per person in Australia for the year.
The cost of the PBS is currently around $6.0 billion per year

Further information may be found through www.health.gov.au

Therapeutic Goods Administration (TGA)

The TGA is a division of the Commonwealth Department of Health and Aging. Its
charter is to ensure that therapeutic goods are assessed for safety, quality and
efficacy at a standard equal to that of comparable countries, and that the Australian
community has access within a reasonable time to modern therapeutic devices. The
website provides the Australian Adverse Drug Reactions Bulletin and information on
drug recalls. Further information may be found at www.tga.gov.au
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Educational Bodies

A list of Australian Universities that currently offer pharmacy courses may be found
by visiting the Links section at the APC’s website at www.pharmacycouncil.org.au

Registering Bodies

A list of the Australian Pharmacy Registering Authorities may be found by visiting the
Links section at the APC’s website at www.pharmacycouncil.org.au

9. Accreditation Processes

Quality Care Pharmacy Program

The Quality Care Pharmacy Program (QCPP) is a quality assurance program
dedicated to raising the standards of service provided to the public. The Program is
based on business and professional standards that have been developed by the
Pharmacy Guild of Australia, the Pharmaceutical Society of Australia and other
industry stakeholders.

The QCPP was initially launched in 1998 and since then the Program has gone from
strength to strength. Currently, over 86% of Australian Community Pharmacies are
accredited under the QCPP. A comprehensive review of the QCPP was conducted in
2005. The result of the review was the development of a more streamlined and user
friendly program, the QCPP 2" edition. All pharmacies currently accredited under
the 1% edition of the Program will be required to undergo an assessment against the
QCPP 2" edition Standards before 30 June 2008.

Any pharmacy within Australia can register with the QCPP whether they be PGA
members or not. Once a pharmacy has registered it is required to obtain the QCPP
2" edition materials which consist of one folder and a CD-Rom. The folder contains
the pharmacy standards, procedures, policies and example templates. The CD-Rom
contains soft copies of the QCPP materials and allows pharmacies to replace any
documentation as required.

To ensure that pharmacies meet the required Standard in all areas of their business,
they are required to undergo an external audit every two-years. These audits are
conducted by QCPP Licensed Assessors and are designed to protect the integrity of
the Program. The Assessors are specifically trained and have a background in the
pharmaceutical industry.

All pharmacies that attain accreditation, and remain financial under the Program, are
eligible to receive financial incentives which are administered by Medicare Australia.
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By increasing the number of accredited pharmacies in Australia, the QCPP aims to
ensure that Community Pharmacy provides a uniformed approach when delivering
professional services and customer care. In addition, QCPP accreditation
encourages strong support for the restrictions relating to the ownership of
pharmacies and the sale of Pharmacy Medicines and Pharmacist Only Medicines in
Community Pharmacies.

Australian Council of Healthcare Standards

The Australian Council on Healthcare Standards (ACHS) provides an accreditation
program for public and private hospitals in Australia. The core accreditation program
is the Evaluation and Quality Improvement Program (EQuIP), guiding organisations
through a four year cycle of Self-Assessment, Organisation-Wide Survey and
Periodic Review to meet ACHS standards.

When a hospital enrolls in the accreditation process, all departments in the hospital,
including pharmacy departments, are involved. The EQuIP standards include
standards that specifically apply to pharmacy services, either provided by an on-site
pharmacy, or services that may be provided through contractual arrangements with a
community pharmacy.

The ACHS undertakes a comprehensive EQuIP standards review and consultation
process every four years to ensure the standards remain current, continue to reflect
best practice and evidence and are achievable.

The review process

Commencing in November 2004, the review of EQuIP 3rd edition and development
of EQuIP 4 began with an examination of the relevant literature and a comparison of
the EQuIP standards and criteria with those of the UK, Canada, the USA, New
Zealand, Ireland, France and Japan. The ACHS established over ten different
working groups as well as reference panels, expert advisory groups and focus
groups throughout Australia for specific topics in addition to other consultative forums
and pilot studies. The final version of EQuIP 4 was subsequently adopted by the
Board in May 2006.

Through EQuIP 4 the focus of the program has been strengthened in relation to
clinical care and consumer participation. As part of the effort to increase the clinical
focus of EQuIP the arrangement of the EQuIP 3" edition standards into six topic
areas, known as functions, has been restructured into three topic areas: clinical,
support and corporate, for EQuIP 4.

The ACHS is confident that EQuIP 4 is a clear step forward in improving the safety
and quality of health care in Australia. The Standards address the safety and quality
issues identified as national priorities.

The ACHS provides a variety of products and services for accreditation and quality
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improvement for the full range of health care organisations.

Components of the program

EQuIP member organisations are guided by the ACHS through a four-year cycle
comprising:

Self-Assessment

Organisations need to assess their achievements and outcomes regularly to improve
performance. Using EQuIP organisations can compare and continually review their
performance against the ACHS standards. A self-assessment covering all 3 functions
is undertaken prior to the first on-site survey, for new EQuIP members. This provides
a starting point for comparative purposes to demonstrate improvement.

Self-Assessment Support Service

Twelve months after Organisation-Wide Survey and Periodic Reviews, organisations
will be required to complete and return a self-assessment to the ACHS, including
progress on recommendations from the previous survey. EQuIP Customer Services
Managers are available to give advice and counsel on any issue of concern
throughout the program including recommendations made by surveyors, difficulties
encountered in improving services or areas where ideas or options require further
discussion. Report is provided for each Self Assessment and is designed to give
helpful suggestions to organisations to improve the self assessment and for quality
improvement generally.

Organisation-Wide Survey

An Organisation-Wide Survey is conducted by ACHS surveyors. They are
experienced and trained industry peers who provide feedback on overall
performance. The survey involves several components including: a presentation
made by staff to demonstrate their achievements and improvements in all major
areas of the organisation's operations; verification by surveyors of the organisation's
achievements in relation to all the ACHS standards; and summation of the surveyors'
findings, recommendations and guidance for future action.

Periodic Review

Periodic Reviews are undertaken twenty-four months after the Organisation Wide
Survey by one or more ACHS surveyors, and are designed to further facilitate
ongoing improvement and maintenance of achievements. Reviews include and
action taken in response to recommendations from the previous survey and
organisational performance in relation to the 14 mandatory criteria.

Survey Reports

Following each survey and Periodic Review a summary of the surveyors' findings is
compiled to provide the organisation with a detailed assessment of its performance
against the ACHS standards and criteria, identification of areas where performance is
satisfactory or where further action is required, positive comments in areas of high
achievement, and suggestions and recommendations for improvement.
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ACHS Accreditation

Organisations that successfully achieve the ACHS standards through participation in
EQuIP are awarded ACHS accreditation. This official acknowledgement of an
organisation's commitment to continuous quality improvement is awarded after the
Organisation Wide Survey. As part of the EQuIP subscription organisations achieving
ACHS accreditation will receive a Certificate of Accreditation and a sign under
license from the ACHS.
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10. Pharmacy/Pharmacist Acts and Regulations

Australian Capital Territory

Health Professionals Act 2004

In the Australian Capital Territory pharmacists are regulated through the Health
Professionals Act 2004 (the Act). The Act is umbrella legislation covering not only the
regulation of pharmacists but also of all designated health professionals. A
pharmacist is defined as a health professional in Part 3 of the Act. Part 3 also
provides definitions of a ‘health service’ and a ‘regulated health service.

The main object of this Act is to protect the public from risk of harm by ensuring that
the people who provide health services are competent to provide health services and
to help health professionals in professions regulated by this Act to achieve and
maintain the required standard of practice. The Act achieves its object by:
‘...regulating health professions if appropriate; providing for clear criteria for
regulating health professions; providing for a system of registration of health
professionals that includes the issue of practising certificates for continuing
registration; providing for a system that continuously reviews the standard of practice
of health professionals; setting up health profession boards to regulate health
professions; providing a system for the public to report concerns about the standard
of practice of particular health professionals; and, providing a system for dealing with
reports about health professionals’ contravention of the required standard of practice
or failure to satisfy the suitability to practice requirements... .

Part 4 of the Act, Regulation of health professions’ addresses the processes to be
undertaken by the ACT Executive to regulate a profession.

Part 5 of the Act, Health professional boards, covers the establishment and functions
of the boards together with the obligations of the boards and their reporting functions.
The Part also defines the legal status of the boards and other statutory matters.

Part 6, Regulation of health professionals, covers who may be registered as a health
professional. This part also authorises a board to undertake a review of a health
professional’s practice including asking a registrant a series of questions or requiring
a registrant to undertake any examination or test it might require.

Part 7, Health professions tribunal, Part 9, Reporting, Part 10, Joint consideration
with commission, Part 11, Personal assessment panels, and Part 12, Professional
Standards Panels, covers matters relating to complaint, investigation and disciplinary
hearings and will be further discussed in Section 16 (Complaint Investigations and
Discipline).

Part 8, Offences, covers offences against the Act including the provision of regulated
health services by unregistered people and the false representation of a person as a
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health professional. It also requires that a registrant comply with a requirement of a
condition on the professional’s registration while providing a service and makes it an
offence to direct a person to engage in unprofessional conduct. It also makes it an
offence to practice without indemnity insurance if such is required by regulation, and
for a pharmacist to supply drugs or medicines that do not comply with standards
applicable under the Therapeutic Goods Act 1989 (Cmith) or a standard stated in the
Australian Pharmaceutical Formulary,

Health Professionals Regulation 2004

The objective of Health Professionals Regulation 2004 (the Regulations) is to
prescribe particulars and information relating to the Health Professionals Act 2004.

It prescribes particulars relating to the Health Professional Boards including their
establishment, membership and elections, meetings and functions.

Section 3 addresses the registration of health professionals (including pharmacists)
and includes applications for registration, end of registration and renewal, and
maintaining competence and continual professional development.

Required standards of practice are addressed in Section 4 and discuss in general
terms the required minimum standard of practice. If a health professional breaches
this part, they are taken to have breached the required standard of practice and may
be judged not competent to practise unless the health profession board decides
otherwise.

Schedule 5 is that section of the Regulation that relates specifically to pharmacists
and includes: standards of premises, the maintenance and demonstration of
professional development and continued competency, board membership, the fact
that pharmacists practicing in the ACT require indemnity insurance, various
circumstances surrounding conditional registration, and the operation of a pharmacy
on the death of a pharmacist.

The Regulations also include Pharmacy Standards Statements which are the
detailed benchmark for professional standards for pharmacists in the ACT. These are
contained in a Notifiable Instrument to the Act and can be found on the ACT
legislation register. Currently there are 23 Standards Statements which are added to
or reviewed on an ongoing basis. All pharmacists practising in the ACT should be
familiar with the statements.

New South Wales

Pharmacy Practice Act 2006

The Pharmacy Practice Act 2006 (the Act) is due to commence in New South Wales
in 2007. At the time of writing the Pharmacy Practice Bill 2006 has passed through
both Houses of Parliament and is anticipated to commence mid-2007. At the time of
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commencement the existing Pharmacy Act 1964 will be repealed. The notes
following refer to the new legislation.

The object of the Act is to protect the health and safety of members of the public in
relation to the practice of pharmacy including by providing mechanisms to ensure
that pharmacists are fit to practise.

Part 2, Registration, makes it an offence for persons who are not registered as a
pharmacist to indicate they practise or are qualified to practise pharmacy. Part 2
goes on to define the qualifications for registration, competence and impairment. As
well as full registration the Act addresses issues relating to registration during
internship, provisional and temporary registration, the power of the board to impose
conditions on full registration and cancellation and suspension provisions.

Part 3, Practice of pharmacy, includes provisions relating to the conduct of practice,
control of pharmacies and returns and information. Under the ‘conduct of practice’
the Act provides for the establishment by the Board of a code of professional
conduct, the provisions of which are relevant in determining (for the purposes of this
Act) what constitutes proper and ethical conduct by a pharmacist. Under the ‘control
of pharmacies’ the Act provides for pharmacies to be approved and holders of
pecuniary interests registered, for notification of pecuniary interests in pharmacy
businesses and restrictions on same, and exemptions for friendly societies and
certain bodies corporate. The number of pharmacies in which a pharmacist may have
a pecuniary interest is also limited by the Act.

Part 4, Complaints and disciplinary proceedings, and Part 6, Appeals and review of
disciplinary action, will be discussed in Section 16, (Complaint Investigations and
Discipline).

Part 5, Impairment, provides powers for the Board to deal with impairment in regard
to pharmacists. For the purposes of the Act , a person suffers from an impairment
‘...If the person suffers from any physical or mental impairment, disability, condition
or disorder that detrimentally affects or is likely to detrimentally affect the person’s
physical or mental capacity to practise pharmacy...’. Matters involving possible
impairment of pharmacists may be referred to the Board by any person or by the
Health Care Complaints Commission. Matters of impairment are assessed by an

Impaired Registrants Panel constituted under the Act.

Part 7, Pharmacy Board, provides for the constitution, functions, membership and
other provisions of the Board.

Part 8, Pharmacy Care Assessment Committee, outlines the constitution, functions,
membership and other provisions relating to the Committee.

Part 9, Impaired Registrants Panels, outlines the constitution, functions, membership
and other provisions relating to a Panel.
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Part 10, Pharmacy Tribunal, outlines the constitution, functions, membership and
other provisions relating to a Tribunal. The Part also provides for the proceedings of
a Tribunal and matters relating to inquiries, appeals and other proceedings before a
Tribunal.

Part 11, Prohibition against directing or inciting misconduct, prohibits a person who
employs a registered pharmacist from directing or inciting the pharmacist to engage
in conduct in the course of professional practice that would constitute unsatisfactory
professional conduct or professional misconduct. The Part contains extended
concepts of the terms ‘employment’ and ‘carrying on business’, where a conviction
may prohibit an offender from carrying on a pharmacy business.

Part 12, Miscellaneous, covers a number of miscellaneous matters which includes:
the service of documents on the Board, notice of disciplinary action to other Boards,
false or misleading entries and statements, authentication of documents, and the
appointment and powers of inspectors.

The following schedules are included in the Act:

Procedures for registration as a pharmacist.

Procedures for approval of premises and registration of pecuniary interests.
Provisions relating to members of Board.

Provisions relating to procedure of Board.

Provisions relating to Committee.

Proceedings before Tribunal.

Amendment of others Acts and instruments.

Savings and transitional provisions.

oNOoOOOh~WDN =

Pharmacy Practice Regulation 2007
At the time of writing the Pharmacy Practice Regulation 2007 is being drafted.

Northern Territory

Health Practitioners Act 2004

In the Northern Territory pharmacists are regulated through the Health Practitioners
Act 2004 (the Act). The Act is umbrella legislation covering not only the regulation of
pharmacists but also of all health professionals registered or enrolled under the Act.
Pharmacy is a category of health care practice defined pursuant to section 6 of the
Act.

The objectives of this Act “...are: to protect and promote the health and safety of the
people of the Territory; to promote the highest standard of professional health care
practice in the Territory; to determine the standards for registration and enrolment of
health practitioners and for professional health care practice in the Territory; and, to
facilitate the continuing competence of health practitioners in the Territory...".
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Part 2 of the Act, Health Practitioner Registration Boards, covers the establishment
and functions of the boards together with the obligations of the boards and their
reporting functions. The Part also defines the legal status of the boards and other
statutory matters. It also empowers a Board to adopt policies and guidelines for the
purpose of providing practical guidance to health practitioners in the category of
health care practice for which it is established. Therefore the Pharmacy Board of the
Northern Territory is able to adopt a code of professional practice, or other standards
or guidelines for the purposes of the Act.

Part 3, Registration and Enrolment, covers the categories of registration and
enrolment, requirements for application of registration or enrolment and the
processes of determination of such entitlement, restricted practice areas, and the
issuing of certificates. All registrants are issued with a certificate of registration (or
enrolment) and a practising certificate. The Board will also keep a register of
practitioners.

Part 4, Professional Conduct, includes matters of complaint and discipline and will be
discussed in Section 16 (Complaint Investigation and Discipline).

Part 5, Impaired Health Practitioners, provides the Board with powers to address
matters relating to impairment. A person may notify the relevant Board if he or she
considers a health practitioner's ability to practise is or may be affected by the health
practitioner's addiction to alcohol or another drug; lack of mental or physical
competence; or state of health. The Board may appoint a person or persons to
investigate the matter. If it is satisfied that a health practitioner's ability to practise is
or may be affected it may do either or both of the following: accept an undertaking
from the health practitioner to take or refrain from taking specified action; impose any
condition that it thinks fit on the health practitioner's right of practice or authorisation;
or may decide to take no action under this Part but refer the matters relating to the
health practitioner to be investigated under Part 4 or 6.

Part 6, Performance Assessment, empowers the Board to assess ‘...a health
practitioner's professional performance is a reference to the knowledge and skill
possessed and applied by the health practitioner in the category of health care
practice for which he or she is registered or enrolled...’. Further ‘...a health
practitioner's professional performance is unsatisfactory if it is below the standard
reasonably expected of a health practitioner of an equivalent level of training or
experience...’. This Part further defines the assessment process by an assessor and
the performance assessment hearing by the Board.

Part 7 covers the appeals process.
Part 8, Offences, identifies that actions that are offences against the Act which

includes practising when not registered, unauthorised use of certain titles, offences of
dishonesty and obstruction, intimidation and unconscionable conduct.
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Part 9, Miscellaneous, includes the obligations to provide information and
administrative and legal matters.

The following schedules append the Act:
1 Membership of Boards
2 Provisions in respect to membership of Board
3 Provisions in respect to meetings of Board
4 Powers and procedures of Committee and Tribunal
5 Provisions in respect to membership of Tribunal
6 Provisions in respect to proceedings of Tribunal
7 Protected titles
8 Provisions relating to pharmacies
9 Repealed Acts
10 Savings and transitional provisions

Schedule 8, Provisions Relating to Pharmacies, includes dictionary definitions,
pharmacy ownership, the conduct of pharmacy businesses and pharmacy services,
and the unauthorised use of certain titles.

Part 7, Health professions tribunal, Part 9, Reporting, Part 10, Joint consideration
with commission, Part 11, Personal assessment panels, and Part 12, Professional
Standards Panels, covers matters relating to complaint, investigation and disciplinary
hearings and will be further discussed in Section 16 (Complaint Investigations and
Discipline).

Part 8, Offences, covers offences against the Act including the provision of regulated
health services by unregistered people and the false representation of a person as a
health professional. It also requires that a registrant comply with a requirement of a
condition on the professional’s registration while providing a service and makes it an
offence to direct a person to engage in unprofessional conduct. It also makes it an
offence to practice without indemnity insurance if such is required by regulation, and
for a pharmacist to supply drugs or medicines that do not comply with standards
applicable under the Therapeutic Goods Act 1989 (Cmith) or a standard stated in the
Australian Pharmaceutical Formulary.

Queensland

Pharmacists Registration Act 2001

The Pharmacists Registration Act 2001 (the Act) commenced in February 2001. It
replaced the Pharmacy Act 1976 which was repealed. The Act is part of a legislative
scheme consisting of the health practitioners registration acts, the Health
Practitioners Registration Boards (Administration) Act 1999 and the Health
Practitioners (Professional Standards) Act 1999.

The objects of the Act are to protect the public by ensuring health care is delivered by

registrants in a professional, safe and competent way, to uphold the standards of
practice within the profession, and to maintain public confidence in the profession.
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These objects are to be achieved by establishing the Pharmacists Board of
Queensland, providing for the registration of persons under this Act, imposing
obligations on persons in relation to the practice of the profession, and providing for
compliance with the Act to be monitored and enforced.

Part 2 of the Act, Pharmacists Board of Queensland, addresses the establishment
and functions of the Board, its membership, the business of the Board, board
committees, disclosure of interest by board members and committee members, the
Minister’s power to give directions to the Board in the public interest, and matters to
be included in the Board annual report.

Part 3, Registration, addresses matters related to the registration of pharmacists,
including who may apply for registration and the procedural requirements for
applications. The eligibility for general registration is, of necessity, very detailed and
covers: qualifications for general registration, fitness to practice the profession
(including matters of an applicant’s health, command of the English language and
criminal history) and the training, practice and experience required for general
registration. Further subdivisions of the Part cover the powers of the Board to
investigate, make decisions on and impose conditions on the general registration of
an applicant.

Further divisions of Part 3 cover provisional general registration, renewal of general
registrations, restoration of general registrations, cancellation of general registrations,
reviewing conditions of general registrations, special purpose registrations and
finally, general provisions about registrations.

Part 4, Obligations of Registrants and Other Persons, details the issues of restricted
tittes and ‘holding out’, notification of business names and other details, the
obligations of advertisers and information that may appear in advertisements, the
autonomy of registrants and court orders and injunctions and reprisals. Also
addressed under Part 4 are the ownership provisions of the Act and the restrictions
on who may own a pharmacy business. In brief ownership is restricted to a
pharmacist or a corporation whose directors and shareholders and a combination of
registrants and relatives of registrants in which the majority of shares are held by
registrants. There is also provision for ownership by friendly societies and another
entity. There are also restrictions on the number of businesses in which a persons
may have a beneficial interest and what may happen to a business in the case of
suspension or cancellation of registration, death or bankruptcy. It should be noted
that there are no powers prescribed in the Act relating to the registration of pharmacy
businesses although there is a requirement to notify the Board of business names or
changes in business names.

Part 5, Investigation and Enforcement, defines the appointment, functions and
powers of inspectors. Inspectorial power includes powers to enter places, seize
evidence and obtain information. This part also includes general enforcement matter
such as the penalties for providing false or misleading information or documents or
obstructing or impersonating inspectors.
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Part 6, Appeals, details processes related to appealing decisions of the Board in
regard to matter of registration, either general or special purpose.

Part 7, Legal Proceedings, relates to evidence and proceedings brought by the Board
for offences against the Act (rather than matters related to disciplinary action). For
the purposes of the Act the offence of reprisal is an indictable offence while any other
offence is a summary offence.

Part 8, Register, Records and Information, defines the information to be kept in the
Board’s register of pharmacists, the circumstances of inspection of the register by
members of the public, other records that must be kept such as cancellation or
conditional registration, and the confidentiality of information.

Part 9 covers a number of miscellaneous items including abandoned and other
health records, continuing professional education of registrants and other provisions.

Part 10 contains the repeal, transitional and saving provisions related to the
commencement of the legislation.

Currently the Act contains two schedules, Schedule 1 (Decisions for which
information notices must be given) and Schedule 4, a dictionary.

Note: The Pharmacists Registration Act 2001 does not include matters relating to
complaint, investigation or discipline. These are addressed in the Health Practitioners
(Professional Standards) Act 1999 (see Section 16).

Pharmacists Registration Regulation 2001

The Pharmacists Registration Regulation 2001 (the Regulation) lists the
qualifications for general registration, the prescribed training course for general
registration, requirements for supervised practice and the period of registration. It
also requires a pharmacist to notify the Board of a change of name or address.

The regulation also sets out the fees payable under the Act.

South Australia

Pharmacists Act 1991

The objects of the Pharmacists Act 1991 (the Act) are to register pharmacists,
exercise general oversight over standards of practice, monitor courses of instruction
and training while consulting with educational authorities in relation to the
establishment, maintenance and improvement of such courses. The Board is
empowered by the Act and must exercise these functions with a view to ensuring the
community is provided with pharmacy services of the highest standard and to
achieve and maintain professional standards of competence and conduct in the
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practice of pharmacy.

Part 2, Board, addresses the constitution, functions and administrative provisions of
the Board.

Part 3, Registration and Practice, states a person is eligible for registration as a
pharmacist, if that person: is of or above the age of 18 years; is a fit and proper
person to be so registered; has prescribed qualifications and experience in the
practice of pharmacy; and fulfils all other requirements prescribed by the regulations.
(Further matters relating to registration are discussed in 11. Registration.

Subject to the Act, a company is also eligible for registration as a pharmacist if it
satisfies section 18(2)(a) and (b).

Applications for registration must be in the prescribed form and accompanied by the
prescribed fee as well as furnishing the Board with such information and documents
as it may specify.

Part 3 also includes a Division on the Practice of Pharmacy. This Division covers: the
obligation to be registered, the prohibition on ‘holding out’ and the prohibition on the
use of certain words, recency of practice, pharmacists holding indemnity insurance,
registration of premises and the limitation on the number of pharmacy businesses a
person or a company may own. The following Division addresses the special
obligations of companies.

Part 4, Investigation and Inquiries, is discussed in Section 16. (Complaint
Investigations and Discipline).

Part 5, Appeals, addresses matters relating to appeals to the Supreme Court against
any decision or order of the Board. The Supreme Court may suspend an order of the
Board while the matter of the appeal is being determined. The Supreme Court may
also vary or revoke any condition imposed by the Board.

Part 6, Miscellaneous, includes: penalties for a breach of condition, protection from
personal liability for Board members or staff, evidentiary provisions and the
punishment of conduct that constitutes an offence pursuant to the Act. Also all
offences against the Act are Summary offences.

Regulation

The Pharmacist Regulations 2006 (the Regulations) provide a series of rules or
orders that apply to the Pharmacists Act 1991. Sections 5-6 state the eligibility for
registration including the qualifications.
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Tasmania

Pharmacists Registration Act 2001

The objectives of the Pharmacists Registration Act 2001 (the Act), through the
activities of the Board, is to ensure that: services that registered pharmacists provide
to the public are of the highest possible standard, ensure that persons who engage in
the practice of pharmacy do so according to the highest professional standard, and
guard against unsafe, incompetent and unethical practices by registered
pharmacists.

Part 2, Pharmacy Board, covers the membership, function, powers and objectives of
the Board. The Board comprises 5 registered pharmacists nominated by the Minister
and 2 persons, not pharmacists, who represent the consumers of the services that
pharmacists provide. This part also addresses Board committees’, employment of
staff including a registrar and financial and reporting requirements. Part 2 also
empowers the Board to make by-laws, referred to as the ‘Pharmacy Code’.

Part 3, Registration, defines who is entitled to apply for registration, the determination
of that entitlement by the Board, the process of granting or refusing registration, and
the matter of the register of pharmacists. Persons applying for registration must
possess an approved qualification or passed a qualifying examination in pharmacy
held by a prescribed national body, complete an approved pre-registration program
to the satisfaction of the Board, passed any approved examination in the course, and
passed an examination set by the Board.

In establishing a person’s entitlement to registration the Board may satisfy itself that
the applicant has the physical and mental capacity to engage in the practice of
pharmacy, is of good fame and character and has an adequate command of the
English language. The applicant must also be an Australian citizen or resides in a
State or Territory of the Commonwealth, and is also required to make adequate
professional indemnity arrangements.

Part 4, Discipline, and Part 5, Appeals, will be discussed in Section 16 (Complaint
Investigation and Discipline)

Part 6, Offences, addresses offences against the Act including engaging in the
practice of pharmacy when not a registered pharmacist, holding out to be a
pharmacist when not registered, making use of unauthorised titles, or directing,
inducing, assisting or allowing a registered pharmacist to engage in any conduct
which is like to constitute professional misconduct. This Part also limits the number of
pharmacy businesses a pharmacist may have a beneficial interest in to 4.

Part 6A, Registration of Pharmacy Business Premises, requires that a person must
not use any premises for the purposes of a pharmacy business unless approval by
the Board has been granted. The Board may periodically review the registration
having regards to the objectives of the Act.
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Part 7, Miscellaneous, covers a number of assorted matters including: fitness to
practice notices, information about bodies corporate, administrative and legal
matters, and a section addressing consequential and transitional sections of the Act.

The Act is appended by Schedules 1-7.

Victoria

Pharmacy Practice Act 2004

The objects of the Pharmacy Practice Act 2004 (the Act) are to protect the public by
providing for the registration of pharmacists and investigations into professional
conduct, professional performance and ability to practise of registered pharmacists;
to protect the public by providing for the registration of pharmacy students; to
regulate the operation of pharmacy businesses, pharmacy departments and
pharmacy depots; to regulate advertising by the profession and to establish the
Pharmacy Board of Victoria.

Part 2, Registration, addresses matters related to registration of pharmacists.
Requirements for registration include the successful completion of a course of study
in pharmacy practice approved by the Board, a period of supervised training in
pharmacy and the successful completion of a Board examination. The Act also
contains fitness to practice requirements including physical or mental impairment,
lack of demonstrated competency in English, alcohol or drug dependence and a
criminal record. Pharmacists practising in Victoria are also required to hold
professional indemnity insurance.

The Act also allows for specific registration to enable an applicant to fill a teaching or
research position in pharmacy practice approved by the Board. The Act also allows
for the registration of pharmacy students to enable them to undertake supervised
training. The Act also allows for non-practising registration. The Act has specific
requirements for the renewal of registration and also retraining after periods out of
practice. The Board is also required to keep a register of pharmacists including
specific particulars.

Part 3, Pharmacies, Pharmacy Departments and Pharmacy Depots, Includes
requirement for the ownership and operation of pharmacy businesses, the
establishment of pharmacy businesses and pharmacy departments, the approval
process, and the establishment and operation of pharmacy depots. Pharmacists also
have a responsibility to notify the Board of their involvement in a pharmacy business
or pharmacy department. The part also covers matters of supervision and access,
and also the dispensing and recording of prescriptions.

Part 4, Investigations, Part 5, Review by VCAT, and Part 6, Offences and Regulated
Conduct, will be addressed in Section 16 (Complaint Investigations and Discipline).
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Part 7, Administration, covers the establishment, membership and the powers,
functions and consultation requirements of the Board. Also included are sections
addressing matters of the resignation or removal of Board members, approved
methods of communication for the Board, delegations and procedures.

Part 8, Reporting and Financial Provisions, covers the Board Fund, investment
powers, powers in relation to fees and the repayment of advances.

Part 9, Enforcement and Supplementary Provisions, detail the proceedings for
offences, authorised persons to assist in enforcement and the powers associated
with entry to premises, examination of documents and the seizure of things. While
the Act protects against self-incrimination it is an offence to give false or misleading
information or to hinder or obstruct authorised persons.

Part 10, Regulations, gives powers to the Governor in Council to make regulations
with respect to a number of Board functions including: registration, the approval of
pharmacies, the maintenance of records of dispensing, forms for the purposes of the
Act, time limits, penalties and any matter of thing required or permitted necessary to
be prescribed to give effect to the Act.

Pharmacy Practice Regulations 2005

The objective of the regulations is to prescribe particulars and information relating to
registration under the Pharmacy Practice Act 2004. Currently it prescribes the
particular that must be contained in an application for registration as a pharmacist,
and the prescribed information that must be included on a certificate of registration.

Western Australia

Pharmacy Act 1964

The Pharmacy Act 1964 (the Act) commenced on 1 July 1965. While the objects of
the Act are not specifically spelt out, its clear intent is to protect the public by
ensuring pharmacy services are delivered in a professional safe and competent way,
thereby upholding standards of practice within the professional and maintaining
public confidence in the profession.

Part 2 of the Act, Administration, addresses the establishment, function and powers
of the Council of the Pharmaceutical Society. The Act is administered by the
Pharmaceutical Council of Western Australia, a statutory authority like those in other
states, but which, uniquely in Australia, is additionally required by the Act to manage
the Pharmaceutical Society of Western Australia. Part 2 includes the election of
Council, meetings of Council, how the funds accumulated by Council may be utilised
and the provision of an annual report.

Part 3, Registration of pharmaceutical chemists and pharmacies, states the
qualifications for registration, the processes of registration for pharmacists and the
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restrictions on the carrying on of a pharmacy which includes the fact that the
pharmacy must be registered in accordance with the provisions of the Act. Also
included are fees for registration and the fact that a list of pharmacists is required to
be published in February of each year.

Part 4, Provisions relating to the practice of pharmacy, includes a provision requiring
that a pharmacist, as well as being registered with the Council must also be licensed
to practice as a pharmacist. Also included in Part 4 are the limitations as to beneficial
interests in pharmacy businesses, alterations to the register of pharmacists, the
notices to be given regarding change of address or death and the notification to the
Council where a pharmacist is going to take charge of a pharmacy business for a
period exceeding 3 days. Part 4 also includes matters relating to investigation and
discipline which will be discussed in section 4.7

Part 5, Miscellaneous provisions, includes matters related to: persons entitled to
carry on business as pharmacists and those who may manage such businesses;
advertising prohibitions, titles that only may be used by pharmacists; restrictions on
who may dispense; limitations on trading; the prohibition on automatic (dispensing)
machines; and other matters involving legal procedures by Council.

The schedules appending the Act list the Acts repealed by this Act, the layout of the
register of pharmaceutical chemists and the pro forma certificate of registration as a
pharmaceutical chemist.

Pharmacy Act Regulations 1976

The Pharmacy Act Regulations 1976 (the Regulations) provide a series of rules or
orders that apply to the Pharmacy Act 1964.

Part 2 provides the rules for the operation of the Council of the Pharmaceutical
Society.

Part 3, Examinations and practical training, states the prescribed examinations, the
process of applying to sit the examination, and the practical training requirements.

Part 4, Registration of pharmaceutical chemists, lists the recognised board and
societies, the form of application for registration, the information to be provided by the
applicant and that any change of registration details must be notified to the Council.

Part 5, Annual licences to practise, states the process for applying for a licence, the
form of the licence, the form of the notice of refusal, and the fact that the licence must
be kept at a place of practice.

Part 6, Registration of pharmacies, covers the application, consideration by Council,
requirements, conditions that may be placed on registration, alteration, cancellation
and the notification thereof, the fact that registration of a pharmacy is not transferable
and the processes in the case where a business is ceased.
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Part 7, Advertising, states what is permitted and not permitted in advertising, the fact
that signs must be removed where a premises is vacated, and an interpretation
including definitions of the terms ‘advertising’ and ‘pharmaceutical chemist’.

Part 8, Proceeding, is the form of certificate given pursuant to section 40A(6)(a) of
the Act.

Part 9, Miscellaneous, states that books or records be kept for 2 years, that a Council
officer may inspect premises, books etc, that making false or misleading statements
in relation to any application for registration as a pharmacist or of premises is an
offence against the Act, and also any person who contravenes or neglects, refuses,
or fails to comply with any provisions of these regulations shall be guilty of an
offence.
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11. Registration Processes

Currently there is no national registration of pharmacists in Australia. Registration is a
state-based process where the responsibility for registration as a pharmacist is
vested with state or territory pharmacy boards. While each of the boards is
independent there is a high degree of harmonisation of the processes involved.

In general terms, initial registration as a pharmacist with an Australian registering
authority will require:

e a degree or qualification from a university or institution recognised by the
relevant board;

satisfactory completion of a given period of supervised practice;

satisfactory completion of a training program recognised by the relevant board;
the passing of a board examination;

demonstration of fitness to practise as defined in the relevant Act.

These requirements for registration clearly align with the objectives of many of the
Acts, especially those Acts commenced in the last few years, which can be generally
stated in terms of protection of the public by ensuring health care is delivered by
registrants in a professional, safe and competent way, of upholding the standards of
practice within the profession, and of maintaining public confidence in the profession.

It should also be noted that through mutual recognition legislation, pharmacists
registered with one Australian registering authority are able to register with any other
registering authority. In addition Trans-Tasman mutual recognition legislation has
also simplified the registration procedures between Australia and New Zealand
although at the time of writing there is no mutual recognition arrangement between
Western Australia and New Zealand.

Qualifications for General Registration

The qualifications for general registration may be defined in the registration act or,
more commonly, prescribed under a regulation. Some acts may also recognise a
qualification that is substantially equivalent to, or based on similar competencies to
that required for a current Australian qualification, or where the applicant has passed
a qualifying examination in the profession, such as the APC Stage |l Examination,
recognised by the board.

Supervised Practice

Periods of supervised practice required to fulfil the requirement for registration vary
slightly from state to state, but in all cases approximately equate to a period of a
year. Some acts or regulations express the period as a number of hours to be
worked over not less than a defined period (the Queensland Act for example
expresses the period as ‘...1824 hours to be worked over at least 48 weeks...’). Acts
may also prescribe the minimum time that has to be worked in a training pharmacy to
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count toward the total number of hours.

Training Required for General Registration

Training programs are either prescribed in the relevant act or regulation or approved
by the board. The training program can either be provided by the board itself or
provided by another entity, such as a professional society (e.g. the Pharmaceutical
Society or Australia).

In some cases a board is able to accept a training program that is substantially
equivalent to a prescribed training course, having regard to the course objectives and
competencies, outcomes and subject matter.

Fitness to Practise the Profession

Most Acts authorise a board to have regard to an applicant’s fithess to practise the
profession. Generally, in deciding whether an applicant is fit to practise, the board
may have regard to a range of matters including an applicant’s:

e mental and physical health;

command of the English language;

criminal history;

history if a previous registrant;

qualification if more than 3 years old; and

any other issue relevant to the applicant’s ability to competently and safely
practise pharmacy.

Board Examinations

In most jurisdictions boards are authorised to conduct examinations prior to the
granting of registration to satisfy themselves that candidates for registration are
competent to practise. These examinations may be in addition to any examinations
or assessments undertaken as part of the training required for general registration.

The requirements of the individual states regarding pre-registration are summarised
in Table 1.
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Table 1

State Pre-registration | Supervised Fitness to | Board
training practice practise Examination
programs period provisions

ACT See NSW (ACT is | See NSW No but must sign | See NSW
commencing a pre- a declaration of
registration  program competence.

for University of
Canberra  graduates
from July 2007

NSW PSA-NSW Pharmacy | 2000 hours or Yes Yes
Graduate Training | 52 weeks
Course (minimum 30 hrs

and maximum 45
hrs per week)

Northern See South Australia See South No

Territory Australia

Queensland PSA Pre-registration | 1824 hrs over at | Yes No. Examination
training program least 48 weeks included in

training program

South Provided by | 52 weeks The person is “a | Yes
Australia Pharmacy Board of fit  and proper
Sth Australia person to be so
registered”
Tasmania Graduate 12 months Yes Yes

Accreditation Program

Victoria PSA Pre-registration | 2280 hrs of which | Yes Yes
Training Program, or | 456 may be
Monash University | undertaken while
Pharmacy Pre- | an undergraduate
registration Course &

Graduate Certificate in
Pharmacy Practice

Western Pre-registration 2500 hrs of which | No. Yes
Australia Training Program 500 may be
undertaken while
an undergraduate.

Renewal of Registration

Acts usually stipulate that a board give general registrants notice of the imminent
expiry of their registration. However, it is the responsibility of registrants to ensure
they fulfil the procedures required for the renewal of registration. Applications are
usually required to be on an approved form and be accompanied by a registration fee
together with any documents the board reasonably requires to decide applications.
The approved form may require information to be verified by a statutory declaration.

Legislation may require applicants to provide the board with information relating to
their recent practice and/or continuing professional development or education
programs that have been undertaken during the previous registration period. The aim
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of this information is to assist in informing the board of registrants’ competency to
practice. If a board is not satisfied an applicant has satisfied recency of practice
requirements of an act, or has been deficient in continuing professional development
or education, it may still renew registration while imposing conditions it considers
sufficient to address the extent to which an applicant has not satisfied requirements.
In extreme cases a board may not renew registration, where, for example, an
applicant could not demonstrate any reasonable connection to the profession over a
number of years.
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12. Medicine Registration and Regulation

Australian Register of Therapeutic Goods

The main aim of the Therapeutic Goods Act 1989 is to establish and maintain a
national system of controls relating to the quality, safety and efficacy of therapeutic
goods. ‘Therapeutic Goods’ include medicines, medical devices and blood products.

Therapeutic goods marketed in Australia must be included in the Australian Register
of Therapeutic Goods (ARTG) unless they are exempt from such inclusion the
Therapeutic Goods Regulations 1990. The ARTG is divided into two parts; the first
part is for Listed Goods, the second part for Registered Goods.

Listed goods contain ingredients that are generally considered to be safe. These
substances are listed in the Therapeutic Goods Regulations 1990 and are a diverse
range of compounds, not usually included in a poisons schedule. These goods are
not evaluated for any therapeutic claims that may be made about them, nor is there
any evaluation regarding shelf-life or stability. Listed goods are denoted by the
symbol AUST L followed by an identifying number.

Registered goods are those therapeutic goods whose active ingredients are not listed
in the Therapeutic Goods Regulations 1990. Applications for Registered Goods are
fully evaluated by the TGA, usually through one of its expert advisory committees.?
Registered goods are denoted by the symbol AUST R followed by an identifying
number.

National Drugs and Poisons Schedule Committee

Australia has a uniform process for the scheduling of medicines and poisons through
the agency of the National Drugs and Poisons Schedule Committee (NDPSC) a
committee constituted under the Therapeutic Goods Regulations 1990.

The NDPSC is a statutory committee established under the Therapeutic Goods Act
1989 (as amended) ("the Act") and the Therapeutic Goods Regulations 1990 (as
amended). Membership includes representatives from the Commonwealth and states
and territories, the TGA, the Australian Pesticides and Veterinary Medicines Authority
(APVMA), Medsafe and the Environmental Risk Management in New Zealand,
experts in a range of disciplines and representatives from industry, consumers and
practising pharmacists. The current membership of the NDPSC and the Secretariat
contact details may be found at the NDPSC website www.tga.gov.au/ndpsc.

The Standard for the Uniform Scheduling of Drugs and Poisons (SUSDP) and its
Amendments contain the decisions of the NDPSC regarding the classification of

8 The evaluation committees of the TGA include: Australian Drug Evaluation Committee

(ADEC); Medicines Evaluation Committee (MEC); and Complementary Medicines Evaluation
Committee (CMEC).
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drugs and poisons into Schedules for inclusion in the relevant legislation of the
States and Territories. The SUSDP also includes model provisions about containers
and labels, a list of products recommended to be exempt from those provisions, and
recommendations about other controls on drugs and poisons. The SUSDP is
presented with a view to promoting uniform scheduling of substances and uniform
labelling and packaging requirements throughout Australia. The decisions of NDPSC
in relation to the Standard for the Uniform Scheduling of Drugs and Poisons
(SUSDP) have no force in Commonwealth law but are recommended for
incorporation into State and Territory drugs/poisons legislation.

The Amendments to the SUSDP include recent decisions of the NDPSC and must be
read in conjunction with the SUSDP, not as stand-alone documents. The SUSDP and
its three Amendments are consolidated annually and available for purchase as an
annual subscription item. The SUSDP is not, at this time, available electronically.

The general structure of the SUSDP in regard to scheduled medicines is as follows:

Schedule 1 - Poisons of plant origin of such danger to health as to warrant their being
available only from medical practitioners, nurse practitioners authorised under
section 23(2)(e), pharmaceutical chemists or veterinary surgeons.

Schedule 2 — Poisons for therapeutic use that should be available to the public only
from pharmacies, or if there is no pharmacy service available, from persons licensed
to sell Schedule 2 poisons.

Schedule 3 — Poisons for therapeutic use that are dangerous or are so liable to
abuse as to warrant their availability to the public being restricted to supply by
medical practitioners, pharmaceutical chemists, dentists or veterinary surgeons.
Schedule 4 — Poisons that should, in the public interest, be restricted to prescription
or supply by a medical practitioner, dentist, veterinary surgeon, or nurse practitioner
authorised under section 23(2)(e), together with substances or preparations intended
for therapeutic use, the safety or efficacy of which requires further evaluation.
Schedule 5 — Poisons of a hazardous nature that must be readily available to the
public but require caution in handling, storage and use.

Schedule 6 — Poisons that must be available to the public but are of a more
hazardous or poisonous nature than those included in Schedule 5.

Schedule 7 — Poisons that require special precautions in manufacture, handling,
storage or use, or special individual regulations regarding labelling or availability.
Schedule 8 — Poisons to which the restrictions recommended for drugs of
dependence by the 1980 Australian Royal Commission of Inquiry into Drugs

should apply.

Schedule 9 — Poisons that are drugs of abuse, the manufacture, possession, sale or
use of which should be prohibited by law except for amounts which may be
necessary for educational, experimental or research purposes conducted with the
approval of a designated authority.
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13. Drugs, Poisons and Controlled Substances Regulation

Regulations regarding drugs, poisons and controlled substances are an integral part
of the regulation of pharmacy practice in Australia. These regulations uniformly refer
to the ‘standard’ which is the Standard for the Uniform Scheduling of Drugs and
Poisons (SUSDP) (see Section 12) which gives effect to the decisions of the National
Drugs and Poisons Schedule Committee (NDPSC).

Although there is no national drugs, poisons and controlled substances regulation as
such, the reference to the Standard by state-based legislation effects a relatively
uniform approach to the regulation of these substances throughout Australia.
However it should be noted that while a particular medicine appears in the same
schedule in every state and territory, there may be different requirements, for
example in regard to its sale and recording.

Generally speaking the legislation regulates or prohibits the manufacture, production,
sale, supply, possession, handling or use of certain poisons, drugs, therapeutic and
other substances and or certain therapeutic devices

The following is a brief overview of relevant legislation enacted in the states and
territories.

Australian Capital Territory

The Poisons Act 1933 covers the issuing of licences for the sale of poisons and other
substances and powers of inspection. The Act also addresses the matter of offences
in relation to the sale of poisons.
The Poisons Regulation 1933 gives effect to the activities of prescribing and
dispensing.
The Poisons and Drugs Act 1978 in part gives effect to the Standard for the Uniform
Scheduling of Drugs and Poisons (SUSDP) (referred to in the Act as
drugs and poisons standard means the document last prepared under the
Therapeutic Goods Act 1989 (Cwith), section 52D (2) (b) that has come into
effect (including any amendment of that document under that Act, section 52D
(2) (a) that has come into effect), and includes any modification of the standard
by the Minister under section 46.)
The Act refers to the labeling, packing and warning statements as defined by the
SUSDP. The Act also includes aspects of licensing of poisons for manufacture and
sale, authorisations to use poisons for research, other offences relating to poisons,
anabolic steroids and the use of advertising in regard to scheduled substances.

Candidates should note that there is currently a new Medicines and Poisons Bill
which will be in place in the not too distant future.

New South Wales

The Poisons and Therapeutic Goods Act 1966 includes advice on the powers of the
Poisons Advisory Committee and sections on poisons and therapeutic substances
and drugs of addiction.

The Poisons and Therapeutic Goods Regulation 2002 prescribes particulars and
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information relating to the Poisons and Therapeutic Goods Act 1966. The first part of
the Regulations relates to poisons Schedules 1,2,3,5,6,7, and includes requirements
for packaging and labeling, storage, prescribing, supply and recording of such
substances.

Part 3 deals with restricted (S4) substances and includes requirements for packaging
and labeling, storage, prescribing, supply and recording. This part also covers
matters relating to emergency supply without prescription and also administration.
Part 4 deals with drugs of addiction (S8) and once again details requirements for
packaging and labeling, storage, prescribing, supply and recording.

Part 5 details requirements for details of supply.

Part 6 addresses issues regarding the preparation, handling, supply and labeling of
therapeutic goods.

Part 8 details licences and authorities required under the regulation.

Northern Territory

Poisons and Dangerous Drugs Act 2005 (the Act)

Part 1 details a number of general issues including the recognition of the SUSDP.
Part 2, Manufacture of Poisons, includes issues relating to the registration of
manufacturers.

Part 3, Control of Wholesalers, includes issues relating to the registration of
wholesalers.

Part 4, Control of Retailers, covers the licensing and the terms and conditions of
licence of retailers.

Part 5 details the supply of poisons (including substances for therapeutic use) by
pharmacists, dentists, veterinarians and medical practitioners.

Part 7 covers the storage, supply and administration of therapeutic substances in
hospital and health centres.

Part 8 covers the authorisation of poisons in medical kits and administration from
medical Kits.

Part 9, Records, includes the fact that a pharmacist must keep records relating to the
receipt of schedule 8 poisons and the sale of schedule 4 and schedule 8 poisons.
Part 10 defines the storage requirements of poisons and controlled drugs.

A number of other Parts address matters such as Schedule 7 substances and
pesticides, methylated spirits, offences, penalties and investigations and
miscellaneous issues.

Poisons and Dangerous Drugs Reqgulations 2005 (the Regulations)

Part 2 addresses the supply of scheduled substances including time for notification
by a nurse in charge and scheduled substance treatment protocols.

Part 3 addresses labeling and container issues which recognises Part 2 of the
SUSDP: labels and containers.

Part 4 deals with storage, transport and disposal.

Part 5, Miscellaneous, includes Part 3 of the SUSDP: miscellaneous regulations.

Queensland

Drugs and poisons are regulated in Queensland through the instrument of the Health
(Drugs and Poisons) Regulation 1996 (the Regulation). The Regulation recognises
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the Standard for the Uniform Scheduling of Drugs and Poisons. The legislation
includes the regulation of manufacturers, wholesalers as well as providing
authorisation to various categories of health professionals in regard to scheduled
medicines. Authorisations issued pursuant to this legislation may be revoked.

Section 2 deals with controlled (Schedule 8) drugs and includes a section on
manufacture, wholesaling and the issuing of particular authorities — for example to
pharmacists who may obtain, dispense, sell or possess controlled drugs in accord to
the particular authority issued. The section also deals with regulated controlled drugs.
Part 4 addresses the prescribing and dispensing of controlled drugs including the
provisions of labeling and recording. The section also includes treatment with and
dependence on controlled drugs.

Section 3 deals with restricted (schedule 4) drugs and is similar in structure to the
section on controlled drugs. It also includes a section on regulated restricted drugs.
Section 4 deals with poisons including the endorsements needed to obtain, dispense,
possess and sell S2, S3 and S7 poisons.

South Australia

Controlled Substances Act 1984 (the Act)

The Act regulates or prohibits the manufacture, production, sale, supply, possession,
handling or use of certain poisons, drugs, therapeutic and other substances and or
certain therapeutic devices.

Part 2 of the Act covers matters relating to the Controlled Substances Advisory
Council.

Part 3, controlled substances, covers the declaration of poisons, prescription drugs,
drugs of dependence, prohibited substances, volatile solvents, therapeutic
substances and therapeutic devices.

Part 4 relates to matters of general offences, including manufacture, sale,
possession, packaging and labeling, storage, transport, use and the prohibition on
advertising.

Part 5 details special provisions relating to drugs of dependence and prohibited
substances.

Part 6 details the offences and penalties under the Act.

Part 7 defines powers related to search, seizure, forfeiture and analysis.

Part 8 includes the miscellaneous provisions.

Controlled Substances (Poisons) Regulations 1996 (the Regulations)

Part 2 includes licences issued in respect of the Regulations.

Part 3 is the application of general offences mentioned in Part 4 of the Act.

Part 4 covers prescriptions and dispensing.

Part 5 covers special provisions relating to certain schedule 4 drugs.

Part 6 covers special provision relating to drugs of dependence including the
prescribing, supply, recording, administration and destruction.

Part 6 details special provision relating to precursor chemicals.

The Regulations also include appendices A — M.
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Tasmania

The Poisons Act 1971 is an Act
“...to make provision with respect to the regulation, control, and prohibition of
the importation, making, refining, preparation, sale, supply, use, possession,
and prescription of certain substances and plants and matters incidental
thereto...’ .

Part 3, Poisons and Restricted Substances, covers restrictions on the sale supply

and possession of poisons and restricted substances.

Part 4 covers new drugs and part 5 the special provision relating to narcotics,

prohibited plants and prohibited substances.

The Poisons Regulations 2002 prescribes particulars and information relating to the
Poisons Act 1971.

Part the of the Regulations addresses narcotic substances and prohibited plants.

Part 4, Poisons and Restricted Substances, described advertising, prescribing, sale,
supply and dispensing of restricted substances including their emergency prescribing
and dispensing.

Part 5, Packaging and Labelling of Therapeutic Substances, recognises the SUSDP
and imposes its requirements.

The appendices include requirements in relation to the narcotic substances register,
specific psychotropic substances and substances which are not to be supplied
without a specific information sheet.

Victoria

Drugs and Poisons are regulated in Victoria through the Drugs, Poisons and
Controlled Substances Act 1981 and the Drugs, Poisons and Controlled Substances
Regulations 2006.

Drugs, Poisons and Controlled Substances Act 1981

Part 1 of the Act covers introductory and transitional aspects.

Part 2 covers poisons and controlled substances. Included in this part of the Act are:
e the poisons code and list,

requirements for labeling,

the incorporation of the Commonwealth standard, authorised persons,

the Poisons Advisory Committee,

licences, permits and warrants,

the manufacture and sale of poisons and controlled substances,

drugs of dependence, schedule 8 poisons, schedule 9 poisons and schedule 4
poisons,

administration of medication in aged care services,

e offences under the Act

e prohibitions on the sale or supply of poisons or controlled substances.

Part 3 addresses the manufacture of heroin and other substances.
Part 4 deals with deleterious substances and search, seizure and detention powers
relating to volatile substances; together with Part 4A which includes authorities for
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low-THC cannabis.

Part 5 covers aspects of drugs of dependence including trafficking, possession and
cultivation.

Part 6 covers search and seizure powers and forfeiture.

A number of other parts cover evidentiary issues, drug rehabilitation, research
funding and regulations.

Drugs, Poisons and Controlled Substances Regulations 2006.

Part 2 covers drugs of dependence, schedule 4 poisons, schedule 8 poisons and
schedule 9 poisons including possession, treatment, supply, storage, records,
administration, destruction, cultivation and warrant for ovulatory stimulants,
prostaglandins, retinoids and thalidomide.

Part 3 covers prescribed poisons for categories of nurse practitioners.

Part 4 covers the matter of schedule 3 poisons.

Part 5 covers schedule 7 poisons.

The Regulations include a number of other general parts together with a number of
schedules.

Western Australia

The Poisons Act 1964 is an Act to regulate and control the possession, sale and use
of poisons and other substances, to constitute a Poisons Advisory Committee and for
incidental and other purposes.

Part 2 covers the constitution of the Poisons Advisory Committee.

Part 3, Poisons and Other Substances, covers the sale and general provisions of
poisons. For the purposes of the Act substances included in Schedules 1 — 9 of the
Standard for the Uniform Scheduling of Drugs and Poisons (the Standards) are
poisons. Schedules 1 to 9 of the Poisons Act 1964 recognise Schedules 1-9 of the
Standard but does make a number of minor amendments.

Part 4 covers drugs of addiction, while other parts of the Act address miscellaneous
and supplementary provisions.

The Poisons Requlations 1965 prescribes particulars and information relating to the
Poisons Act 1964.

Part 2 of the Regulations addresses licensing and permits able to be effected under
the Regulations.

Part 3, Containers and Labels, adopts the provisions of the SUSDP.

Part 4, Storage, Disposal and Loss or Theft of Poisons, includes the requirements of
disposal of poisons and the procedures to adopt in the case of loss or theft of a
poison.

Part 5, Sale, Supply and Use, includes general restrictions and sections relating to
Schedule 4 poisons.

Part 6 covers drugs of addiction and includes sections on prescribing and supply,
dispensing and delivery, safe custody and labelling.

A number of appendices and schedules are attached to the Regulations including
Form 3, a Pharmaceutical Chemist’s Licence to Sell Poisons, Appendix H, Schedule
4, Substances referred to in Regulation 39(1), Appendix L, Specific Criteria for the
Generation of Prescriptions by Computer, and Appendix M, Safes and Additional
Security for Storing Drugs of Addiction.
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14. Pharmacists and Privacy Legislation

The Privacy Amendment (Private Sector) Act 2000 (the Act) which amended and
became part of the Privacy Act 1988 (Commonwealth) took effect on 21 December
2001. The new private sector provisions apply to organisations (including not-for-
profit organisations) with an annual turnover or more than $3 million, or all providers
of health services regardless of turnover. The provisions of the Act clearly apply to
pharmacists and other health professionals operating in the private sector including:
businesses that deliver health services via the internet, tele-health and mail order;
private hospitals, day procedure centres and aged care facilities; complementary and
alternative medicines practitioners; and, counselling service providers.

The core of the Act are 10 National Privacy Principles (NPPs) relating to personal
information, covering:

1. collection

2. use and disclosure

3. data quality

4. data security

5. openness

6. access and correction
7. identifiers

8. anonymity

9. transborder data flows
10. sensitive information

Pharmacists recognise that protecting the privacy of individuals and keeping their
personal information confidential is integral to maintaining their trust and delivery of
quality care. The Act gives legislative force to Principle 3 of the Code of Professional
Conduct which states ‘A pharmacist must respect the confidentiality of information
acquired in the course of professional practice relating to clients and their families.
Such information shall not be disclosed to anyone without the consent of the client.
Exceptions may arise where the health of the client or others is at risk, where
information is sought by an office of a statutory authority empowered under
legislation, where a court order requires the release of confidential information, or the
information is released to those assuming responsibility for the patient (e.g. next of
kin, parent, relative, guardian or anyone with powers of attorney).’

It can be gleaned from the 10 NPPs that the scope of information handling practices
covered by the Act is very wide, much wider than any state/territory privacy laws.
While all the principles of the Act are important, NPP 2 covering use and disclosure is
one section that may impact on pharmacy practice more than the others.

While NPP 2 states at section 2.1 that ‘An organisation [read pharmacy/pharmacist]
must not use or disclose personal information about an individual for a purpose (the
secondary purpose) other than the primary purpose of collection’ the principle quite
clearly is not intended to deter pharmacists from lawfully cooperating with agencies
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performing law enforcement functions in the performance of their functions, as a
number of exceptions apply. Included in these at section 2.1(f) states ‘the
organisation has reason to suspect that unlawful activity has been, is being or may
be engaged in, and uses or discloses the personal information as a necessary part of
its investigation of the matter or in reporting its concerns to relevant persons or
authorities; or at section 2.1(h) ‘the organisation reasonably believes that the use or
disclosure is reasonably necessary for one or more of the following by or on behalf of
an enforcement body (i) the prevention, detection, investigation, prosecution or
punishment of criminal offences, breaches of a law imposing a penalty or sanction or
breaches of a prescribed law; (ii) the enforcement of laws realting to the confiscation
of the proceeds of crime; (iii) the protection of the public revenue; (iv) the prevention,
detection, investigation or remedying of seriously improper conduct or prescribed
conduct; (v) the preparation for, or conduct of, proceedings before any court or
tribunal or implementaion of the orders of a court or tribunal.

Interpretation of the Act is informed by two valuable documents. The first is
Guidelines to the National Privacy Principles prepared by the Office of the Federal
Privacy Commissioner and available from the Commissions website at
www.privacy.gov.au. The second is Professional Practice and the Privacy Act which
has been provided to all PSA members and is available to members from the PSA
website at www.psa.org.au.

It is worth noting that an organisation for the purposes of the Act applies to
businesses and bodies that fall within the definition of ‘organisation’ in section 6C of
the Privacy Act. Section 6C says that ‘organisation’ means: an individual; or a body
corporate; or a partnership; or any other unincorporated association; or a trust; that is
not a small business operator, a registered political party, an agency, a State or
Territory authority or a prescribed instrumentality of a State or Territory. For the
purposes of the Act a pharmacist providing a health service is an organisation.

Pharmacists and the Commonwealth Privacy Legislation is a document included in
the APF which provides further information in regard to privacy legislation.®

o Pharmacists and Commonwealth Privacy Legislation. The Australian Pharmacy Formulary

and Handbook 20" Edition:. 374.
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15. Pharmacy Ownership

The requirements governing the ownership and other regulatory processes of
pharmacies in included in each of the state pharmacy acts. Just as there is no
national registration of pharmacists, neither is there a standard requirement relating
to pharmacy ownership in each of the states and territories.

However, there is one constant worthy of note: that is ownership of pharmacy
businesses is restricted to pharmacists. In some states pharmacy businesses may
also be owned by incorporated bodies which may be owned by pharmacists or (in
some cases) pharmacists and relatives of pharmacists where the majority of shares
are owned by pharmacists. Friendly societies may also constitute an entity permitted
to have ownership of a pharmacy business.

The following is a brief overview of the current pharmacy ownership requirements in
each of the states and territories. Note these outlines are general in nature. The
relevant acts and regulations should be consulted for more detailed information

In addition to the matters outlined below the applying acts and regulations may also
address control of ownership in the event of suspension or cancellation of
registration, death of a registrant or bankruptcy in regard to the pharmacy business.

Australian Capital Territory

Pharmacy ownership is prescribed in the Health Professional Regulation 2004 (the
Regulation). A pharmacy may be owned by a pharmacist or a corporation practicing
as a pharmacist (see section 5.6 of the Regulation). There are no limits in the Act in
regard to the number of pharmacies that can be owned by a pharmacist or a
corporation practising as a pharmacist.

The Board may approve standards for community pharmacies. It is in contravention
of the Regulations to operate a pharmacy inside or partly inside a supermarket.

A pharmacy must operate under the direct supervision of a pharmacist registered in
the ACT.

New South Wales

The ownership provision in New South Wales are prescribed in Part 3 Division 2 of
(what will be) the Pharmacy Practice Act 2006. Pharmacies must be approved by the
Board and persons holding a beneficial interest in a pharmacy registered with the
Board. A pharmacy business may be owned by a pharmacist, a partner in a
pharmacists partnership or a pharmacists’ body corporate or a member of a
pharmacists’ body corporate.

A pharmacist or a pharmacists’ body corporate may hold a beneficial interest in up to
5 pharmacy businesses.
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A pharmacy must be carried on under the direct supervision of a pharmacist
registered with the NSW Board.

Northern Territory

The ownership provision relating to pharmacies are prescribed in Schedule 8 of the
Health Practitioners Act 2004 (the Act). Ownership of a pharmacy business is
restricted to a pharmacist registered in the Northern Territory (NT), a partnership
where all the partners are pharmacists, or a corporation in which all directors and
shareholders are pharmacists. Ownership can also be extended to a friendly society
or an Aboriginal health service by the Minister subject to certain conditions of the Act.

There are no limits in the Act in regard to the number of pharmacies that can be
owned by a pharmacist, a partnership or a corporation in which all directors and
shareholders are pharmacists.

The premises of a pharmacy business must comply with standards set by the Board.

A pharmacy business must be carried on under the direct supervision of a
pharmacist registered with the NT Board.

Queensland

The ownership provisions are prescribed in division 6A of the Pharmacists
Registration Act 2001. Ownership of a pharmacy business is restricted to a person
registered with the Pharmacists Board of Queensland, a corporation whose directors
and shareholders are all pharmacists, a corporation whose directors and
shareholders are a combination of registrants and relatives of registrants and where
the majority of shares are held by registrants, or a friendly society.

A registrant may have a beneficial interest in up to 5 pharmacy businesses or a
corporation that owns a pharmacy business. A corporation may own up to 5
pharmacy businesses. A friendly society may own up to 6 pharmacy businesses.

There is no registration or approval of pharmacy premises required under the
Queensland Act although the Act does require notification to the Board of a business
name.

The Act also requires that a pharmacy business is carried on under the direct
supervision of a registrant.

South Australia

The ownership provisions in South Australia are prescribed in the Pharmacists Act
1991 (the Act). Ownership of a pharmacy business is restricted to a pharmacists
registered with the Pharmacists Board of SA or a corporation registered under the
Act. Corporations so registered may not own a pharmacy in partnership with another
corporation although individual pharmacists may own a pharmacy business in
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partnership.

A registrant or a corporation may have a beneficial interest in a maximum of 4
pharmacy businesses.

The premises used as a pharmacy business must be registered with the Board.

A pharmacy business must be carried out under the direct supervision of a
pharmacist registered with the Board.

Tasmania

The ownership provisions in Tasmania are prescribed in the Pharmacists
Registration Act 2001 (the Act). Ownership of a pharmacy business is restricted to a
pharmacist registered with the Board or a body corporate where all directors and
shareholders are registrants or where shareholders are relatives of a registrant with
the majority shareholding being held by the registrant.

A registrant or a corporation may hold a beneficial interest in a maximum of 4
pharmacy businesses.

A pharmacy business must register their business premises with the Board.

A pharmacy business must be carried out under the direct supervision of a
pharmacist registered with the Board.

Victoria

The ownership provisions in Victoria are prescribed in the Pharmacy Practice Act
2004 (the Act). Ownership of a pharmacy business is restricted to pharmacists
registered with the Board or a corporation registered under the Corporations Act
where all the directors and shareholders are registered pharmacists.

A registrant or a corporation may hold a beneficial interest in a maximum of 5
pharmacy businesses.

The Board has to approve the premises and the carrying on a pharmacy business at
the premises prior to the establishment of a pharmacy business.

A pharmacy business must be carried out under the direct supervision of a
pharmacist registered with the Board.

Western Australia

The ownership provisions in Western Australia are prescribed in the Pharmacy Act
1964 (the Act). Ownership of a pharmacy business is restricted to persons licensed
to practise as a pharmaceutical chemist, a corporation or a friendly society.

It is a requirement that pharmacy businesses are registered under the Pharmacy Act
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Regulations 1976.

A registrant or a corporation may hold a beneficial interest in a maximum of 2
pharmacy businesses.

A pharmacy business must be carried out under the direct supervision of a
pharmacist licensed by the Pharmaceutical Council of Western Australia.
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16. Investigation and Discipline

The objects of investigation and disciplinary provision in the various pharmacy
registration acts or supplementary legislation can be generally stated as follows.
Firstly, that disciplinary provisions protect the public by ensuring health care is
delivered by pharmacists in a professional, safe and competent way. Secondly, that
such provisions ensure that standards of practice within the pharmacy profession are
upheld. Thirdly, that public confidence in the profession is maintained. Finally, that
complaints and disciplinary matters and the management of impaired practitioners
are dealt with in a uniform manner.

The objectives mentioned in the previous paragraph are achieved in a number of
ways in the various pharmacy jurisdictions within Australia. The following is a brief
outline of the relevant parts of the acts.

Australian Capital Territory

Health Professionals Act 2004.

A matter may become the subject of investigation and disciplinary action by either a
report made under the Act, a complaint made to the Human Rights Commission
under the Human Rights Commission Act 2005, or as the result of a practice review.
After an investigation, depending on its seriousness the matter may be referred to
either the Professional Standards Panel or the Australian Capital Territory Health
Professions Tribunal.

The Professional Standards Panel decides, after inquiry, whether a registered health
professional is contravening, or has contravened, the required standard of practice or
does not satisfy the suitability to practice requirements. The professional standards
panel may require the registered health professional to take certain action, accept a
voluntary undertaking from the health professional or refer the report that led to the
inquiry to the Health Professions Tribunal.

The Australian Capital Territory Health Professions Tribunal has the following
functions:
‘...(a) to decide applications made to the tribunal about whether a
registered health professional has met the required standard of practice or
satisfies the suitability to practise requirements; (b) to make emergency orders if
required; (c) to hear applications for review of decisions of health
profession boards and professional standards panels; (d) to hear applications
from health profession boards to suspend or cancel the registration of health
professionals...".

Impairment matters are dealt with by the Personal Assessment Panel. The Panel
provides a way for health professionals whose mental or physical health may be
affecting their ability to meet the required standard of practice to get help in dealing
with the health problem proactively while ensuring that the public is protected.
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New South Wales

Pharmacy Practice Act 2006

The Act provides the Board with powers to receive complaints, appoint investigators
and undertake investigations, undertake or refer disciplinary action, and manage
pharmacists who may suffer an impairment.

In general terms a complaint may be made that

‘...a registered pharmacist:(a) has, either in or outside New South Wales, been
convicted of or made the subject of a criminal finding for an offence, and the
circumstances of the offence are such as to render the pharmacist unfit in the
public interest to be registered as a pharmacist, or (b) is guilty of unsatisfactory
professional conduct or professional misconduct, or (c) is not competent to
practise pharmacy, or (d) suffers from an impairment, or (e) is not of good
character...".

The Act provides a definition of unsatisfactory professional conduct.

The Board has powers in relation to immediate suspension or imposition of

conditions and
‘...must, if at any time it is satisfied that such action is necessary for the
purpose of protecting the life or physical or mental health of any person: (a) by
order suspend the registration of a registered pharmacist for such period (not
exceeding 8 weeks) as is specified in the order, or impose on a registered
pharmacist’s registration such conditions, relating to the pharmacist’s practising
pharmacy, as it considers appropriate... .

Disciplinary matters may be heard by either the Board or the Pharmacy Tribunal.

In regard to impairment: a pharmacist is said to suffer from an impairment
‘...If the person suffers from any physical or mental impairment, disability,
condition or disorder that detrimentally affects or is likely to detrimentally affect
the person’s physical or mental capacity to practise pharmacy. For the purposes
of this Act, a person who habitually abuses alcohol or is addicted to a
deleterious drug is taken to suffer from an impairment...’.

Northern Territory

Health practitioners Act 2004

The Act provides the Board with powers to receive complaints, appoint investigators
and undertake investigations, refer disciplinary action, and manage pharmacists who
may suffer an impairment.

Disciplinary hearings are undertaken by the Health Professional Review Tribunal
which has the power to cancel or suspend a pharmacists registration, fine a
pharmacist, impose conditions on their practice or advice, caution or reprimand them.
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The Board may
‘...Initiate investigations of complaints made against health practitioners in the
category of health care practice for which it is established and to initiate
investigations into other matters that are prescribed; to prosecute offences
against this Act that relate to the category of health care practice for which it is
established...’.

Impaired pharmacists are managed under Part 5 of the Act which provides the Board
with powers to investigate impairment, and require a medical examination. The Board
may also obtain a performance assessment and undertake a performance
assessment hearing.

Queensland

Health Practitioners (Professional Standards) Act 1999.

The administration of the Act is vested in the various health practitioner boards. In
essence the Act details a complaint process, an investigation process, and defines a
number of disciplinary levels that may be invoked by the Pharmacists Board of
Queensland.

The Board may immediately suspend or impose conditions on a pharmacist’s
registration if the Board reasonably believes that: (a) the registrant poses an
imminent threat to the wellbeing of vulnerable persons; and (b) immediate action to
suspend, or impose conditions on, the registrant’s registration is necessary to protect
the vulnerable persons.

Disciplinary action by the Board can take place before the Board itself, a Health
Practitioner Panel, or a Health Practitioner Tribunal. Grounds for disciplinary action
are:
(a) the registrant has behaved in a way that constitutes unsatisfactory
professional conduct;
(b) the registrant has failed to comply with a condition of practice imposed under
this Act or the health practitioner registration Act under which the registrant is
registered;
(c) the registrant has failed to comply with an undertaking entered into under
this Act;
(d) the registrant has failed to comply with a lawful demand of a board,
investigator, investigation committee, disciplinary committee, panel, health
assessment committee, inspector or the tribunal or another entity
authorised to make the demand under this Act or a health practitioner
registration Act;
(e) the registrant does not meet, or no longer meets, the criteria for registration
under the health practitioner registration Act under which the registrant is
registered;
(f) the registrant has failed to comply with a provision of this Act or the health
practitioner registration Act under which the registrant is registered;
(g) the registrant has been convicted of an offence against an Act of the State,
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the Commonwealth or another State related to the practise of the registrant’s
profession, including, for example—

(i) a health practitioner registration Act or this Act; or

(ii) the Health Act 1937, or

(iii) the Fair Trading Act 1989; or

(iv) the Health Insurance Act 1973 (Cwith);

(h) a finding has been made under the Health Insurance Act 1973 (Cwith) that
the registrant engaged in inappropriate practice within the meaning of that
Act;25

(i) the registrant has been convicted of an indictable offence.

The Tribunal sits in the District Court and hearings are before a District Court judge.
The Tribunal has the ultimate sanctions of cancellation or suspension of registration
or the imposition of a fine. The Panel can impose conditions on the practice of a
pharmacist while the Board powers are limited to advice, caution or reprimand.

The Act also provides powers to the Board to manage impaired practitioners
including persons suffering from mental or physical illness including drug addiction.
The impaired practitioner may be managed without recourse to disciplinary action
although disciplinary action may be invoked by the Board depending on the
circumstances of the matter.

South Australia

The Board may, on its own initiative or on receipt of a complaint, conduct an inquiry
in order to determine whether a registered pharmacist is mentally or physically unfit
to practise as such; or whether there is proper cause for disciplinary action against a
registered pharmacist. All inquiries are undertaken by the Board.

If the Board has reason to suspect that a registered pharmacist may be mentally or
physically unfit to practise pharmacy or to exercise an unrestricted right of practice,
the Board may, by notice in writing, require the pharmacist to submit to an
examination by a medical practitioner nominated in the notice on or before a date
specified in the notice. If a pharmacist fails to comply, their registration is suspended
until the requirement is complied with.

Tasmania

The Act provides the Board with powers to receive complaints, undertake
investigations through the instrument of an investigating committee, and undertake
hearings both formally and informally.

Informal hearings are undertaken in relation to less serious matters and provide a

pharmacist the opportunity to appear before the Board and give an explanation for
his or her actions, or to provide the Board with a written explanation.
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A formal hearing results in the matter of a complaint being proven the Board, in its
discretion, may take such one or more of the following actions as it considers
appropriate in light of its findings:

e remove the defendant's name from the register;

e suspend the defendant's registration, totally or partially, for a period not
exceeding 12 months;

impose on the defendant a fine not exceeding 50 penalty units;

impose a condition on the defendant's registration;

require the defendant to take or refrain from taking specified action;

caution or reprimand the defendant;

dismiss the complaint.

While the matter of impairment is not specifically mentioned in the Act, the Board
may hold an inquiry to determine the entitlement of a pharmacist to be registered.

Likewise the Board may suspend the registration of the pharmacist for a period not
exceeding 12 months
‘...for reasons relating to the pharmacist’s professional conduct or physical or
mental capacity...".

Victoria

Part 4 of the Pharmacy Practice Act 2004, Investigations, provides the Board with
powers to receive complaints, appoint investigators and undertake investigations and
disciplinary action.

The Board may, at any time suspend the registration of a pharmacist
"... if the Board is of the opinion that it is necessary to do so because there is a
serious risk that the health and safety of the public will be endangered because
the Board believes that the pharmacist's ability to practise as a pharmacist is
affected; or the pharmacist's professional performance is unsatisfactory; or the
pharmacist has engaged in unprofessional conduct...’.

At the conclusion of a preliminary investigation the Board may take certain action
with the agreement of the pharmacist. Without such agreement the Board has the
options of moving to either an informal hearing or a formal hearing. Specific concerns
relating to the professional performance of pharmacists may be referred to a
performance review panel. Concerns regarding the professional conduct of
pharmacists may be referred for hearing by a panel. Penalties that may result from a
formal hearing of a panel appointed by the Board include suspension or cancellation
of registration, a fine, conditions being placed on practice, or the issuing of advice,
caution or reprimand.

Part 6, Offences and Regulated conduct and Part 9, Enforcement and

Supplementary Provisions, provides powers to the Board to properly manage all
aspects of disciplinary undertakings including grounds for disciplinary action.
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Western Australia

The Act provides the Board with powers to undertake investigations and, where
appropriate refer disciplinary matters for hearing by the State Administrative Tribunal.
Section 32 of the Act details as follows the grounds for disciplinary action:
(1) There is proper cause for disciplinary action if a pharmaceutical chemist,
company or friendly society —
(a) has been convicted of an offence that renders that person, company or
friendly society unfit to continue to be engaged in carrying on the practice of a
pharmaceutical chemist;
(b) being a pharmaceutical chemist, is by reason of mental or physical
incapacity, alcohol, or addiction to any deleterious drug unfit to continue to
practise;
(c) is guilty of carelessness, incompetence, impropriety, misconduct or infamous
conduct in a professional respect;
(d) is guilty of the breach of an undertaking given by or on behalf of that party
pursuant to previous proceedings commenced under this section; or
(e) is guilty of contravening the regulations relating to advertising.
(2) The Council may allege to the State Administrative Tribunal
that there is proper cause for disciplinary action, as mentioned
in subsection (1), against a pharmaceutical chemist, company or
friendly society.
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17. Mutual Recognition Legislation

Currently there is no national registration of pharmacists in Australia. Registration is a
state-based process where the responsibility for registration as a pharmacist is
vested with state or territory pharmacy boards. However, while each of the boards is
independent there is a degree of harmonisation of the processes involved. While
such was the case with initial registration in the past there were significant problems
for a pharmacist, as an example, in gaining registration in states, other than where
they first registered.

In recognition of this and to free up the movement of good and services within
Australia mutual recognition legislation was enacted and commenced in Australia in
the early part of the 1990s.

The principal purpose of mutual recognition legislation is to enact legislation
(authorised by the parliaments of States under paragraph (xxxvii) of section 51 of the
Commonwealth Constitution, and requested by the legislatures of the Australian
Capital Territory and the Northern Territory) for the purpose of promoting the goal of
freedom of movement of goods and service providers in a national market in
Australia.

The mutual recognition principle is that a person who is registered in the first State
for an occupation (say pharmacy) is, by mutual recognition legislation entitled after
notifying the local registration authority of the second State for the equivalent
occupation (a) to be registered in the second State for the equivalent occupation; and
(b) pending such registration, to carry on the equivalent occupation in the second
State.

For the purposes of legislation ‘occupation’ means an occupation, trade,
profession or calling of any kind that may be carried on only by registered persons,
where registration is wholly or partly dependent on the attainment or possession of
some qualification (for example, training, education, examination, experience,
character or being fit or proper), and includes a specialisation in any of the above in
which registration may be granted...".

A person who is registered in the first State for an occupation may lodge a written
notice with the local registration authority of the second State for the equivalent
occupation, seeking registration for the equivalent occupation in accordance with the
mutual recognition principle.

The notice must—
a) state that the person is registered for the occupation in the first State and
specify that State;

b) state the occupation for which registration is sought and that it is being
sought in accordance with the mutual recognition principle;
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c) specify all the States in which the person has substantive registration for
equivalent occupations;

d) state that the person is not the subject of disciplinary proceedings in any
state (including any preliminary investigations or action that might lead to
disciplinary proceedings) in relation to those occupations;

e) state that the person’s registration in any State is not cancelled or
currently suspended as a result of disciplinary action;

f) state that the person is not otherwise personally prohibited from carrying
on any such occupation in any State, and is not subject to any special
conditions in carrying on that occupation, as a result of criminal, civil or
disciplinary proceedings in any State;

g) specify any special conditions to which the person is subject in carrying
on any such occupation in any State;

h) give consent to the making of inquiries of, and the exchange of
information with, the authorities of any State regarding the person’s
activities in the relevant occupation or occupations or otherwise
regarding matters relevant to the notice.

The notice must be accompanied by a document that is either the original or a copy
of the instrument evidencing the person’s existing registration (or, if there is no such
instrument, by sufficient information to identify the person and the person’s
registration).

As regards the instrument evidencing the person’s existing registration, the person
must certify in the notice that the accompanying document is the original or a
complete and accurate copy of the original.

The statements and other information in the notice must be verified by statutory
declaration. However, a registration authority may permit the notice to be amended
after it is lodged.

The local registration authority may grant registration and may grant renewals of
such registration. Once a person is registered the entitlement to registration
continues, whether or not registration (including any renewal of registration) ceases
in the State where the person was first registered.

If a person’s registration in an occupation in a State (a) is cancelled or suspended; or
(b) is subject to a condition on disciplinary grounds, or as a result of or in anticipation
of criminal, civil or disciplinary proceedings, then the person’s registration in the
equivalent occupation in another State is affected in the same way.
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However, the local registration authority of the other State may reinstate any
cancelled or suspended registration or waive any such condition if it thinks it
appropriate in the circumstances.

Also since 2003 all states and territories in Australia (except Western Australia) have
enacted mutual recognition legislation with New Zealand (Trans Tasman Mutual
Recognition Agreement). The scope and intent of the Trans Tasman legislation is
identical to the mutual recognition legislation previously enacted in Australia.

It should be noted that where a state or territory requires both registration and a
license or practising certificate to practise, a second state which only requires
registration to practise may not register a person from the first state who was
registered but holds neither a license nor practising certificate.

As an example: a pharmacist from New Zealand who was registered with the
Pharmacy Board of New Zealand but did not hold a current practising certificate,
could not register under mutual recognition with an Australian jurisdiction which did
not require a practising certificate to practise pharmacy. The recognition would not be
mutual as the Australian registration may entitle the person to practise where the
registration in New Zealand would not.
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18. Pharmacy Calculations

Pharmacy calculations encompass many types of calculations. The APC, in
conjunction with the Victorian College of Pharmacy has developed computer assisted
learning modules aimed at assisting overseas trained pharmacists on the subjects of
pharmaceutical calculations and biopharmaceutics in the context of Australian
practice. Although the training modules were originally developed for APC to assist
candidates undertaking the Stage | Examination, it is believed that the modules
would also be of assistance to candidates preparing for the Stage Il Examination who
wished to revise pharmaceutical calculations.

The computer assisted learning modules for pharmaceutical calculations include
those calculations pharmacists may be presented with in their day to day practice.

The pharmaceutical calculation modules include the following:
1. Units and Conversions
The tutorial briefly discusses the various measurement systems and enable a
candidate to: indicate metric units for weight, volume and length; indicate the
relationship within each type of unit; be aware of apothecary and avoirdupois
units; and to be capable of converting from one measurement system to
another.

2. Percentages and Conversions
The tutorial discusses the concept of ‘percentage’ and how to convert various
proportions into a percentage number.

3. Density and Specific Gravity
This tutorial discusses the concepts of ‘density” and ‘specific gravity’ and how
to use the information to determine other information about a substance.

4. Manipulating Pharmaceutical Formulations
The tutorial gives the candidate confidence in handling pharmaceutical
formulations to suit a required purpose.

5. Weighing and Measuring
The tutorial gives the candidate an appreciation of the capability and
limitations of weighing the measuring equipment and the awareness of the
importance of selecting the right apparatus for a particular purpose.

6. Dilution of Liquid Formulations
The tutorial covers an appreciation of the concept of dilution of liquids and
how this is related to creating an accurate formulation given the constraints of
available equipment.
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7. Dilution of Solid/Semi Solid Formulations
The tutorial covers the concepts of the dilution of powder and semi-solid
formulations and how this is related to creating an accurate formulation given
the constraints of available equipment. It includes the concepts of ration
strength and dilution factors, and the dilution of stock formulations.

8. Body Cavity Delivery Systems.
This tutorial explains the role of body cavity delivery systems and provides the
candidates with the opportunity to correctly handle extemporaneous
preparation. It includes definitions of various body cavity delivery systems and
the formulation of suppositories, pessaries and enemas.

9. Millimoles, Milliequivalents and Milliosmoles
The tutorial provides an understanding of the terms millimoles,
milliequivalents and milliosmoles. The tutorial defines the three terms and
covers the determination of the number of millimoles, milliequivalents and
milliosmoles in a substance given its molecular formula and quantity or
concentration.

10.Isosmotic and Isotonic Solutions
The tutorial delivers to the candidate the tools necessary to enable the
preparation of isosmotic solutions which are intended to come in contact with
body fluids. At the conclusion of the tutorial the candidate will be able to
perform calculations to prepare isosmotic solutions using techniques that
include freezing point depression, sodium chloride equivalents isosmotic
concentration of formulation ingredients.

11. Buffer Solutions
Buffer solutions allow control of the pH of pharmaceutical for