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ABBREVIATIONS

ABBREVIATION DEFINITION

CVD Trial Early Detection and Management of Cardiovascular Disease
Risk Factors and Chronic Disease Markers in Community
Pharmacy Trial

DALY Disability adjusted life year

Department The Australian Government Department of Health

Diabetes

Screening Trial

Pharmacy Diabetes Screening Trial

ABBREVIATION DEFINITION

6CPA Sixth Community Pharmacy Agreement

AACP Australian Association of Consultant Pharmacists
ACCHO Aboriginal Community Controlled Health Organisation
ACCHS Aboriginal Community Controlled Health Service
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AMA Australian Medical Association

AMS Aboriginal Medical Service
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CGRG Commonwealth Grants Rules and Guidelines
CHF Consumers Health Forum of Australia

CPA

Community Pharmacy Agreement
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ePIP Practice Incentives Program eHealth Incentive
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GP General practitioner / general practice

Guild The Pharmacy Guild of Australia

HMA Healthcare Management Advisors

HMR Home Medicines Review

HMRO Health and Medical Research Office

HTA

Health Technology Assessment
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ABBREVIATION

DEFINITION

IMeRSe
Feasibility Study

Improved Medication Management for Aboriginal and Torres
Strait Islanders Feasibility Study

ABBREVIATION

DEFINITION

IPAC Project

Integrating Practice Pharmacists into Aboriginal Community
Controlled Health Services Project

PharMlbridge
Trial

Bridging the Gap between Physical and Mental lliness in
Community Pharmacy Trial

PHN Primary Health Network

PICO Population, Intervention, Comparator, Outcomes
PLAC Prostheses List Advisory Committee

PSA Pharmaceutical Society of Australia

PSML Pharmacists Shared Medicines List

PTP Pharmacy Trial Program

QALY Quality adjusted life year

QUM Quality Use of Medicines

R&D Research and Development

RACF Residential Aged Care Facility

RACGP The Royal Australian College of General Practitioners
RCT

Randomised controlled trial

MBS Medicare Benefits Schedule

MRFF Medical Research Future Fund

MSAC Medical Services Advisory Committee

NACCHO National Aboriginal Community Controlled Health Organisation
NHMRC National Health and Medical Research Council
NMHCCF National Mental Health Consumer and Carer Forum
NMP National Medicines Policy

NPS National Prescribing Service

NRHA National Rural Health Alliance

PA Pain Australia

PASC PICO Advisory Sub-Committee

PBAC Pharmaceutical Benefits Advisory Committee

PBS

Pharmaceutical Benefits Scheme

ReMInDAR Trial

Reducing Medicine Induced Deterioration and Adverse
Reactions Trial
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RMMR

Residential Medication Management Review
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ABBREVIATION DEFINITION

SHPA Society of Hospital Pharmacists of Australia
TAAD Technology Assessment and Access Division
TAG Trials Advisory Group

TGA

Therapeutic Goods Administration
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EXECUTIVE SUMMARY

BACKGROUND

The Australian Government Department of Health (Department) engaged
Healthcare Management Advisors (HMA) to:

‘Review the implementation of the Pharmacy Trial Program (PTP) under the Sixth

Community Pharmacy Agreement (6CPA)’
The Pharmacy Trial Program (PTP) is a component (clause 6.1.4) of the Community
Pharmacy Programmes of the Sixth Community Pharmacy Agreement (6CPA). This
includes an investment of $50 million for the PTP to trial new and expanded
Community Pharmacy Programmes, which seek to improve clinical outcomes for
consumers and/or extend the role of pharmacists in the delivery of primary health
care services through community pharmacy. [1]

The objective of the PTP was to:

‘Improve clinical outcomes for consumers by extending the role of pharmacists in
the delivery of effective and cost-effective primary health care services.’

Implementation review

The objectives of the implementation review were to:

e inform and assess the appropriateness of the PTP including identifying the
alignment between the program response (administrative activities and outputs)
and the intended outcomes;

¢ identify early insights into implementation, including lessons learnt, potential
design issues and opportunities for program improvement, and

e provide recommendations and/or options for possible enhancements or
improvements to the design and implementation of the PTP.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program
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The three key review questions were as follows:

(1) Is the program the appropriate response for the program’s objectives?
(Appropriateness)

(2) How well is the PTP being delivered and is it working as expected?
Effectiveness)

(3) What alternative models could be considered to improve clinical outcomes for
consumers by extending the role of pharmacists in the delivery of cost effective
primary health care services? (Efficiency)

PTP priority areas

The PTP was conducted as three tranches. The priority areas selected for each
tranche were:

e Tranche 1 topics:

— pharmacy-based screening and referral for diabetes;

— improved medication management for Aboriginal and Torres Strait Islander
people through pharmacist advice and culturally appropriate services, and

— improved continuity in the management of patients’ medications when they
are discharged from hospital.

e Tranche 2 priorities:

community pharmacist outreach to residential aged care facilities;
— medicines management and medicines reconciliation services;

disease management for appropriate conditions, and

screening and referral by pharmacists for cardiovascular risk.

e Tranche 3 trials were targeted grant opportunities.
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In addition, it was intended that the Community Pharmacy Programmes, including
the PTP, would have a focus on benefits for:

e Aboriginal and Torres Strait Islander people, and
e Consumers in rural and remote ateas. [1]

At the time of this review (February to June 2019), seven trials had signed funding
agreements, as follows:

e Tranche 1

— Pharmacy Diabetes Screening Trial (Diabetes Screening Trial)
— Indigenous Medication Review Service Feasibility Study (IMeRSe Feasibility
Study )

e Tranche 2

— Integrating Practice Pharmacists into Aboriginal Community Controlled
Health Services Project IPAC Project)

— Getting Asthma Under Control Trial (Asthma Trial)

— Reducing Medicine Induced Deterioration and Adverse Reactions Trial
(ReMInDAR Trial)

— Early Detection and Management of Cardiovascular Disease Risk Factors and
Chronic Disease Markers in Community Pharmacy Trial (CVD Trial), and

e Tranche 3
— Chronic Pain MedsCheck Tftial.

Changing landscape of pharmacy in primary care

Primary health care has an integral role in supporting the health and wellbeing of
Australians and can be delivered by a variety of health professionals, including
general practitioners, nurses, nurse practitioners, allied health professionals,
midwives, pharmacists, dentists, and Aboriginal and Torres Strait Islander health
workets.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

Medication misadventure has been identified as a key issue for health and wellbeing,
with approximately 125,000 Australians admitted to hospital annually for potentially
preventable issues relating to medicine safety, including adverse reactions.

Proper medication management requires an interdisciplinary approach with
pharmacists as a key member of the primary care team. The scope and range of
services provided by pharmacists has expanded over the last 30 years, with the
introduction of Community Pharmacy Programmes in successive CPAs. This has
also enabled pharmacists to extend services beyond the retail pharmacy outlet into
people’s homes (Home Medicines Review Program) and residential aged care
facilities (Residential Medication Management Review Program).

In addition, advances in e-health impact on the capacity of pharmacists to deliver
services to consumers. For example, My Health Record is designed to equip
pharmacists with additional information to provide greater patient care, especially
during transition of care (from the hospital to the community and vice versa) when
medication errors are most likely to occur.

Funding of primary health care

Increasingly, the Australian Government is requiring ongoing evaluation of existing
services and an improved evidence base for funding future services. Therefore, new
models of care and services delivery must have robust evidence to demonstrate their
clinical effectiveness as well as expected economic benefits for implementation. As
such, the trials implemented under the PTP are required to include robust clinical
evidence and an economic assessment. Evaluations of the trials are expected to
estimate costs to implement an ongoing program.

METHOD

The implementation review of the PTP was undertaken in five stages, as follows:

(1) Development of a program logic and key review areas
(1)  Review of relevant documentation
(2) Consultation with stakeholders
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(3) Oaline sutvey of pharmacists, and
(4) Triangulation of evidence to identify findings and potential future options for
the PTP, should it continue, into a final report.

SUMMARY OF REVIEW FINDINGS

Appropriateness

Key Finding 1: Funding of a program for service delivery trials is an appropriate
response for the stated objectives of the PTP, which are to
improve clinical outcomes for consumers, and/or extend the role
of pharmacists in the delivery of primary health care setvices
through community pharmacy. This is evidenced by the sector
support to expand pharmacy service delivery, including greater
collaboration with other health care professionals. The PTP is not
duplicative of other research funding and aligns with the evidence
building approach of the National Strategy for Quality Use of
Medicines and the principles of the National Medicines Policy
that support the 6CPA. It seems unlikely that the expected
outcomes of the PTP could be achieved without the financial
support for trials offered by the program.

Evidence suggests that research to validate the clinical and economic effectiveness
of new or expanded Community Pharmacy Programmes is appropriate and that
there was support for the objectives of the PTP among the community pharmacy
and broader pharmacy sector. Many stakeholders expressed interest in a broader
interpretation of the PTP objectives to include alternative locations of service
delivery within the community and engagement of consultant pharmacists in

addition to community pharmacists. Although PTP trials linked into general practice
via referral or case conferencing, interdisciplinary collaboration was an area noted by

professional and advocacy peak bodies that could be strengthened.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

There were mixed views among stakeholders as to whether the expected outcomes

vi

of the PTP would be achieved without PTP funding, depending on the nature of the

individual trial. Considering the limited funding specifically available for health
service research in pharmacy through other research grant programs, it is unlikely
that PTP objectives would be achieved without the dedicated funding provided by
the PTP. Given the limited capacity of community pharmacy to implement
programs without financial incentives for staff time, expanding programs would be
challenging without funding for trials.

The review concluded that funding of a program for service delivery trials is an
appropriate response for the stated objectives of the PTP, which are to improve
clinical outcomes for consumers, and/or extend the role of pharmacists in the
delivery of primary health care services through community pharmacy.

Effectiveness

Key Finding 2: Setting of PTP priority areas included reference to expert opinion
and stakeholder consultation. Increased engagement of consumer
groups from a broader range of health needs petrspectives may
further enhance trial design in the future. Further focus on the
needs of consumers in rural and remote areas could also be
considered.

Key Finding 3: Issues that delayed implementation of PTP milestones included
the unanticipated time required to refine trial protocols to meet
requirements of prospective independent health technology
assessment (HT'A). Factors that could streamline implementation
include increased clarity of application processes to reduce
ineligible applications and further documentation of
administrative processes associated with decision making.
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Key Finding 4: At the time of the evaluation conclusion, seven trials had signed
funding agreements, and an additional trial had approval from the
Minister for Health to be undertaken in 2019-20 financial year.
One trial was completed and five more are scheduled to be
completed by the end of the 6CPA. As at June 2019, no trial had
undergone an independent HT'A. The selected HT'A advisory
body should consider the service delivery nature and qualitative
consumer expetience aspects of the PTP trials as part its
assessment.

vii

and further documentation of administrative processes associated with decision
making,.

Program outputs

It is likely that only one PTP trial will undergo an independent HT'A during the term
of the 6CPA.

Efficiency

Program development processes

The Department undertook several processes to seck stakeholder input into
development and design of the PTP and setting priority areas. This included a

stakeholder forum, a ‘call for ideas’ and convening a Trials Advisory Group (TAG).

Many professional and advocacy peak bodies would have liked greater engagement
in the developmental stages. In addition, stakeholder engagement diminished when
the TAG ceased meeting prior to the submission of grant applications under
Tranche 2.

Trial design and selection processes

The term of the 6CPA was sufficient time to develop guidelines and processes and
implemented at least one tranche of trials. Unexpected delays encountered in
protocol development stages led to truncated trial implementation time. Combined
with time required for ethics approval, shortened implementation times may have
affected trial recruitment and hence potential outcomes that were achievable in the
life of the agreement.

Administrative processes

The administrative processes of the PTP were guided by the Commonwealth Grant
Rules and Guidelines, the PTP grant guidelines met those requirements. There are
several areas of the program guidelines that could be strengthened in the future,
such as increased clarity of application processes to reduce ineligible applications,

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

Key Finding 5: Implementing RCT methodologies can be challenging in the
context of service delivery trials in the community. Approval of
PTP study design should be guided by an assessment of whether
the proposed method is appropriate and sufficiently robust to
enable an independent HT'A upon completion.

There is a need for PTP trials to undergo an evaluation of clinical and economic
merit before they can justify a submission for a broader rollout. Typically, these
evaluations require rigorous evidence, such as that provided by RCT's. The PTP

processes generally favoured an approach to trial development that emphasised use
of RCTs.

An RCT methodology presented challenges for PTP trials that have a particular
focus on interventions which benefit Aboriginal and Torres Strait Islander peoples.
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1 INTRODUCTION

In response to a greater focus on primary care across the health system and
changing consumer expectations surrounding service delivery and access, the
Australian Government and the community pharmacy sector recognised an
opportunity to expand the role of community pharmacy to meet the needs of the
population. This goal was reflected in the design of the PTP funded under the
6CPA.

The Department engaged Healthcare Management Advisors (HMA) to:

‘Review the implementation of the Pharmacy Trial Program (PTP).’

1.1  BACKGROUND

The PTP is a component (clause 6.1.4) of the Community Pharmacy Programmes
of the 6CPA. Funding for Community Pharmacy Programmes was approved by the
Minister for Health, following consultation by the Department with a range of
stakeholders (including the Pharmacy Guild of Australia (the Guild)), and is
expected to be up to $1.26 billion over the term of the 6CPA from 1 July 2015 to 30
June 2020 (Term). The expected allocation is as follows:

e Dbe atalevel of $613 million over the Term as continued investment in a range of
Community Pharmacy Programmes;

e be atalevel of $50 million over the Term as funding for the PTP to trial new
and expanded Community Pharmacy Programmes, which seek to improve
clinical outcomes for consumers and/or extend the role of pharmacists in the
delivery of primary health care services through community pharmacy; and

e include access to additional funding of up to $600 million over the Term to
support new and expanded Community Pharmacy Programmes which are
intended to be delivered through community pharmacies [1].

In July 2017 a compact to the 6CPA was signed. The amended and restated 6CPA
reallocated the $600 million originally held in a contingency teserve to suppott new

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

and expanded Community Pharmacy Programs. As of 1 July 2017, the $600 million
was committed to support the following Community Pharmacy Programmes:

e Dose Administration Aids ($340 million);

e Staged Supply ($80 million);

e Expansion of MedsCheck and Diabetes MedsCheck ($90 million);
e Home Medicines Review ($60 million); and

e Incorporating medication management programs within Health Care Homes
$30 million). [1]

1.2  OBJECTIVES OF THE IMPLEMENTATION
REVIEW

The objectives of the implementation review were to:

e inform and assess the appropriateness of the PTP, including identifying the
alignment between the program response (administrative activities and outputs)
and the intended outcomes;

¢ identify early insights into implementation, including lessons learnt, potential
design issues and opportunities for program improvement; and

e provide recommendations and/or options on possible enhancements or
improvements to the design and implementation of the PTP.

The three key review questions were as follows:

(1)  Is the program the appropriate response for the program’s objectives?
(Appropriateness)

(2) How well is the PTP being delivered and is it working as expected?
(Effectiveness)
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(3) What alternative models could be considered to improve clinical outcomes for
consumers by extending the role of pharmacists in the delivery of cost
effective primary health care services? (Efficiency)

1.3  REPORT STRUCTURE

This report presents the findings of the Implementation Review of the PTP and is
structured as follows:

o Part A: Context

— Introduction (this chapter)
— Situation Analysis (Chapter 2)
— Review methodology (Chapter 3)

e DPart B: Review findings

— Appropriateness (Chapter 4)
— Effectiveness (Chapter 5)
— Efficiency (Chapter 06)

e DPart C: Future directions

Approach to emerging themes: possible directions (Chapter 7).

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program
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2 SITUATION ANALYSIS

2.1 PHARMACY TRIAL PROGRAM

The PTP aims to:

(1) improve clinical outcomes for consumers; and/or
(2) extend the role of pharmacists in the delivery of primary health care services
through community pharmacy [1].

The alternative models of care explored through the trials under the PTP are
intended to:

e use an integrated care approach to improve health outcomes for consumers or
patients;

e support innovation in pharmacy;

e develop activities or programs that could potentially be rolled out nationally, and
if so, in what circumstances, subject to an assessment of their comparative safety,
clinical effectiveness and cost-effectiveness using best available evidence. The
trialled service would also need to satisty funding priorities as determined by the
Minister;

e undergo continued improvement through an iterative process with opportunities
for consultation; and

e provide opportunities for the expansion or improvement of existing 6CPA
programs and services. [2].

Priority areas of the Pharmacy Trial Program

The PTP has been conducted under three tranches. Priority research areas for the
PTP were based on stakeholder consultation including:

e a stakeholder meeting on 26 October 2015 with a large range of peak bodies and
representative organisations;
e bilateral meetings with over 20 key stakeholder groups in 2016; and

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

e 108 submissions to a call for ideas from the release of a discussion paper,
‘Supporting pharmacist delivery of primary health care services through the
Pharmacy Trial Programme’ between 17 March and 29 April 2016 [3].

The PTP priorities areas selected for each tranche were:
e Tranche 1 topics:

— pharmacy-based screening and referral for diabetes;

— improved medication management for Aboriginal and Torres Strait Islander
people through pharmacist advice and culturally appropriate services; and

— improved continuity in the management of patients” medications when they
are discharged from hospital.

e Tranche 2 priorities:

— community pharmacist outreach to residential aged care facilities (RACFs);
— medicines management and medicines reconciliation services;

— disease management for appropriate conditions; and

— screening and referral by pharmacists for cardiovascular risk.

e Tranche 3 trials are further targeted grant opportunities.

In addition, it was intended that the Community Pharmacy Programmes, including
the PTP, would have a focus on benefits for:

e Aboriginal and Torres Strait Islander people; and

e Consumers in rural and remote areas [1].

A summary of the PTP trials that are the subject of this Review is provided in
Table 2.1. A further trial under Tranche 3 was announced in March 2019. The

Bridging the Gap between Physical and Mental Illness in Community Pharmacy
Trial (PharMIbridge Trial) will commence in the 2019-20 financial year.

FINAL REPORT



Table 2.1 Summary of PTP trials

TRANCHE RECIPIENT TRIAL NAME TRIAL LOCATION SITES AGREEMENT DATE VALUE (EXCL. GST)
1 The Pharmacy Guild of Pharmacy Diabetes Screening National 5 May 2016 $3.05 million
Australia (the Guild) (Diabetes Screening Trial)
Improved Medication Management for QLD, NSW, NT 17 October 2017 $3.47 million
Aboriginal and Torres Strait Islanders
Feasibility Study (IMeRSe Feasibility
Study)
2 Pharmaceutical Society of Integrating Practice Pharmacists into QLD, VIC,NT 20 December 2017 $5 million
Australia (PSA) Aboriginal Community Controlled Health
Services (IPAC Project)
Woolcock Institute Getting Asthma Under Control (Asthma NSW, WA, Tas 3 November 2017 $2.07 million
Trial)
University of South Australia ~ Reducing Medicine Induced SA, TAS 6 April 2018 $2.85 million
Deterioration and Adverse Reactions
(ReMInDAR) Trial
Black Swan Health Early Detection and Management of WA 13 June 2018 $2.04 million
Cardiovascular Disease Risk Factors and
Chronic Disease Markers in Community
Pharmacy (CVD Trial)
3 The Guild and PSA Chronic Pain MedsCheck Trial National 11 April 2018 $20.85 million (the
Guild)
$500,000 (PSA)
Total value of PTP funds awarded at March 2019 $39.83 million
Source: Internal Audit Report: Audit of the Management of the Pharmacy Trial Program under the Sixth Community Pharmacy Agreement, page 6 [4]
Australian Government Department of Health « Implementation Review of the Pharmacy Trial Program Fl NAL R EPO RT



2.2  POLICY CONTEXT

National Medicines Policy

The National Medicines Policy (NMP) was established in 2000 as a partnership
between governments, health educators, health practitioners and other health care
providers and suppliers, the medicines industry, health care consumers, and the
media [5]. The aim of the NMP is to meet medication and related service needs, so
that both optimal health outcomes and economic objectives are achieved. The
central objectives of the policy are:

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

e medicines meeting appropriate standards of quality, safety and efficacy;
e quality use of medicines; and
e maintaining a responsible and viable medicines industry [5].

The 6CPA supports the NMP as detailed in Section 3: Pharmaceutical Benefits
Scheme (PBS) Access and Sustainability Package! that seeks to establish pharmacy
funding and medicines pricing arrangements and a range of sector improvements
[1]. The funding arrangements noted in the 6CPA seek to:

e ensure consumers can continue to have access to new and innovative PBS
subsidised medicines at an affordable price;

e promote and improve the quality use of medicines; and
e ensure a cost-effective and sustainable PBS 2 [1].

Quality use of medicines

Quality use of medicines (QUM) is one of the four objectives of the NMP. In 2002,
the National Strategy for QUM was established and integrates with the strategies for
the other NMP objectives as shown in Figure 2.1 [6].

1 6CPA, pages 7-10

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

Figure 2.1: Relationship of Quality Use of Medicines to other National Medicine Policy objectives
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Source: National Strategy for Quality Use of Medicine, Plain English Version, page 4 [6]

QUM recognises the joint responsibility of key partners, which includes consumers,
health practitioners, government and the pharmaceutical industry, for the safe and
effective use of medicines in Australia [6]. However, there is an emphasis placed on
the pivotal role of practitioners in promoting QUM through:

2 6CPA, page 3
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making well-informed choices on treatment;

communicating with consumers;

collaborating with other health practitioners outside of their own discipline
developing and implementing models of best practice; and

maximising professional roles to provide optimal contribution [5].

The Strategy highlights a need to undertake strategic research for the development
of QUM initiatives that includes building the evidence base, trialling evidence-based
interventions and the monitoring and evaluation of effective interventions [6].

The relationship between the actions described by the National Strategy are
illustrated in Figure 2.2.

Figure 2.2 Strategic research, evaluation and routine data collection
to support the development of QUM initiatives

Build an evidence base

* The nature of the problem at
a local, community, regional,
state and national level
Existing evidence or
sponsored research in the
absence of Australian data

* Evidence on effective

interventions

Trial effective interventions

Facilitate implementation of

L effective interventions
Develop and maintain a

comprehensive pharmaco-

epidemiological, patient-linked Collect data
database containing

medication use by age, gender,
and reason for use Evaluate
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Soutce: Adapted from Commonwealth Department of Health (2002) ‘National Strategy for Quality Use of
Medicines’

The principles within the National Strategy for QUM are applicable to the PTP. The
focus on research and evaluation is consistent with the intended outcomes of the
PTP to provide robust clinical and economic evidence prior to funding ongoing
programs.

2.3  CHANGING LANDSCAPE OF PHARMACY IN
PRIMARY CARE

In the latest report on Australia’s Health (2018), the Australian Institute of Health
and Welfare (AIHW) notes that, although Australians are living longer, half are
living with at least one chronic condition, which collectively are the leading causes of
ill health in Australia [7]. Accordingly, primary health care has an integral role in
supporting the health and wellbeing of Australians. Primary health care is typically a
person’s first contact with the health system [8], and can be delivered by a variety of
health professionals, including general practitioners (GPs), nurses, nurse
practitioners, allied health professionals, midwives, pharmacists, dentists, and
Aboriginal and Torres Strait Islander health workers.

Medicare Benefits Schedule (MBS) and PBS data indicated that in 2018,
approximately 148.2 million visits were made to a GP and approximately

283.6 million prescriptions were filled (under the PBS) in Australia [9]. Extrapolation
of this information would suggest an average of two prescriptions are filled per GP
visit. This demonstrates the important relationship between GP and pharmacist in
the management of primary health care.

Medication misadventure and non-dispensing pharmacist roles

It is estimated that approximately 125,000 Australians are admitted to hospital
annually for potentially preventable issues relating to medicine safety including
adverse reactions [10]. In 2019, the Pharmaceutical Society of Australia (PSA) report
on medicines safety identified four key issues related to medicine safety in Australia.
These were:

e hospital admissions due to medicine misuse;
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e poor hospital discharge processes;
e medication management in residential aged care; and
e adverse medication reactions within the community [10].

Proper medication management requires an interdisciplinary approach with
pharmacists as key members of the primary care team. The scope and range of
services provided by pharmacists has expanded over the last 30 years, with the
introduction of Community Pharmacy Programmes in successive CPAs. This has
also enabled pharmacists to extend services beyond the retail pharmacy outlet into
people’s homes (Home Medicine Reviews) and RACFs (Residential Medication
Management Reviews (RMMRs)). This recognises the potential value of extending
pharmacy services into active medicines management interventions with the aim of
improving consumer health outcomes [11].

The Australian Government recognises the important role that the pharmacy
profession plays in primary health care and in improving patient health outcomes.
For example, the Community Pharmacy in Health Care Homes Trial Program is an
initiative (funded under the 6CPA) to support the incorporation of medication
management planning and programs within Health Care Homes [12]. Health Care
Homes aims to provide better management of chronic conditions through
coordinated, integrated care, provided at the usual GP clinic or Aboriginal
Community Controlled Health Service (ACCHS) [13]. Community pharmacy’s role
in Health Care Homes is to conduct an initial reconciliation of the patient’s
medications and develop a collaborative Medication Management Plan [12]. Within
this trial, community pharmacists provide services in the GP clinic setting. Health
Care Homes is being trialled in ten Primary Health Networks (PHNs)

across Australia.

Use of non-dispensing pharmacists within GP clinics is supported by the Australian
Medical Association (AMA) [14] and the PSA [15]. In addition to the Health Care
Homes trials, numerous PHNs across Australia are also investigating the
effectiveness of having non-dispensing pharmacists in GP clinics, including North
Western Melbourne PHN, Eastern Melbourne PHN, and the Australian Capital
Territory PHN.

The PSA also supportts the integration of pharmacists into residential aged care due
to the high prevalence of medication related issues in this setting [10].

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

Trialling of non-dispensing pharmacist roles expands the capacity of setvices that
pharmacists could deliver in primary health care in future. The challenge will be to
ensure the workforce and funding streams are available, and that the model
enhances, but does not compete, with existing community pharmacy models.

Digital Health - My Health Record

The Australian Government has invested in electronic medical records (My Health
Record). My Health Record is a secure online summary of an individual’s health
information [16]. As at February 2019, there was a 90 per cent participation rate for
My Health Record and over 15,000 health care provider organisations registered,
including 4,609 pharmacies [17].

My Health Record is designed to equip pharmacists with additional information to
provide greater patient care, especially during transition of care (from the hospital to
the community and vice versa) when medication errors are most likely to occur [18].

For community pharmacy, My Health Record provides new opportunities in service
provision through timely access to an individual’s key health information. This will:

e cnhance delivery of Medication Management services such as MedsCheck;
Home Medicines Review, Residential Medication Management Review;

e improve efficiency of professional services, such as medication reconciliation, by
reducing time spent gathering information from multiple sources;

e support the provision of tailored advice based on relevant and recent
information; and

e support continuity of patient care and inter-professional collaboration [18].

Recent enhancements to the medicines list have been announced for My Health
Record. The new medicines list (named the Pharmacists Shared Medicines List
(PSML) will include over-the-counter medicine information for people with a
chronic condition as well as prescription medication information.

My Health Record and other digital technology enhancement will change the way
pharmacists work to provide services. Streamlining use of the new technologies will
enhance uptake and generate more robust information for sharing with other health
care providers. Research into mechanisms to integrate and streamline the use of
technologies may be required to maximise the potential benefits.

FINAL REPORT



Primary health networks and collaboration

Facilitation and improvement of setvices through improved coordination and
integration of care is another focus of the Australian Government. Through PHNS,
the Government seeks to increase the efficiency and effectiveness of medical
services for patients and improve coordination of care to ensure patients receive the
right care in the right place at the right time [19].

In addition to Health Care Homes and trials of non-dispensing pharmacists in GP
clinics (as noted above), PHNs work with pharmacists and other primary health care
professionals through provision of education and training sessions and support to
implement new technologies such as My Health Record.

Future directions for community pharmacy

In 2018, the Guild released the Community Pharmacy 2025 Frameworfk for Change. This
recognises nine future growth pathways for community pharmacy to ensure long-
term sustainability. Five of these pathways relate to health service provision by or in
community pharmacy, as follows:

(1) Health services: provide health services in the pharmacy, including
medication management, preventative health, screening and chronic disease
Support.

(2) Community health hub: enable other health professionals to provide patient
services making community pharmacy a health hub.

(3) Digital enablement: integrate digital health into community pharmacy
practice and embrace digital technologies as a whole-of-business enabler.

(4) In-home care: provide a range of medication and other health services to
patients in their home.

(5) Collaboration and partnership: collaborate and partner with other health
providers, local health networks, medicines companies, researchers and
government [20].

The Guild notes the support for the stated growth pathways from pharmacy owners
and employees, students and patients alike (based on market research of focus group
participation and thousands of survey responses) [20].
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2.4  FUNDING OF PRIMARY HEALTH CARE

Increasingly, the Australian Government is requiring ongoing evaluation of existing
services and an improved evidence base for funding future services. It is vital to
consider innovative ways to address health needs and improve the value and cost-
effectiveness of all services, whether delivered through pharmacy or other areas of
primary health care [11].Therefore, new models of care and service delivery must
have robust evidence to demonstrate their clinical effectiveness as well as expected
economic benefits for implementation.

Consistent with this approach, once finalised, the outcomes of all PTP trials will
undergo an independent health technology assessment (HTA) to inform decisions
about any future funding for trialled services. The recommendation of whether a
trialled service should be supported and publicly funded (and if so, its
circumstances) will be informed by an assessment of its comparative safety, clinical
effectiveness and cost-effectiveness using best available evidence. The service would
also need to satisfy funding priorities as determined by the Minister for Health.

Health Technology Assessment

The Australian Government subsidises the cost of health-related goods and services
through a range of different funding arrangements It is not financially viable to
support every new health technology that comes onto the market, so the
Government aims to direct funding to health services and technologies that are
clinically relevant, cost effective and safe [21].

An HTA involves a range of processes and mechanisms that uses scientific evidence
to assess the quality, safety, efficacy, effectiveness and cost effectiveness of health
services and technologies. An independent HT'A enables new services and
technologies to be prioritised against existing health care interventions. Common
applications for an HT'A are pharmaceuticals (including vaccines), diagnostic tests,
medical devices, surgically implanted prostheses, medical procedures and public
health interventions. The key questions addressed are:

e s it safer;
e does it improve health outcomes?; and
e s it cost effective? [21]
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Several entities provide independent HT'A advice including the Medical Services
Advisory Committee (MSAC), the Pharmaceutical Benefits Advisory Committee
(PBAC), the Therapeutic Goods Administration (TGA) and the Prostheses List
Advisory Committee (PLAC) [21].

Of the existing HT'A advisory bodies, the Medical Services Advisory committee
(MSAC) is the most relevant regarding the objectives of the PTP.

The Medical Services Advisory Committee (MSAC), established in 1998, is an
independent scientific committee comprised of individuals with expertise in clinical
medicine, health economics and consumer matters.

The principal role of MSAC is to advise the Minister for Health, which informs
Australian Government, on medical services including those that involve new or
emerging technologies and procedures, in relation to:

e the strength of evidence about the comparative safety, clinical effectiveness, cost-
effectiveness and total cost of the medical setvice;

e whether the medical service should be publicly funded and if so, the
circumstances under which this should occut;

e the proposed MBS item descriptor and fee for the service where funding
through the MBS is supported; and

e other issues relating to the public funding of health services referred by the
Minister [22].

MSAC is supported by two sub-committees:

e Evaluation Sub-Committee (ESC), provides advice to MSAC on the quality,
validity and relevance of the evidence presented in applications being considered
by MSAC ; and

e PICO?3 Advisory Sub-Committee (PASC) (formally the Protocol Advisory
Sub-Committee), which oversees the development of a PICO Confirmation
intended to:

3 PICO: Population, Intervention, Comparator, Outcome
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— capture current clinical practice and reasonably reflect likely future practice
with the proposed new service;

— identify all potentially impacted health care resources; and

— present the framework for evidence collection during the assessment phase of
the MSAC process [22].

Eligible PTP grant applications were required to undergo consideration by PASC.
This process was designed to ensure the necessary level of clinical evidence was
available to support an independent HT'A upon completion. Applicants were able to
resubmit based on the PASC feedback [11] [23].

Necessary evidence levels

There are various types of research protocols that provide different levels of
evidence strength. The National Health and Medical Research Council NHMRC)
has described a hierarchy of evidence, including:

e Systematic review and critical appraisal: a comparison and analysis of primary
studies within a specific study area, providing a meta-analysis;

e Randomised controlled trial (RCT): considered the most rigorous study
methodology for determining a cause-and-effect relationship between
intervention and patient outcomes by eliminating confounding variables; [24].

e Cohort study: designed to assess if a particular characteristic is associated with
the development of a disease or other clinical outcome. Control groups can be
included, but allocation is not random;

e Case-controlled study: a form of observational study, i.e. no intervention is
provided, and

e Expert opinion: perspectives or predictions provided by individuals who are
considered experts in the field of interest.

Further description of the type of research methodologies Appendix A. The
evidence hierarchy is depicted in Figure 2.3.
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Figure 2.3 Hierarchy of evidence
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Adapted from: National Health and Medical Research Council (2009) ‘NHMRC Levels of Evidence and Grades for
Recommendations for Developers of Clinical Practice Guidelines’

Trials funded through the PTP focused (predominantly) on use of an RCT

methodology to ensure robust clinical evidence was available for an independent
HTA upon completion.

Systematic reviews of community pharmacy intervention studies in the United
Kingdom (UK), the Netherlands, Belgium, Spain, Denmark, Switzerland, Australia,
Canada and the United States of America (USA) found that the most common
designs used were RCTs, and controlled and uncontrolled ‘before and after’ studies
(a type of cohort study) [25] [26] [27] . The focus of these interventions was chronic
disease risk factor management including obesity, smoking cessation, cardiac
pulmonary obstructive disorder and heart failure as well as QUM and medication
adherence [28] [29].

Peer-reviewed literature from the community pharmacy sector in the USA showed
variation in study designs used to explore the expanded scope of pharmacy services.
Although RCT's remained a common methodology, controlled cohort studies were
also able to produce evidence that is appropriately applied to the general population
[30] [31]. Investigation of more novel or innovative services through community
pharmacy such as pharmacogenomics and greater use of pharmacy technicians were
conducted as feasibility studies [32] [33].
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Table 2.2 provides a summary of international community pharmacy primary studies
and Australian studies (not part of the PTP) considered in this discussion. This
comparison shows that an RCT is a possible study design option for service delivery
interventions by community pharmacy. However, controlled and uncontrolled
cohort studies are also commonly used.

The scientific rigour of RCT's allows conclusions to be drawn regarding the
effectiveness of the interventions including clinical outcomes, scalability and
economic viability. However, RCT methodology is relatively costly and should be
preceded by feasibility and pilot studies [34] [35]. Preceding trial design may include
smaller scale pilot studies or controlled cohort feasibility studies.

MSAC review of existing Continuing Pharmacy Programmes

In 2016-2017, evidence reviews on the clinical and cost effectiveness of Continuing
Pharmacy Programmes were undertaken. Programs reviewed included:

Dose Administration Aids;
Staged Supply support allowances;

Clinical Interventions;

Home Medicines Review (HMR);
Residential Medication Management Review;
MedsCheck; and

Diabetes MedsCheck [30].

MSAC concluded that there was insufficient evidence and a lack of empirical
research to determine the clinical and cost effectiveness of the reviewed programs.
In addition, MSAC noted that it was difficult to conduct a comparative assessment
of the programs as they were now primarily standard of care expected of a
pharmacist. MSAC considered that further evidence generation needed to highlight
the need for comparative data [37] [30].
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Table 2.2 Comparison of primary study designs for community pharmacy service interventions

12

STUDY NAME YEAR STUDY DESIGN LOCATION HEALTH AREA

Randomized Trial of the Effect of Pharmacist Prescribing 2015 RCT (active comparator) — Canada Chronic Disease —

Tsuyuki ez a/. 248 participants Hypertension

Pharmacist Intervention for Glycaemic Control in the Community 2013 Uncontrolled cohort study — Canada Chronic Disease — Diabetes

AL Hamarneh e# 4. 100 participants

Community Pharmacy-Based Medication Assessment Program 2012 Uncontrolled cohort study — Canada Chronic Disease — Asthma

Beauchesne ¢ al. 82 participants and COPD

Patient case activities by community pharmacists in a capitation funding model 2018 Uncontrolled cohort study — Canada Mental Health and Alcohol

mental health and addiction programs 182 participants and Other Drugs/ QUM

Murphy et al.

Effectiveness of Pharmacentical Care for Patients with Cardiac Obstructive 2014 RCT (active comparator) — Belgium Chronic Disease — COPD

Pulmonary Disease 734 participants

Tommelein e al.

Effectiveness of a Pharmacist-Led Intervention on Dinretic Compliance in Health 2003 RCT (active comparator) — The Netherlands Chronic Disease — Heart

Failure Patients: A Randomized Control Study 152 participants Failure/ Transition of cate/

Bouvy ez al. Medication adherence

Pharmacist Intervention to Improve Medication Adberence in Health Failure 2007 RCT (active comparator) — US Chronic Disease — Heart

Murray ef al. 314 participants Failure/ Medication
adherence

Managing minor ailments: The public’s preference for attributes of commmunity 2016 Uncontrolled Cohort Study — UK Access to primary care

pharmacies. A Discrete Choice Excperiment 1,049 participants services/ service gaps

Porteous ¢/ al.

Vicotine Patches in Smoking Cessation: A Randomized Trial among Over-the- 1997 RCT (placebo controlled) — Denmark Chronic Disease Risk Factors
Counter Customers in Denmark 522 participants — Smoking cessation
Sonderskov ez 4.

Change of body weight and lifestyle of persons at risk of diabetes after screening and 2008 Uncontrolled Cohort Study — Switzerland Chronic Disease — Weight
connselling in pharmacies 1,370 participants management

Botomino ef al.

Tmplementation of an 2001 Uncontrolled Cohort Study —  Spain Chronic Disease — Weight

overweight and obese peaple follow-up program as a previous step
to a drug-therapy follow-up
De Miguel ez al.

168 participants

management

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

FINAL REPORT



13

STUDY NAME YEAR STUDY DESIGN LOCATION HEALTH AREA
Tmplementation of a weight management pharmacentical 2004 Uncontrolled Cohort Study —  USA Chronic Disease — Weight
care service 288 participants management

Lloyd et al.

Impact of a Pharmacentical Care Intervention on Blood Pressure Control in a 2010 Controlled Cohort Study — USA Chronic Disease —

Chain Pharmacy Practice 376 participants Hypertension

Robinson ef al.

Abn Integrated Pharmacy-Based Program Improved Medication Prescription and 2012 Controlled Cohort Study — USA Chronic Disease — Diabetes/
Adherence Rates in Diabetes Patients 29,247 participants Medication adherence
Brennan e al.

Tmplementation of pharmacogenetics service in a community pharmacy 2014 Feasibility study — 18 USA Expanded scope of

Ferreri et al. participants setvices/point of care testing
Uptake and effectiveness of a community pharmacy intervention programme fo 2013 Cluster RCT (active Australia Chronic Disease — Asthma
improve asthma management comparator) — 1,483

Bereznicki ez al. participants

An evaluation of community pharmacy-based rural asthma management service 2008 Controlled Cohort Study — Australia Chronic Disease — Asthma
Saini et al. 80 participants

The Pharmacy Diabetes Care Program: assessment of a community pharmacy 2007 Controlled Cohort Study — Australia Chronic Disease — Diabetes
diabetes service model in Australia 289 participants

Krass et al.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

FINAL REPORT



3 REVIEW METHODOLOGY

The implementation review of the PTP was undertaken from February 2019 to
June 2019 in five stages, as follows:

(1) Development of a program logic and key review areas.

(2) Review of relevant documentation and other contextual information.

(3) Consultation with stakeholders.

(4) Online survey of pharmacists.

(5) Triangulation of evidence to identify findings and potential future options for
the PTP, should it continue, into a final report.

Activities undertaken in each of these stages is described in this chapter.

3.1 PROGRAM LOGIC AND KEY REVIEW AREAS

The program logic of any program articulates the reasoning driving the program and
highlights the linkages between the different service delivery components of any
public sector initiatives. Program logic can also be used to identify key areas for an
implementation review. HMA suggested that the following five key review areas for
the implementation review:

(1) Policy.

(2) Development.
(3) Selection.

(4) Administration.
(5) Outcomes.

The relationship between the program logic and those five key review areas is
depicted in Figure 3.1.
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Figure 3.1: PTP program logic and implementation review areas
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3.2 DOCUMENTATION REVIEW AND OTHER
CONTEXTUAL INFORMATION

To inform the evaluation analysis, HMA reviewed documentation related to the

PTP and relevant government policy, as well as peer-reviewed and grey literature on

the types of research used for service delivery interventions and the robustness of

different research models. This analysis was used to examine the broader context in

which the PTP operates and to inform consideration of the perspectives put
forward by stakeholders during consultations. This section of the report lists the
documents that provided that context for the evaluation.

Documentation that was specific to the operations of the PTP trial included:

e “Summary report of the stakeholder consultation forum held on 26 October
20157 2]

e “Supporting pharmacist delivery of primary health care services through the
Pharmacy Trial Program: Discussion Paper” (2016). [38]

e PTP Principles. [39]

e Terms of reference and membership for the Trial Advisory Group (TAG). [40]
e PTP Grant Guidelines for Tranches 1, 2 and 3. [41] [23] [42] [43]

e PTP applications for successful grants.

e PTP Tranche 2 assessment master list [44].

Policy and related documents relevant to the evaluation context and referred to
throughout this final evaluation report are listed below:

e National Medicines Policy (2000). [5]

e National Strategy for Quality Use of Medicines (2002). [6]

e GCPA.

e The Australian National Audit Office report “Administration of the Fifth
Community Pharmacy Agreement.” [45]

e Commonwealth Grants Rules and Guidelines. [46]

e Commonwealth Procurement rules. [47]
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Other contextual information considered included:

Guidance and other published matetials produced by health technology
assessment bodies providing advice including the Medical Setvices Advisory
Committee (MSAC), the Pharmaceutical Benefits Advisory Committee (PBAC),
the Therapeutic Goods Administration (TGA) and the Prostheses List Advisory
Committee (PLAC). [21]

Information on the operations of the Australian Digital Health Agency, My
Health Record and the recent research through the Digital Test Beds.
Medication safety and avoidable hospitalisations caused by medication
misadventure.

Strategic directions for community pharmacy as identified in the “Community
Pharmacy 2025 Framework for Change” (2018) published by the Guild. [20]

Literature and evidence from international programs that informed the evaluation
analysis included a:

compatison of trial (also referred to as ‘primary study’) methodologies as
described by the hierarchy of evidence developed by the NHMRC; [48] and
literature scan undertaken by the evaluation project. Findings from the literature
scan were used to compare study design protocols for new and innovative health
service delivery interventions in Australia and overseas. The search included
Australia and countries with similar community pharmacy models, which were
defined as the United Kingdom, other parts of Europe, the United States of
America, Canada, and New Zealand.

3.3  CONSULTATION WITH STAKEHOLDERS

HMA sought the perspectives of relevant stakeholder groups on their experiences
with the PTP and possible future direction for the program. Groups that provided
input into the review are listed below, categorised by stakeholder type.

Australian Government and affiliated agencies

The Australian Government Department of Health, Pharmacy Branch
(Department); and
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e Australian Digital Health Agency.

Advisory groups
e Representatives of the Trials Advisory Group (TAG)

— Chair: Emeritus Professor Lloyd Sansom;

Shane Jackson (PSA);

— Grant Martin (Australian Association of Consultant Pharmacy); and
— Samantha Robertson NHMRC).4

Professional peak bodies with an interest in pharmacy

e The Pharmacy Guild of Australia (Guild);

e Pharmaceutical Society of Australia (PSA);

e Society of Hospital Pharmacists Australia (SHPA); and

e Australian Association of Consultant Pharmacy (AACP).

Professional peak bodies with an interest in primary health care

e Allied Health Professionals Australia (AHPA);

e National Rural Health Alliance (NRHA);

e Australian College of Rural and Remote Medicine (ACRRM); and
e Royal Australian College of General Practitioners (RACGP).

Primary healthcare networks (PHNS)

e Central Queensland, Wide Bay and Sunshine Coast PHN;
e Gippsland PHN; and
e South West Sydney PHN.

4 Samantha Robertson was the NHMRC representative on the TAG, however, she
has subsequently left the NHMRC
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Advocacy peak bodies with an interest in consumer and/or vulnerable
populations

National Aboriginal Community Controlled Health Organisation (NACCHO);
Consumers Health Forum of Australia (CHF);

National Mental Health Consumer and Carer Forum (NMHCCEF); and

Pain Australia (PA).

Successful grant applicants

Pharmacy Diabetes Screening: Guild and Griffith. University;

Indigenous Medication Management for Aboriginal and Torres Strait Islanders
Feasibility Study: the Guild and NACCHO;

Integrating Practice Pharmacists into Aboriginal Community Controlled Health
Services: PSA, NACCHO and James Cook University;

Getting Asthma Under Control: Woolcock Institute;

Reducing Medicine Induced Deterioration and Adverse Reactions: University of
South Australia;

Early Detection and Management of Cardiovascular Disease Risk Factors and
Chronic Disease Markers in Community Pharmacy: Black Swan Health; and
Chronic Pain MedsCheck: the Guild and PSA.

Unsuccessful grant applicants

Top End Health;
University of Tasmania ; and
Griffith University.

Consultations occurred as either telephone interviews or face-to-face meetings from
8 April to 13 June 2019. A full list of individuals consulted is provided Appendix B.
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3.4  SURVEY OF PHARMACISTS

HMA conducted an online survey of pharmacists to gain their perspective of how
research and innovation could be implemented in the pharmacy sector. Although
the primary target of the survey was community pharmacists, it was also open to and
promoted to hospital and consultant pharmacists and other interested people such
as researchers.

The online survey was promoted through the Guild’s and PSA’s websites, social
media and newsletters. In addition, the Australian Journal of Pharmacy website
promoted the survey in an article published online on 9 April 2019. The survey was
open for three weeks from 9 April until 30 April 2019.

There were 124 responses to the survey. Over half were from community pharmacy
employees or owners (54%). The remainder comprised universities or researchers
(14%), consultant pharmacists (13%), hospital pharmacists (11%) or other (8%),
such as administration, peak bodies or Departmental staff.

Survey questions were not compulsory. Therefore, the number of responses to each
question varied throughout. Where survey data is presented in this report, the
petrcentages are calculated from the number of responses for each individual
question. This information is provided for each example, i.e. x% (n=y of z
responses).

A copy of the survey questions is provided at Appendix C.

3.5 TRIANGULATION OF INFORMATION

Information from the previous stages were drawn together as an evidence base to
identify findings. Based on the findings, potential future options for discussion are
presented in Chapter 7 of this document, the Final Report.
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4 APPROPRIATENESS

Key Finding 1: Funding of a program for service delivery trials is an appropriate
response for the stated objectives of the PTP, which are to
improve clinical outcomes for consumers, and/or extend the role
of pharmacists in the delivery of primary health care setvices
through community pharmacy. This is evidenced by the sector
support to expand pharmacy service delivery, including greater
collaboration with other health care professionals. The PTP is not
duplicative of other research funding and aligns with the evidence
building approach of the National Strategy for Quality Use of
Medicines and the principles of the National Medicines Policy
that support the 6CPA. It seems unlikely that the expected
outcomes of the PTP could be achieved without the financial
support for trials offered by the program.

4.1  EVALUATION QUESTIONS

The implementation review of the PTP sought to assess the appropriateness of the
program. The key evaluation question for appropriateness was:

Is the program the appropriate response for the program’s objectives?

Review of the appropriateness of the PTP included analysis of the following detailed
review questions:

(1)  How does the PTP align with the objectives of the Community Pharmacy
Programme in the 6CPA?

(2) Does the community pharmacy sector have the capacity to be able to expand
service provision to address the PTP objectives?

(3) Does the PTP promote appropriate links with other health professionals
(interdisciplinary collaboration)?
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(4)  Is the PTP duplicative of efforts being undertaken by any other government
grant programs?
(5) Could the expected outcomes be achieved without PTP funding?

The detailed analysis of these questions is discussed in the remainder of this chapter.

4.2  ANALYSIS AND FINDINGS

421 Alignment of PTP objectives with 6CPA

The PTP sits within Section 6 of the 6CPA, Community Pharmacy Programmes,
which describes the provision of funding for ‘evidence-based, patient-focused
professional pharmacy programmes and services (Community Pharmacy
Programmes) over the Term’ of the 6CPA.

The intent of the PTP is to trial new and expanded Community Pharmacy
Programmes, with the following objectives:

(1) improve clinical outcomes for consumers; and/or
(2) extend the role of pharmacists in the delivery of primary health care services
through community pharmacy [1].

Considering the research and evaluation focus of the National Strategy for QUM
(see Section 2.2) [6], it is appropriate for the 6CPA to implement a mechanism to
test and evaluate initiatives prior to committing ongoing funding. In addition, the
increasing requirement of the Australian Government to have a robust evidence
base for programs demonstrating the improved value and cost-effectiveness of
services, makes a program such as the PTP an essential component in establishing
new, or expanding existing, Community Pharmacy Programmes.
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Observation 1:  Research to validate the clinical and economic effectiveness of
new or expanded Community Pharmacy Programmes is
appropriate. It aligns with the evidence-based requirements of
the National Strategy for QUM, and to the overarching NMP
that is supported by the 6CPA.

Regarding the specific objectives of the PTP as stated above, responses to the
pharmacist survey indicated that the majority of respondents felt the PTP objectives
were suitable and effective in advancing pharmacy practice in Australia (83%, n=87
of 105 responses to this question). Further to this, approximately two thirds of
pharmacists responding to the survey indicated that a grants program was a suitable
mechanism to achieve the aims of the PTP (68%, n=71 of the 104 responses).

Likewise, the Guild’s strategic plan (Community Pharmacy 2025 Framework _for Change)
identifies health services (including medication management, preventative health,
screening and chronic disease management) as one of nine growth pathways for
community pharmacy [20], demonstrating further support for the PTP objectives.

Observation 2:  The objectives of the PTP were supported by the pharmacy
sector. This is evidenced by matket research by the Guild,
which indicates support for ongoing development of
community pharmacy health services including medication
management, preventative health, screening and chronic
disease management. Health service provision is noted as one
of nine growth pathways for community pharmacy identified
by the Guild and survey responses by individual pharmacists.

Consultation with the Guild and the Department showed that interpretation of the
PTP objectives differed between the two stakeholders:

e The Guild interpreted the program to be specific to community pharmacy and
/ot community pharmacists with the development of programs that would
expand community pharmacy setvice options.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

21

e The Department interpreted the program objectives more broadly and saw
improved clinical outcomes of consumers as independent from service delivery
setting.

Stakeholder consultation indicated many stakeholders supported a broader
interpretation of the role that should be undertaken by the PTP in order to promote
a consumer-centric and inter-disciplinary approach for the management of chronic
conditions.

There was a general view among professional and advocacy peak bodies (including
the PSA, SHPA, AACP, AHPA, NACCHO, and CHF), that restrictions placed
around delivering trial activities through community pharmacies, or pharmacists
employed by a community pharmacy, limited the potential of what the program had
set out to achieve. These groups expressed concern that continued investment in the
delivery of pharmacy services through a retail pharmacy model would not reflect the
future needs of consumers nor integrate into changing primary care systems.

Stakeholders said that, as implementation of the program progressed, there was a
growing disparity between the sector’s vision for the PTP and the grant activity that
eventuated. This perspective is summarised in the following stakeholder statement
responding to a question on the appropriateness of the PTP.

‘The PTP has been a program of lost opportunity; it could’ve been research that
could have seriously impacted practice. It could 've given us evidence around new
programs... This was a once-in-a-lifetime investment in community pharmacy that
will result in very little.’

Peak professional body comment
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Observation 3:  Interpretation of the PTP objectives differed between
stakeholders. The Guild maintains that the PTP objectives are
to focus on community pharmacy and community
pharmacists. There was general support among other
stakeholders interviewed for the review, including professional
and advocacy peak bodies, for a broader interpretation of the
PTP objectives in regard to the type of pharmacist engaged in
trials and the location of trial service provision beyond
community pharmacy settings.

4.2.2 Barriers to expanding pharmacist roles into
provision of services

The changing needs and expectations of consumers in primary care is changing the
environment in which pharmacy services need to operate. Furthermore, as discussed
in Section 2.3, inter-disciplinary approaches to health care and issues such as
preventable medication misadventure resulting in hospitalisation highlight the need
to expand pharmacist services to maximise the use of pharmacist expertise.

In response, the Guild has identified nine future growth pathways for community
pharmacy to ensure long-term sustainability, five of which relate to health service
provision by or in community pharmacy. These include provision of pharmacy-
related health services, establishing community health hubs, digital enablement,
provision of in-home care, and collaboration and partnership with other health
professionals [20].

Supporting these broad directions, three quarters of pharmacist survey respondents
(76%, n=92 of 121 responses) agreed that the community pharmacy sector had the
capacity to provide an expanded range of primary care services such as chronic
disease monitoring and patient education.

One respondent commented:

‘Pharmacists are currently underutilised. A greater utilisation of pharmacists will
offer consumers greater choice and improved medication management.’
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Survey respondent

However, many survey respondents also noted barriers to expanding services. The
main barriers identified by approximately one quarter of respondents each were:

e the lack of funding structures to support the expanded delivery of services (26%,
n=23 of 87 responses); and

e the lack of time and access to staffing support (23%, n=20 of 87 responses).

The following comment from a community pharmacy employee highlights several
barriers to the implementation of new pharmacy service delivery programs.

‘[There is a] conflict of interest between the retail offering with the owner’s need
for profitability and delivering an authentic health service. Pharmacists are
positioned more so as shop or business managers. The bread-and-butter task of
being a true pharmacist becomes an automated constant background task.

Current industry structure regarding location rules and traditional pharmacy
models [is a barrier]. These stores are overworked and under supported — and the
constant blame is either PBS cuts or discount competitors.’

Community pharmacist — employee

Very few survey respondents noted existing enablers for expanded services,
although the accessibility and existing skill set of pharmacists was mentioned as
enablers by 9% of respondents (n=10 of 87 responses).

Another confounding factor to expanded service delivery models identified by
survey respondents was the lack of incentive payments for pharmacists to engage
with emerging technologies such as My Health Record. GPs can apply for the
Practice Incentives Program eHealth Incentive (ePIP), which aims to encourage
GPs to keep up to date with the latest developments in digital health and adopt new
digital health technology as it becomes available [49]. Consultation with PHNs
indicated there are no equivalent incentive payments for pharmacists.
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4.2.3 Promotion of interdisciplinary collaboration among
primary health care professionals through the PTP

Primary health care involves many health professions. Increasingly a coordinated
interdisciplinary approach is required to optimise consumer care. There was a
perception among most stakeholders that opportunities to collaborate between
pharmacy and other health professions through the PTP were limited. Collaboration
in many PTP trials focused mostly on case conferencing with or referral to a GP.
Three of the seven approved PTP trials were provided in a location other than a
community pharmacy (RACF or ACCHS).

Many professional and advocacy peak bodies expressed a desire for community
pharmacy to be better integrated into the primary health sector and other settings
such as RACFs. The AHPA noted a need for greater involvement of allied health
professionals in PTP trials relating to the management of chronic conditions.

The perception that PTP trials were pharmacy-led also raised concerns about the
lack of collaboration and the danger of duplicating services already being offered by
other health professions. These concerns were raised by professional groups such as
the RACGP and AHPA, and grant applicants.

‘We're trying to do fixes around the edges but what is the outcome for the
consumer?’
Professional peak body comment

‘The rules set out in the trials are highly restrictive and innovation is hampered by
this. Because of the 6CPA ...the trials have to go through community pharmacy...’

Professional peak body comment

‘Funding is siloed, which makes it difficult for pharmacists to be doing
multidisciplinary or collaborative work with other health professions.’

PTP grant applicant comment

It was also noted by one grant recipient that study design using only community
pharmacists may have been prohibitive in rural areas where there is only one
community pharmacist.
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‘In some [areas], there was not a good relationship between the pharmacist and
the community so this would not have worked. The community would have walked
away from participating in the trial.’

PTP trial grant recipient comment

Through the online survey, pharmacists were asked how they considered
collaboration between pharmacists and other health professions could be
encouraged. The pharmacist survey received 78 responses to this question, with five
key themes identified:

e Dbetter communication between professions and understanding of each other’s
roles and capabilities (25%, n=19);

e more opportunities for structured interactions such as inter-professional
education and training events and networking evenings (24%, n=18);

e integration of pharmacists into general practices or other health care settings
outside of the community pharmacy (16%, n=12);

e specific funding for multidisciplinary service delivery (14%, n=11); and

e better relationships between peak professional bodies (9%, n=7).

The survey responses suggest that ongoing efforts to enhance education and training
of health professionals across disciplines is beneficial. This agenda could be
progressed through greater involvement of PHNs and peak professional bodies in
trial design in a future PTP.

Observation 4:  Professional and advocacy peak bodies felt that
interdisciplinary collaboration could have been strengthened in

the PTP trials.

4.2.4 Limited existing grant opportunities to address the
PTP objectives

The Commonmwealth Grants Rules and Guidelines (CGRG) aim to promote value for

money and accountability for use of public funds and outline the legislative rules for

grant agreements as well as best practice principles for management of public funds
[47]. One consideration under the CGRG is that officials should determine whether
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an existing grant opportunity may be expanded or modified to meet the objectives,
rather than establishing an additional grant opportunity and duplicating
administrative efforts and costs® [47].

Many stakeholders stated that there is little funding available for pharmacy research,
particulatly for service delivery interventions, other than the funding made available
through the PTP. Access to research funding in the broader health sector is
otherwise provided through NHMRC grants. NHMRC is an independent statutory
agency within the portfolio of the Australian Government Minister for Health.

However, many stakeholders felt that components of the NHMRC processes were
incompatible with the PTP. This includes (in their opinion):

e the lack of accountability as grant payments are not tied to achievement of
outcomes and are not monitored;

e low success rate for service delivery intervention research (an average of only 4%
of NHMRC funding was provided to health services delivery from 2000 to 2016
[50]); and

e the NHMRC focus on acute care medical research.

Stakeholders were concerned that if funding for pharmacy research was
incorporated into the NHMRC pool of funding, there was a danger the allocation
for pharmacy-related initiatives would be absorbed by other research areas.

‘Almost every other profession goes through NHMRC for the proof of concept
research funding. But to date this has been very medically focused. If there [were]
a focus on service delivery, then pharmacy could then be part of this.’

Grant applicant comment

In addition to the administration and management of medical research funding,
NHMRC manages grant funding administration for numerous agencies including
the Cancer Council and the Medical Research Future Fund (MRFF). These funds
are administered separately to NHMRC funds. Grant rounds and funding
application assessments are core business for the NHMRC, with processes in place

5> CGRG Section 11.4, page 30
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to facilitate assessment. This includes specific critetia to ensure the suitability of
research with Aboriginal and Torres Strait Islander populations, i.e. NHMRC
Indigenous Research Excellence Criteria, which assess community engagement, benefit,
sustainability and building capacity [51].

Regarding the administration of the PTP, NHMRC felt that they would have been
ideally placed to manage the PTP. NHMRC commented that application review is
the core business of the NHMRC. It has skilled employees and panels for review, a
comprehensive knowledge of expected timeframes, resources and salaries for
research, and other established criteria (such as that for Indigenous research) to
support assessment of grants.

Another potential funding source for research is the MRFF, established in 2015.
MREFF is guided by Research Missions’, to which the aim of the PTP aligns. A
MRFEF Research Mission is defined as:

a program of work with ambitious objectives that are only possible through
significant investment, leadership and collaboration [52].

The aims are to bring together key researchers, health professionals, stakeholders,
industry partners and patients to tackle significant health challenges [52].

Currently there are two MRFF Research Missions — the Australian Brain Cancer
Mission and the Million Minds Mental Health Research Mission [52]. Neither of the
existing missions address the objectives of the PTP, so there is no duplication with
this funding source.

4.2.5 Achieving the expected outcomes without PTP
funding

Investment in the PTP was highly valued by the pharmacy sector. As stated in

Section 4.2.4 above, other research funding sources do not specifically target the

objectives of the PTP. Therefore, it is unlikely that the innovative research
undertaken by the PTP trials would have occurred otherwise.
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NACCHO expressed the view that without PTP, the positive health outcomes being
observed in the Aboriginal and Torres Strait Islander communities through the
PTP-funded trials could not have been achieved.

Observation 5:  The expected outcomes of the PTP are unlikely to be achieved
without PTP funding.

4.3  CONCLUSION

Evidence collected during the review suggests that research to validate the clinical
and economic effectiveness of new or expanded Community Pharmacy
Programmes is appropriate and that there was support for the objectives of the PTP
among the community pharmacy and broader pharmacy sector. Many stakeholders
expressed an interest in a broader interpretation of the PTP objectives to include
alternative locations of service delivery within the community and engagement of
consultant pharmacists in addition to community pharmacists.

Although PTP trials linked into general practice via referral or case conferencing,
interdisciplinary collaboration was an area noted by professional and advocacy peak
bodies that could be strengthened. There were mixed views among stakeholders as
to whether the expected outcomes of the PTP would be achieved without PTP
funding, depending on the nature of the individual trial. Considering the limited
funding availability for health service research in pharmacy through other research
grants, it is unlikely that PTP objectives would be achieved without the funding.
Furthermore, noting the limited capacity of community pharmacy to implement
programs without financial incentives for staff time, expanding existing programs
would be challenging without funding for trials.

Therefore, the review concluded that funding of a program for service delivery trials
is an appropriate response for the stated objectives of the PTP.
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5 EFFECTIVENESS

Key Finding 2: Setting of PTP priority areas included reference to expert opinion
and stakeholder consultation. Increased engagement of consumer
groups from a broader range of health needs perspectives may
further enhance trial design in the future. Further focus on the
needs of consumers in rural and remote areas could also be
considered.

Key Finding 3: Issues that delayed implementation of PTP milestones included
the unanticipated time required to refine trial protocols to meet
requirements of prospective independent HT'A. Factors that
could streamline implementation include increased clarity of
application processes to reduce ineligible applications and further
documentation of administrative processes associated with
decision making.

Key Finding 4: At the time of the evaluation conclusion, seven trials had signed
funding agreements, and an additional trial had approval from the
Minister for Health to be undertaken in 2019-20 financial year.
One trial was completed and five more are scheduled to be
completed by the end of the 6CPA. As at June 2019, no trial had
undergone an independent HT'A. The selected HTA advisory
body should consider the service delivery nature and qualitative
consumer experience aspects of the PTP trials as part of its
assessment.

5.1 EVALUATION QUESTIONS

The implementation review of the PTP sought to assess the effectiveness of the
program. The key evaluation question for effectiveness was:
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How well is the PTP being delivered and is it working as expected?

Review of the effectiveness of the PTP included analysis of the following detailed
review questions:

Program development processes

(1) Were stakeholders adequately engaged in the development of the PTP?

(2) Was the TAG membership appropriate for its Terms of Reference (TOR) and
was the TOR realised?

(3) Was the lead-in time for PTP development, appraisal and selection process
timely and did it allow for the delivery of grant activities within the 6CPA?

Trial design and selection processes

(1)  Were competitive, merit-based selection processes used?

(2) Were application and decision-making processes suitably transparent to grant
applicants?

(3) Did section processes foster an outcomes orientation for the grants?

Administrative processes

(1)  Were decision makers and advisors (and their roles) identified and
transparently communicated among stakeholders?
(2) Is the record keeping relevant to the PTP grant process satisfactory?

Program outputs

(1) In the term of the 6CPA, how many trials were completed and evaluated by a
relevant independent health technology assessment (HTA) body?

(2) Were processes developed for finalising the trials, including a process to
proceed to an appropriate independent HT'A evaluation?

The detailed analysis of these questions is discussed in the remainder of this chapter.
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5.2 ANALYSIS AND FINDINGS

PROGRAM DEVELOPMENT PROCESSES

521 Stakeholder engagement processes

The Department took several approaches to ensure stakeholders were engaged in
the development of the PTP, including its underlying rules and priority setting. This
included a stakeholder forum, a written call for ideas and the establishment of a
TAG of professional and advocacy peak body representatives.

The stakeholder forum was held at the end of October 2015 [2]. The forum was
facilitated by the Department with attendees addressed by the Minister, the Deputy
Secretary of the Health Benefits Group and Special Advisor Emeritus Professor
Lloyd Sansom, Chair of the TAG. Executive personnel from the Guild, PSA,
AACP, AMA and CHF also made presentations [53].

HMA was informed that over 100 attendees from invited stakeholder organisations
were in attendance and were asked to:

e identify priority health areas to be addressed by the trials; and
e discuss potential design principles.

Examples of PTP targets emerging from this discussion included medication
management for older Australians in both the community and in residential aged
care, integration of care across the health system including eHealth and PHNSs, and
QUM and reducing medication related harm [53].

Stakeholders attending the forum emphasised the need to consider a range of issues
in the design and delivery of PTP trials, including:

e performing a needs analysis to identify appropriate target groups, health areas or
service gaps and ensure a patient focus;

e innovative service design with applicability to vatrious locations/settings;

e application of co-design principles and extensive stakeholder engagement; and
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e capacity and capability of current community pharmacy workforce to deliver on
individual trial objectives [2].

Following the stakeholder forum, a discussion paper was produced and circulated to
a wider range of stakeholders over a six-week period from March to April 2016.
This discussion paper included a ‘call for ideas’ from stakeholders to aid in the
prioritisation of PTP themes [11].

Although they participated in the stakeholder forum, the RACGP and ACRRM still
indicated that they had little involvement in the design and development of the PTP.
The NRHA, AHPA, NMHCCEF and PA wete not involved in the stakeholder forum
and said they had no other engagement in the PTP design processes. The
representative PHNs consulted in this review also indicated they were not involved
in development of the PTP.

Many stakeholders consulted felt that a future program would benefit from broader
stakeholder input in the design phase. The RACGP commented that, despite having
a representative on the TAG, it was unable to provide adequate input to the PTP
considering the importance of interactions between GPs and community
pharmacists in consumer care.

‘The RACGP could and should be engaged with community pharmacy. We
sometimes sense that various projects get the go-ahead without enough
discussion.’

RACGP comment

Observation 6:  The Depattment undertook several approaches to seek
stakeholder input into the development and design of the PTP
and setting of priority areas. This included a stakeholder
forum, a ‘call for ideas’ and convening a Trial Advisory Group.
Many professional and advocacy peak bodies would have liked
greater engagement in the developmental stages, beyond the
activities described.
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Co-design of trials with relevant stakeholders

Peak bodies with a focus on vulnerable population groups noted a lack of
engagement in the design of individual trials. In particular:

e the NMHCCEF was not consulted in the development of the Bridging the Gap
between Physical and Mental Illness in Community Pharmacy Trial
(PharMlIbridge Trial protocol has yet to be approved). It commented:

‘While intent of the program was good, all the programs are ‘doing to’ not ‘doing
with’ consumers.’

e NACCHO was not initially involved in the design of the IMeRSe Feasibility
Study, although it has subsequently been engaged in the trial.

These stakeholders felt increased co-design with consumers from the start of the
design process would improve potential trial uptake and hence the ultimate
outcomes of trials.

522 Trials Advisory Group

The TAG was formed to provide expert and technical advice to the Minister and the
Department throughout the development and implementation of the PTP. The
TAG consisted of fourteen members including clinicians and policy experts. This
included representatives from community, consultant and hospital pharmacy,
primary health care, consumer advocacy, health research and evidence, health
technology assessment and quality use of medicines. The potential appointment of a
rural and remote health practitioner to the TAG was indicated, but this did not
occur [40]. The membership of the TAG is presented in Table 5.1.
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Table 5.1 TAG Membership

Member

Emeritus Professor Lloyd Sansom AO

Area of expertise
Pharmacy and national medicine

(Chair) policy

Dr Ian Coombes Hospital pharmacy

Mr Mark Douglass Community pharmacy (the Guild)

Dr Tony Hobbs Primary health care

Dr Shane Jackson Community pharmacy (PSA)

Mr Grant Martin Pharmacy (Australian Association of
Consultant Pharmacy)

Dr Vlad Matic Clinician and Indigenous

Ms Samantha Robertson

representative
Evidence health and governance
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Dr Rashmi Sharma General Practice

Mr Brett Simmonds Pharmacy

Mr Ian Todd Community pharmacy (the Guild)

Ms Diane Walsh Health care consumer

Dr Claire O’Reilly Health Technology Assessment

Dr Lyn Weekes Quality Use of Medicines and
pharmacy education

Not appointed Rural and remote health representative

Composition of the TAG was widely considered representative by stakeholders. The
NMHCCEF did not consider there was adequate Aboriginal and Torres Strait
Islanders or consumer representation stating:

‘You can tick a box and say well we 've had input but if they are not part of the
group that is providing advice to the Minister, then they are relying on others and
essentially that input can be lost.’

NMHCCF comment

HMA notes that, although not stated in the public information on the TAG
membership, Dr Vlad Matic is an Aboriginal man and acted as the Indigenous
representative for the TAG.

FINAL REPORT



Observation 7:  The TAG was formed to provide expert and technical advice
throughout the PTP. The membership was suitable for this
narrowly defined purpose but may have benefited from
additional representation from vulnerable consumer
populations, including consumers in rural and remote areas
and Aboriginal and Torres Strait Islander communities.

The TAG met five times throughout the PTP, with the first of these meetings being
held in January 2016, consistent with the requirements outlined in the terms of
reference (TOR) [40].

The role of the TAG as described by the TOR can be grouped into three main
categories:

e setting priority areas for PTP trials;
e assessing submissions and trial protocols; and

e providing input into the evaluation and transition of trials to longer term
community pharmacy programs.

Issues relating to TAG involvement in each of these main areas of activity are
described below.

Setting priority areas

The TAG was involved in the setting of priority areas for Tranches 1 and 2 of the
PTP but was not directly involved in providing advice on Tranche 3 trials.

At the initial meeting of the TAG in January 2016, the group discussed priority areas
for trials and potential trial themes that emerged from the stakeholder forum. This
was used to prepare a discussion paper to supportt the public ‘call for ideas’. The
submitted ideas were discussed and prioritised in the third meeting of the TAG, held
in April 2016. Prioritised topics were submitted to the Minister for approval as
Tranche 2 priotity areas [54].

Tranche 1 topics were reviewed by the TAG at the second meeting (March 2010),
based on the proposals submitted by the Guild [54].
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The setting of priority areas for the PTP was primarily based on expert opinion via
invited stakeholder groups. Peak professional bodies, advocacy groups, PHNs and
grant applicants felt the priority areas were important and expressed areas of need.
Some professional and advocacy peak bodies (such as the SHPA, RACGP, CHF
and the ADHA) felt that the finalised priority areas failed to address areas of
opportunity such as interventions that integrate pharmacists into general practice or
community health centres, or use of emerging technologies. Greater communication
about the priority area setting processes and the ranking of priority areas may have
alleviated stakeholder concerns.

Assessment of submissions and trial protocols

The TAG was heavily involved in the assessment of Tranche 1 trial protocols, which
formed the majority of the discussion for TAG meetings 2, 3 and 5.

The last TAG meeting occurred in September 2016, several months prior to
submissions for Tranche 2 in December 2016. The TAG was not involved in the
assessment of Tranche 2 trials. The TAG was not directly involved in the
assessment of submissions or trial protocols for Tranche 3 trials.

A subsequent assessment committee (comprising Departmental staff and advisors,
including the chair of the TAG) was established for the appraisal and selection of
Tranche 2 and 3 trials. These advisors were:

e Director, Program Assessment Section, National Delivery Branch, Health
Services Network (Chair);

e Director, Pharmacy Policy and Stakeholder Engagement Section, Pharmacy
Branch (then Pharmacy Programs Section, Pharmaceutical Access Branch); and

e Technical Expert, Sansom Institute for Health Research.

Stakeholders consulted for the review indicated that there was a lack of transparency
about the decision-making process for Tranche 2 trials. Stakeholders felt that
assessment by a panel of three advisors may have been insufficient. Broader
representation of stakeholders, such as the TAG, would have provided stakeholders
with greater confidence in the assessment process. Several stakeholders including
the PSA, AACP and grant applicants, commented that reliance on one expert
advisor was insufficient to provide a balanced and informed view about applications
under Tranches 2 and 3.
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Observation 8:  Greater communication about the decision-making processes
for all tranches would have been appreciated by stakeholders.

Evaluation and sustainability of trials

The TOR for the TAG noted a requirement to consider evaluation methodologies
including data collection and key performance indicators, and to provide advice on
the translation of trial outcomes to establish long-term community pharmacy
programs. The TAG provided guidance on protocol refinement, including key
performance indicators to inform assessment of program sustainability for
Tranche 1 trials.

This function was performed by internal Departmental staff and an expert advisor
for Tranches 2 and 3 (as discussed above).

523 Suitability of the program length

Lead-in times for developmental processes and unexpected delays

The PTP sought to expend the full $50 million on trial activity within the term of
the 6CPA (5 years). In order for the outcomes of the trials to inform future
negotiations of the 7CPA, the period for program activities should have been
completed before negotiations commenced. Clause 10.4 of the 6CPA advises that

negotiations for a new agreement would commence 12 months prior to the end of
the 6CPA and conclude by March 2020.

Consistent with these broad program timelines, the grant guidelines developed for
each Tranche of the PTP specified that trials were expected to be implemented over

¢ TAG made recommendations for priority areas for both Tranches 1 and 2,
however the processes for setting priority areas for Tranches 1 and 2 varied —
Tranche 1 priority areas were set in response to proposal submissions submitted by
The Guild, while Tranche 2 priority areas were set based on the stakeholder forum
and call for ideas, taking care to not duplicate Tranche 1 priority areas.
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three years [41] [23] [42] [43]. This would allow for up to 18 months from
commencement of the 6CPA to identify priority areas and develop the appropriate
processes to administer the grant program.

There was extensive activity to support program implementation both in the eatly
stages and as PTP implementation continued to progress. Within the first

18 months of the PTP (July 2015 to December 2016), the following developmental
activities had been completed:

e PTP principles established,;

e priority areas for Tranches 1 and 2 approved;®

e orant guidelines for Tranches 1 and 2 developed;’

e three Tranche 1 proposals submitted, and one approved with funding agreement
signed; and

e Tranche 2 approach to market closed. [55] [4].

A further four months were required for:

e assessment of Tranche 2 applications for eligibility and compliance;

e PASC review of the 29 eligible submissions;

e invitations to eligible submissions to resubmit based on PASC feedback; and
e re-assessment of resubmitted applications.

The level of revision required for some PTP application protocols was not
anticipated. For example, an additional three to four months was required to
negotiate protocols with the IMeRSe Feasibility Study under Tranche 1, and three of
the four trials under Tranche 2 (IPAC Project, ReMInDAR Trial and CVD Trial)
[41] [23]. Similarly, the Bridging the Gap between Physical and Mental Illness in

7 Tranche 2 grant guidelines were developed in October 2016. Tranche 1 Grant
Guidelines were developed in December 2016 (after the original Tranche 1
proposals were submitted).
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Community Pharmacy Trial (PharMIbridge) protocol was submitted in May 2018
under Tranche 3 [43] and was still to be finalised as at May 2019.

The NHMRC commented that the scientific rigour of applications could be
strengthened if applications are submitted to their respective University Research
Offices prior to submission to the PTP. The role of University Research Offices is
to provide supportt to researchers to ensure grant applications have the maximum
chance of success. NHMRC commented that ensuring applications follow scientific
methodology and rigour prior to submission would decrease the time required for
refinement post submission.
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Observation 9:  The timing objectives of the PTP processes did not allow for
staggered tranches throughout the term of the 6CPA, nor did
it allow time to assess and review applications in the open
grant round (Tranche 2). Future program implementation
planning should allow time to refine trial protocols to meet the
required level of rigour expected by program administrators.
Alternatively, University Research Offices could be engaged
by applicants to ensure the quality of submissions.

Suitability of the length of grants for trials to realise the intended
outcomes

During the review process some grant recipients commented on the delays between
approval and signing of the funding agreements. The period for signing of PTP trial
funding agreements varied between one to eight months, as shown in Table 5.2.

Table 5.2 Summary of PTP trials elapsed time between approval and funding agreement dates

TRANCHE  TRIAL APPROVAL FUNDING ELAPSED
AGREEMENT  TIME
SIGNATURE
DATE
IMeRSe June 2017 October 2017 4 months
Feasibility Study
2 Asthma Trial July 2017 November 4 months
2017
IPAC Project October 2017 December 2 months
2017
ReMInDAR October 2017 April 2018 6 months
Trial
CVD Trial October 2017 June 2018 8 months
3 Chronic Pain March 2018 April 2018 1 month
MedsCheck
Trial

TRANCHE  TRIAL APPROVAL FUNDING ELAPSED
AGREEMENT  TIME
SIGNATURE
DATE

1 Diabetes March 2016 May 2016 2 months

Screening Trial
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With the exception of the Tranche 1 Diabetes trial, PTP trials did not commence
until between October 2017 and June 2018.

Implementation timeframes for some trials were further prolonged due to extended
periods of time required to obtain ethics approval in order for the trial to proceed.
NHMRC felt that seeking ethics approval prior to PTP application would also
increase the scientific rigour of applications.

To accommodate the reduced timeframes in which trials needed to be conducted,
researchers had to modify their recruitment processes. For example:

e the Woolcock Institute (Asthma trial) had to increase the number of participating
pharmacies; and

e the University of SA (ReMInDAR trial) had to increase the number of
participating RACFs.
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Ultimately, both these trials had to request an extension to ensure that sufficient
participants could be enrolled in their trials to ensure statistical power (all extension
requests were approved by the Department).

Observation 10: Time to obtain ethics and difficulties in recruiting sufficient
participants to provide statistical power necessitated
extensions of trial timeframes until the end of the 6CPA term
in June 2020.

5.24 Suitability of the application processes

Suitability of the grant guidelines

Consistent with the requirements of the CGRG, grant guidelines were developed for
all three tranches of the PTP, specific to their operations.

Tranche 1 grant guidelines were developed retrospectively after the initial
submissions from the Guild. This was due to the decision by the Department to
change from a contract for services to a grant program in June 2016. Tranche 1
grants were resubmitted after the release of the Guidelines in December 2016.

Tranche 2 guidelines were developed prospectively and made publicly available for
eight weeks, from 20 October 2016 up until the due date for submissions on
15 December 2016.

Tranche 3 grant guidelines were prepared so they could be used to deal with
unsolicited proposals. The Tranche 3 guidelines were tailored to the specific nature
of the individual projects selected for ad hoc submission.

In step with the CGRG, the guidelines for all three tranches included details of how
funds could be used. This included provision to prevent inappropriate cost-shifting
from other levels of government to the Australian Government.

Observation 11: Grant guidelines developed for all three tranches were
consistent with the Commonwealth Grant Rules and

Guidelines.
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Assessment criteria and rating scales differed between the tranche guidelines.
Tranche 1 guidelines gave very little detail on the assessment criteria. Tranches 2 and
3 provided additional information for respondents for all assessment criteria.

Assessment criteria in Tranche 2 guidelines created a level of duplication in
responses. For example:

e criteria 1, 2 and 3 sought information on the trial methodology and target patient
cohorts; and

e Dboth criteria 1 and 3 sought information on the supporting evidence and the
intended outcomes.

Tranche 3 assessment criteria had less duplication with the PICO information being
required under the trial design criterion. Tranche 3 guidelines were also suitably
adapted to the specific needs of the individual proposals they were seeking.

Both Tranches 1 and 3 grant guidelines used a three-tier rating scale, while

Tranche 2 guidelines used a five-tier rating scale. This may reflect the proportionality
of the grant rounds and the need for a more detailed rating scale for an open tender
round, but comparability between the tranches was reduced.

Observation 12: Assessment criteria and rating scales in the PTP grant
guidelines differed between the three tranches, reducing
comparability of the assessment processes across the tranches.

Suitability of Tranche 2 application process (open round)

In addition to advertising the PTP approach to market for Tranche 2 on the
GrantConnect website, the PTP was also advertised through the Department’s
website, as well as the Guild and 6CPA websites.

Of the 90 pharmacist survey respondents aware of the PTP prior to the survey,
approximately half had learned about the program through the Guild website,
newsletters or social media (56%, n=50 of 90 respondents) or the 6CPA website
(48%, n=43 of 90 respondents). Other common sources of information regarding
the PTP were other pharmacists, and the Department of Health website or media
release. A few respondents recalled hearing of the program through researchers,
other peak body websites and conferences.
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Observation 13: Advertising of the open round of PTP grants (Tranche 2) via
official websites, media releases and word-of-mouth is
approptiate and appears to have been effective.

The approach to market for Tranche 2 allowed applicants approximately two
months to prepare and apply through the GrantConnect website.

Grant applicants commented that the application processes for the PTP was time-

intensive and onerous compared to other grant application processes such as the
NHMRC. For example:

e the PTP applications were considered to be very large (100 plus pages) in
comparison to other grant process (an average of nine pages for the NHMRC
applications research proposal component [50]);

e applications were resource intensive (many required multiple staff over six to
eight weeks to complete); and

e the application time was short (approximately eight weeks from invitation to
apply to closing date) for the level of work required.

Several applicants also commented that the response criteria were duplicative, and it
was often unclear where to present information in the application.

Given the level of information requested in the PTP full application process, all
stakeholders agreed that the two-step process of calling for an expression of interest
(EO]) prior to inviting applicants to submit a full application was a good process.
This narrowed down over 100 EOIs to 46 full applications, of which 29 were
considered eligible and assessed. Some stakeholders queried if the selection process
should include another pre-selection round before the full application is completed,
1.e. a three-step process.

Observation 14: PTP grant applications were considered by applicants to be
onerous compared to other grant application processes such
as NHMRC. The time available to complete the applications
(approximately two months) was considered short by
consulted applicants.
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Suitability of non-competitive grant rounds

Tranches 1 and 3 of the PTP were non-competitive grant rounds, open only to the
Guild (Tranche 1) or the Guild in collaboration with the PSA (Tranche 3).

The decision-making process for implementing closed rounds was not
communicated as part of the PTP, but may have considered #be need for timeliness and
cost-gffectiveness in the decision-making process while maintaining rigonr, equity and acconntability,
as noted in the CGRG [57].

One of the Tranche 3 topics was the subject of four grant applications under
Tranche 2 (interventions for pharmacist-led management of pain/chronic pain).
None of the Tranche 2 applications for pain/chronic pain were successful, and the
quality of the applications and proposed methodologies varied [44]. The broader
interest in the topic may have warranted an open or invited round.

TRIAL DESIGN AND SELECTION PROCESSES

5.2.5 Appraisal and selection processes

For all three tranches, grants guidelines specified assessment criteria and rating
scales, which were used to assess the suitability of the grant applications. In all three
tranches, the Departmental assessment committee was responsible for assessing the
applications and making recommendations to the decision maker. In Tranche 1, the
TAG also provided advice to the assessment committee. The decision maker for
each of the tranches was as follows:

e Tranche 1: The Minister for Health or the Departmental delegate — the First
Assistant Secretary, then Pharmaceutical Benefits Division (now Technology
Assessment and Access Division (TAAD)) [41];

e Tranche 2: The Minister for Health and Aged Care [23]; and

e Tranche 3: The Assistant Secretary, then Private Health Insurance and Pharmacy
Branch (now Pharmacy Branch), TAAD. [42] [43].
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Application appraisals were merit-based and assessors scored applications against
each of the specified criteria using the agreed scoring scale (three-point scale for
Tranches 1 and 3 and a five-point scale for Tranche 2) [44] [41] [23] [42] [43].

The Internal Audit of the PTP noted that the mechanism to progress from
application assessment to grant approval required improvement. The Internal Audit
report observed that the Minister was invited to choose from the higher rated
proposals, inconsistent with the assessment report conclusion that none of the trials
fully achieved all of the assessment criteria® [4].

Grant applicants suggested that adoption of a scoring threshold (i.e. grants must
score above a set value in order to be funded), similar to the process used by
NHMRC for assessment, would provide greater rigour to the assessment process.

In addition, the Internal Audit noted that negotiated protocol amendments should
have documented endorsement by Departmental expert technical advisor(s) prior to
the approval of the trial and the signing of the trial funding agreement? [4].

Observation 15: The assessment process for the PTP trials was merit-based.
The process could be strengthened to ensure an agreed level
of readiness and endorsement by Departmental expert
advisors prior to approval of grant funding.

5.2.6 Transparency of decision-making

Professional and advocacy peak bodies consulted had concerns about the lack of
transparency of the PTP key decision-making processes. It was felt that the rationale
for selecting priority areas or approved trials was not communicated more broadly
to interested stakeholders. This resulted in a level of scepticism among stakeholders
about how decisions were made about which organisations were approved to
receive funds.

8 Internal Audit of the Management of the PTP, page 10
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‘Communication...on the PTP on the whole has not been great.’
Advocacy peak body comment
‘The tender process was secretive and opaque.’

Pharmacist survey respondent

Many professional peak bodies (including the PSA, SHPA, RACGP) commented on
the levels of transparency regarding Tranches 1 and 3 of the PTP. Stakeholder
scepticism of processes for these tranches was increased by the large number of
approved trials led by the Guild (four of seven trials), including the Chronic Pain
MedsCheck trial, which received notably higher funding (at approximately $21
million) than the other PTP trials (at an average of $3.2 million per trial). In
response to this observation by HMA, the Guild commented that, although they
were the lead-organisation from a contract perspective, the engaged universities and
researchers were in charge of the trials and leading the day-to-day implementation.

There was a perception among many stakeholders that the Guild was the
administrator of the PTP as they had been for the R&D program under previous
CPAs. While this perception is incorrect (see Section 5.2.8 below for further
comment), the confusion added to general scepticism in the sector, as reported to
the review team.

Most professional peak bodies, advocacy groups, grant applicants and TAG
members consulted felt that PTP tranches should not be non-competitive rounds.
Limited communication on the rationale for the non-competitive tranches was also
expressed by stakeholders. Professional peak bodies commented that the non-
competitive grant round in Tranches 1 and 3 were announced without consultation
and associated documentation appeared to some of those interviewed to be
discouraging of applications from others in the profession.

? Internal Audit of the Management of the PTP, page 17
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Observation 16: Stakeholders repotted being sceptical about the PTP decision-
making processes. They sought greater information on the
reasons for decision making about which grants were
successful in gaining a PTP grant.

Clarity of grant eligjbility and assessment criteria

Despite the comprehensive grant guidelines for Tranche 2 trials that met the
requirements of the CGRG, grant applicants interviewed for the review indicated
that more guidance was required throughout the application process to address
queries. Approximately one third of submitted applications were considered
ineligible [58], suggesting additional guidance may have been helpful.

Similarly, the relatively low scores of eligible applications suggest that the criterion
requirements were not well understood by applicants. Tallied application scores of
the 29 eligible applications ranged from 10 to 28, with an average score of 20 (out of
a possible score of 50) [44].

Given the value of the grants (average of $3.2 million per trial), it was not
unreasonable to expect a minimum level of rigour for trial protocols. However, the
need for further information on trial requirements also appears to have translated to
additional effort in protocol refinement to increase the robustness of the trial
protocols prior to signing-oft funding agreements.

Observation 17: Clarity of Tranche 2 eligibility criteria could have been
improved to reduce the proportion of ineligible applications.
The relatively low application scores suggested that the
assessment criteria were not well understood.

Feedback on selection processes

Feedback and communication on assessment and selection processes was
highlighted as an area for improvement by Tranche 2 applicants.

The feedback process involved notification of unsuccessful applicants with an
invitation to contact the Department for feedback. Unsuccessful applicants who
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contacted the Department were provided verbal feedback based around the
assessment criteria. This met the obligations under the grant guidelines.

Unsuccessful applicants commented that there was limited feedback provided on
their grants. Researchers had different expectations on the level of feedback they
would receive, based on experiences with NHMRC and similar funding bodies.
Researchers expected detailed peer-reviewed feedback that would enable
improvement in their approach for future funding rounds.

Observation 18: Researchers expected additional detail in their feedback, based
on their experiences with NHMRC grant application
processes.

Public dissemination of information on trial activities

Under the terms of the standard grant agreements [59], publication of PTP trial
activities required prior approval form the Department. This was in order to manage
consumer/public expectations prior to completion of an independent HTA
assessment.

Departmental approval prior to publication throughout the trial process was
considered by some grant recipients to limit the opportunity for peer review and
contribution to the evidence base. The Guild felt that not allowing researchers to
publish results throughout the trials would hinder the evaluations to be undertaken
by the independent HT'A, which will make assessments based on the existing body
of evidence for a service.

Grant recipients for the two trials focused on Aboriginal and Torres Strait Islander
communities also said that general promotion of trial activities among communities
or to consumers would be beneficial for recruitment and consumer engagement.

The Department commented that at the time of this review (July 2019), all but one
PTP request for journal publication, newsletter communication, conference
presentation and/or community engagement promotional material had been
approved, albeit sometimes with minor edits. Typical edits included:

e acknowledgement of the Australian Government as funders of the trials, or
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e ensuring wording did not imply that trial activities were considered best practice
in Australia prior to completion, as the role of the trial is to find evidence for or
against this.

Observation 19: Grant recipients felt that the rules for publication relating to
the PTP trials were restrictive and could limit consumer
engagement, or available evidence for an independent HTA
assessment. The Department worked closely with grant
recipients to approve publication requests quickly with
minimal edits. To date (July 2019) only one publication request
had been refused.

5.2.7 Fostering an outcomes orientation for PTP trials

Clinical outcomes

The assessment criteria of the grant guidelines for all three tranches had a focus on
demonstrating a need for the intervention and ensuring scientific rigour for the trial
protocol. Trial protocols were reviewed by:

o the TAG for Tranche 1;
o the PASC of MSAC for Tranche 2; and

e Department’s special advisor, Emeritus Professor Lloyd Sansom, for Tranches 2
and 3.

The nature of the advice provided was how researchers could strengthen the
scientific rigour of their trial protocol to ensure clinical outcomes could be achieved
and measured.

Observation 20: Assessment critetia supported a clinical outcome focus of
trials. Additional supports provided, including review by
PASC, TAG and an expert advisor, fostered a focus on clinical
outcotmes.
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Cost-effectiveness

The need for cost-effectiveness analysis of trial outcomes was clearly stated in the
grant guidelines for Tranches 2 and 3. Tranche 3 was the only tranche to specifically
request a methodology for the cost-effectiveness analysis to be undertaken in the
grant assessment criteria [41] [23] [42] [43].

Other supports such as the review of trial protocol by PASC, TAG and the
Department’s special advisor, considered and advised on the cost-effectiveness
methodology and data inputs. In addition, PTP grant recipients all included health
economic expertise on their teams — typically partnering with a health economics
department from a university.

Observation 21: Use of PASC, TAG and Departmental Advisors, plus
engagement of health economic expertise in researcher teams,
all fostered an outcomes focus for cost-effectiveness analysis.
This could have been strengthened by inclusion of cost-
effectiveness methodology in the assessment criteria for all
tranches as it was done for Tranche 3.

Focus on Aboriginal and Torres Strait Islanders and people living in rural
and remote areas

Consistent with the 6CPA Continuing Pharmacy Programmes, interventions
providing benefit to Aboriginal and Torres Strait Islanders and people living in
rural and remote areas were to be focus areas for the PTP [38]. However, only
one of the nine topics/prtiority areas identified for the PTP (see Table 5.3), had a
specific focus on Aboriginal and Torres Strait Islander peoples, and none of the
trials had a specific emphasis on the needs of people living in rural and remote areas.

Table 5.3: Topics / priority areas for PTP trials by tranche

TRANCHE 1 TOPICS TRANCHE 2 PRIORITIES TRANCHE 3 TOPICS
(1) Pharmacy-based 4) Community (8) Chronic Pain
screening and referral pharmacist outreach to MedsCheck
for diabetes
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TRANCHE 1 TOPICS TRANCHE 2 PRIORITIES TRANCHE 3 TOPICS

(2) Improved medication residential aged care (9) Mental health
management for facilities support in
Aboriginal and Totres (5) Medicines community
Strait Islander people management and pharmacy
through pharmacist medicines

advice and culturally reconciliation services
appropriate services,and ~ (6) Disease management
(3) Improved continuity in

the management of

for appropriate
conditions, and
patients’ medications (7) Screening and referral
when they are
discharged from
hospital.

by pharmacists for
cardiovascular risk

Assessment criteria in Tranches 1 and 3 did not mention Aboriginal and Torres
Strait Islanders and people living in rural and remote areas as a focus of the PTP
[41] [42] [43]. Tranche 2 assessment criterion 3 included the focus of PTP initiatives
on these areas [23], and these were considered in the assessment of Tranche 2 grant
applications [44].

Two of the seven funded PTP trials had a specific focus on Aboriginal and Torres
Strait Islander people. No trial had a specific focus on rural and remote areas,
although remoteness may have been considered in trial site selection for some trials.

NHMRC expressed disappointment that research applications focused on
Aboriginal and Torres Strait Islander populations did not consider the Indijgenons
Research Excellence Criteria in their initial submissions to the PTP.

Inclusion of remoteness as an assessment criterion may have been insufficient to
drive this PTP focus area.

10 Internal Audit of the Management of the PTP, page 19
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ADMINISTRATIVE PROCESSES

5.2.8 Roles and responsibilities

The grant guidelines for all tranches clearly state the roles and responsibilities of the
Department, the Minister, the assessment committee, the TAG (in Tranche 1), and
the applicants [41] [23] [42] [43].

The TAG spent several meetings refining Tranche 1 protocols but its activities
ceased before the assessment of Tranche 2 trial applications commenced.

As co-signatory to the 6CPA, the Guild expressed a desire to be jointly involved in
the PTP development and decision-making processes. The Department viewed the
Guild to be a potential applicant for funding and therefore considered involvement
of the Guild in the PTP decision processes to be a conflict of interest.

HMA observed some confusion among broader stakeholders about the role of the
Guild in relation to the PTP. Many professional peak bodies incorrectly thought the
Guild was both a program administrator and grant recipient.

5.2.9 Suitability of record keeping and performance
measures
Record keeping

The Internal Audit noted that the complete written records, including in minutes of
relevant meetings, were not maintained!© [4]. Lack of documentation possibly
contributed to a reduced ability to recall and communicate the reasons for decisions.

Performance measures and reporting requirements

All three tranche guidelines outline the PTP objectives and note the expectation of
an independent HT'A evaluation upon completion, to determine suitability for
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ongoing program funding [41] [23] [42] [43]. In addition, the funding agreements for
each trial are milestone-based and describe the expected deliverables for each trial.

Grant recipients indicated that once the funding agreements were signed, the
reporting requirements were straightforward and proportional to the value of the
grants and level of work to be undertaken. One grant recipient noted that reporting
and administration of the grant would be challenging without dedicated
administration personnel in their grant team.

PROGRAM OUTPUTS

5.2.10 Completion of trials within the term of the 6CPA

At the time of this review (June 2019), the status of the PTP trials was as follows:
e two applications under review (one in Tranche 1 and one in Tranche 3)

— one of these applications (Tranche 3) had been approved by the Minister for
Health, but had not yet signed a funding agreement;

e seven trials had signed funding agreements and had commenced;
e one of the seven trials had been completed

— five of the remaining six were due for completion by the end of the 6CPA
term; and

— one trial anticipated it would need to apply for an extension beyond the term
of the 6CPA); and

e 1o trial had undergone an independent HT'A evaluation.

Observation 22: Itis likely that only one PTP trial will undergo an HTA
evaluation during the term of the 6CPA.

1 Tranche 2 grant guidelines, page 8
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5.2.11 Process for proceeding to health technology
assessment

Grant recipients were aware that trial outcomes were required to be submitted to an
appropriate independent HTA advisory body (such as MSAC). Grant guidelines for
Tranche 2 provided an example of the handling strategies for the review of evidence, via a pdf
link to ‘Guidelines for prepating assessment reports for the MSAC — Service Type:
Investigative’! [23].

To meet the economic requirements of the PTP, most grant recipients partnered
with university health economic departments familiar with HT'A processes.

As only one trial has been completed to date — the Diabetes Screening Trial — this
has been provided as an example of PTP completion processes. As lead-
organisation for the Diabetes Screening Trial, the Guild commented on trial
finalisation processes compared to the structure employed for the R&D program
under the 5CPA and prior CPAs.

The finalisation processes for the R&D program included the following steps:

e preparation of final report (based on a template format) and presentation to the
Trial’s Expert Panel;

e review of final report by Expert Panel, with comments and requested edits then
provided back to the researchers;

e rescarchers to re-submit amended report; and
e Defore the project can be finalised.

The Guild indicated that, in order to finalise the Diabetes Screening Ttrial, it had
undergone several review and re-submission cycles for the final report.

This may reflect the need to provide additional detail on patient-focused trial
activities and outcomes in the final report compared to interim reports (as noted in
the Internal Audit report). [4]
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Preparation of a monitoring and evaluation framework for endorsement by the
appropriate independent HT'A (once selected), as recommended in the Internal
Audit 12 [4], would help ensure data collection processes are appropriate for
subsequent HT'A evaluation. This may streamline trial finalisation processes in
future.

Suitability of health technology assessment bodies

An independent HT'A advisory body has not yet been formally identified for the
PTP. MSAC is referred to as an example in multiple PTP documentation, including
the discussion paper, which called for ideas on priority areas and grant guidelines.
[11] [23]

Due to the service delivery nature of projects trialled under the PTP, several
stakeholder organisations expressed concerns that the MSAC evaluation process will
not adequately capture information on qualitative and quantitative outcomes needed
to make a comprehensive assessment of each trial’s effectiveness.

In addition, peak advocacy bodies such as the CHF and NACCHO highlighted the
need to consider consumer experience and increased awareness of medication safety
and consumer-related quality use of medicines issues as part of an evaluation of PTP
trials. The implication was that some peak bodies felt that this not a core component
of an MSAC assessment. However, consumer engagement through public
consultation and consumer representation on MSAC and its sub-committees is
demonstrably an important part of the MSAC process and considerations. [60]

Pharmacy peak body groups expressed concern about the appropriateness of
existing independent HT'A advisory bodies to undertake assessment of a service
delivery intervention within current protocols. It was suggested that a new protocol
for service delivery interventions may be required, to be implemented by experts
with sufficient knowledge of pharmacy services in the community. One peak body
commented:

12 Internal Audit of the Management of the PTP, page 14
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‘There is a need for greater input from pharmacy as well as representation within
the organisation from pharmacists with real-world service delivery experience.’

Professional peak body comment

To support its consideration of pharmacy service assessments, MSAC specifically
appointed a member with expertise in community pharmacy services.

Observation 23: Stakeholders expressed concern regarding the ability of
existing independent HT'A advisory bodies to address the
service delivery nature and qualitative consumer experience
aspects of the PTP.

5.3 CONCLUSION

Program development processes

The Department undertook several approaches to seeking stakeholder input into the
development and design of the PTP and setting priority areas. This included a
stakeholder forum, a ‘call for ideas’ and convening the TAG. Many professional and
advocacy peak bodies would have liked greater engagement in the developmental
stages. In addition, stakeholder engagement reduced when the TAG ceased meeting
ptior to the submission of grant applications under Tranche 2.

Trial design and selection processes

The term of the 6CPA was sufficient time to develop guidelines and processes and
implement at least one round of trials. Unexpected delays encountered in protocol
development stages, combined with the processes required for ethics approval, led
to reduced time to conduct trials. There is evidence this affected the time available
for trial site selection and patient recruitment and hence potential outcomes from
the PTP achievable in the life of the agreement.
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Administrative processes

The administrative processes of the PTP were guided by #he Commonwealth Grant
Rutles and Guidelines. The PTP grant guidelines met those requirements. There are
several areas that could be strengthened in the future, such as increased clarity of
application processes to reduce ineligible applications and further documentation of
administrative processes associated with decision making,

Program outputs

It is likely that only one PTP trial will undergo an independent HT'A during the term
of the 6CPA.
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6 EFFICIENCY

Key Finding 5: Implementing RCT methodologies can be challenging in the
context of service delivery trials in the community. Approval of
PTP study design should be guided by an assessment of whether
the proposed method is appropriate and sufficiently robust to
enable an independent HT'A upon completion.

6.1  EVALUATION QUESTIONS

The implementation review of the PTP sought to assess the efficiency of the
program. The key evaluation question for efficiency was:

What alternative models could be considered to improve clinical outcomes for
consumers by extending the role of pharmacists in the delivery of cost effective
primary health care services?

Review of the efficiency of the PTP included analysis of the following detailed
review questions:

(1) Did the PTP promote equitable access to funding for pharmacists and
researchers, and to setrvices for intended beneficiaries?

(2) Atre rigorous clinical trials the most suitable method to generate the desired
outcomes? Could alternative trial models be used?
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6.2  ANALYSIS AND FINDINGS

6.2.1 Equity of the PTP processes

Pharmacists and researcher access to funding

There were mixed views among stakeholders as to whether the use of a grant
program such as the PTP provided equal access to researchers and pharmacists.

Approximately half the pharmacist survey respondents (57%, n=57 of 100
responses to this question) felt that the PTP provided equitable access to both
researchers and pharmacists, and half did not (43%, n= 43 of 100 responses).

From the 52 comments provided by respondents, 37% (n=19 of 52 responses)
indicated that the PTP favoured researchers and that pharmacists would not have
the expertise to a write a successful grant application. Other respondents expressed
the view that this bias was necessary to provide high-quality evidence.

‘Competitive research grants underpin our research sector. It’s a reasonable and
fair way to distribute funds.’

Pharmacy survey respondent
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A small proportion of respondents felt that trial selection was not merit-based and
(15%, n=8 of 52 responses). Comments included:

‘It is not equitable when you have people who have received grants who have not
gone through the original tendering process’

Pharmacist survey respondent

‘It seems to be advantageous if applicants are politically and personally
connected.’

Pharmacist survey respondent

A few respondents commented that trials were difficult to access or that the focus
of funding should be rolling-out services rather than investing in a large grants

program.

Stakeholder consultation reflected many of these views. Stakeholders considered
that the rigour of the methodology required by the grant rules restricted both the
type of organisation that could apply for grant funding as well as the pharmacies that
were able to participate in the trial. At the grant applicant level, many felt that only
large academic institutions would have the capacity and expertise to make a
successful submission.

Observation 24: The level of scientific rigour required to ensure PTP trials are
able to undergo an independent HT'A may favour academic
researchers. This was considered appropriate by many
stakeholders consulted and surveyed.

Intended beneficiaries (consumers) access to services

The PTP trial priorities were based on areas of greatest need, and therefore
vulnerable populations were appropriately targeted for the trials. A focus on
regional/rural areas was not explicitly listed as a ptiority atea or refetred to in
assessment criteria, except for Tranche 2 applications [44].

The Guild commented that the focus on rigorous trial protocols such as RCT
methodology may have favoured participation from larger, better resourced
pharmacists. This may have inadvertently excluded many rural and remote
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pharmacies, especially sole-pharmacist pharmacies which have limited capacity to
direct their staffing resources to activities not associated with dispensing and
running a small business.

However, it must be noted that approved trials that have commenced
implementation have included rural / remote pharmacies in the selection of
participating pharmacies.

Implementing RCT methodology was also challenging for the two trials focused on
Aboriginal and Torres Strait Islander communities (IMeRSe and IPAC). NACCHO
and James Cook University commented that RCT's are challenging in the context of
Aboriginal and Torres Strait Islander Health as they do not promote a culturally
sensitive approach because of the method reliance on randomising patients to
control and intervention groups. Conducting these trials as feasibility studies was
regarded as a positive step by both NACCHO and James Cook University.
NACCHO considered feasibility and implementation trials are more appropriate in
the context of developing medicine-related services for Aboriginal and Torres Strait
Islander communities. There was recognition that the flexibility atforded in changing
the two trials involving Aboriginal and Torres Strait Islander populations to
feasibility studies has had a positive impact in the community. James Cook
University considered the pragmatic research methods were beneficial and expressed
desite to see even more value placed on these methods in future.

6.2.2 Rigour of the evidence base

The grant guidelines for PTP trials specify that trial design must be valid and include
scientific rigour, but do not specify that an RCT methodology must be employed. In
contrast, the perception among stakeholders and grant applicants interviewed for
the review was that an RCT methodology was preferred. This may have been
influenced by the preference of RCT derived evidence for MSAC evaluations.

The Guild commented that refinement of trial protocols with the TAG and
assessment committee in Tranches 1 and 3 preferentially focused on RCT
methodologies.
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An RCT methodology is considered the most rigorous study methodology for
determining a cause and effect relationship between an intervention and patient
outcomes, based on the elimination of confounding variables [24].

Stakeholders including the Guild and the PSA questioned the generalisability of trial
results due to the eligibility criteria restrictions required to implement an RCT. The
ADHA noted that RCT methodology may be approptiate for some trials but
commented that most service delivery interventions did not require evidence that is
as rigorous as an RCT. The NMHCCEF felt that use of RCT methodology is not
appropriate for trials in a service delivery setting; they argued that the collection of
qualitative data is very important in this context and often not collected in RCT
study design. The RACGP felt that evaluation of the PTP trials needed to be
broader than an assessment focused on health economics and health outcomes, and
should include assessment of societal impacts. One grant recipient said that the
MSAC guidelines provided for reporting purposes were tailored for RCT
methodology; they felt that some of the reporting criteria specified were not relevant
for the trial they were implementing.

Many stakeholders felt that other study designs could have yielded adequate results,
sufficient for clinical and economic assessment, and should have also been
considered within the scope of the PTP. There is some support for this view in
literature which notes that other study design methods can be more suitable for
assessing the effectiveness of public health interventions where there are
considerable extraneous or potentially confounding variables that are difficult to
control for in study design [35].

However, the key focus for the PTP is to assess whether pharmacy services do
improve clinical outcomes for consumers. Independent HT'A reviews of existing
pharmacy services already considered by MSAC showed that the evidence base was
consistently weak across the services that they had examined. Furthermore, the
MSAC reviews of existing pharmacy services indicated that there were either
insufficient evidence to show an effect in improving clinical outcomes for
consumers, or showed that these effects were small [37]. On this basis, it is
reasonable to assume that a rigorous design is warranted in order to minimise the
biases and confounding factors that are likely to hinder the detection of the expected
effect of the program or service on the clinical outcomes for patients.
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Independent HT'A advisory bodies such as MSAC consider other study design type
in addition to RCT. However, other study designs increase the risk of biases or
confounding factors that may reduce the ability to determine the true effect of the
initiative.

Independent HT'A evaluation such as those undertaken by MSAC will consider any
type of clinical outcome that is relevant to patients or consumers including quality
adjusted life years (QALY's) to support cost-utility analysis [61].

Based on the feedback provided by stakeholder groups consulted during the
evaluation, we concluded that greater understanding of the MSAC evaluation
process is needed, to reduce stakeholder concerns regarding the suitability of RCTs.

Pilot and feasibility studies

In the United Kingdom potential new programs are required to undergo a feasibility
or piloting process, to determine whether it is possible to conduct the study as it has
been designed [34]. This occurs prior to investment in large scale RCT studies.
Other Australian Government grant opportunities also use this model, such as the
Business Research and Innovation Initiative. This funds applicants to first complete
a feasibility study before they can apply for a larger proof-of-concept grant [62].

Feasibility studies are used to determine whether it is possible to conduct the study
as it has been designed. In feasibility studies, outcomes are generally not assessed
and participants do not require randomisation [34].

Pilot studies are a small-scale version of a potential larger study. The same
methodological protocols including reporting and assessment of outcomes should
be used for both the pilot and the potential future study. The purpose of a pilot
study is to ensure that the components of the study design can work together.

Figure 6.1 illustrates potential steps that could be used in the development of new
public health service interventions.
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Figure 6.1 Potential pathway for researching public health service interventions

cvdence | FecSbI study IR
banseeezzd controlled —{ Program roll-out
analysis Pilot study — —> cohort

study

Observation 25: Implementing RCT methodology can be challenging in the
context of service delivery trials in the community. However, a
rigorous design is warranted in order to minimise the biases
and confounding factors that are likely to hinder the detection
of the expected effect of the program or service on the clinical
outcomes for patients.

Other considerations in trial design

The Guild noted that logistical challenges were created by running several large trials
simultaneously, given the limited pool of pharmacies willing or able to participate.
The Guild was also concerned that trial burn-out among pharmacists / pharmacies
could further contribute to reduced levels of engagement in a future PTP.

The PSA felt that commissioned research through open tender contracting
processes may have been appropriate for some priority areas where there is existing
evidence to support a specified approach.

Observation 26: Investigatot-initiated grants wete useful to drive innovative
approaches to setvice delivery models. Where a need or
service gap is known, and there is sufficient existing evidence
to support a model of care, directed commissioned research
could also be appropriate.
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6.3 CONCLUSION

There is a need for PTP trials to undergo an evaluation of clinical and economic
merit before they can justify a submission for a broader rollout. Typically, these
evaluations require rigorous evidence, such as that provided by RCTs. The PTP
processes generally favoured an approach to trial development that emphasised use
of RCTs.
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FUTURE DIRECTIONS
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7 APPROACH TO EMERGING THEMES: POSSIBLE DIRECTIONS

Based on the assessment of the appropriateness, effectiveness and the efficiency of
the implementation of the PTP (as discussed in Part B), HMA identified areas where
the program could be strengthened in the future. The RFQ for the review stated
that it should:

provide recommendations and/or options on possible enhancements or

improvements to the design and implementation of the PTP [63].
The Department’s Internal Audit of the Management of the PTP conducted in 2018
[4] highlighted several options for better practice around grant administration
processes. This review has not sought to replicate these issues. Rather, we have
identified five broader emerging themes that could contribute to an enhancement of
the program’s operations. These are:

¢ Emerging theme 1: broadening the PTP objectives;
¢ Emerging theme 2: greater consideration of consumer views; and
¢ Emerging theme 3: changed program administration arrangements.

Redevelopment options undetlying these themes are examined further in the
remainder of this chapter.

7.1 EMERGING THEME 1: BROADENING THE PTP
OBJECTIVES

711 Issue

As discussed in our analysis of appropriateness (Section 4.2.1), some stakeholders
such as the Guild, felt that the PTP should be limited to initiatives involving
community pharmacy/community pharmacists. However, many other stakeholders
felt that constraining the focus of PTP trials to community pharmacy/community
pharmacists would restrict innovation in the primary health care sector and other
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settings such as ACCHS and RACFs, limit exploration of roles for consultant or
non-dispensing pharmacists, reduce opportunities for collaboration with other
health professionals, and limit the consumer-centred approach to new service deign.

7.1.2 Rationale

The landscape for pharmacy in primary health care and other non-acute settings is
changing; so too are consumer needs and expectations. The discussion in

Section 2.3 highlights the need for inter-disciplinary approaches to primary health
care and potential to use emerging models of non-dispensing pharmacists in
locations other than a community pharmacy. Reviewing how the objectives of the
PTP were interpreted indicated that there was general support for a broader
interpretation of the program among stakeholders, other than the Guild. (See the
discussion in Section 4.2.1 for more detail).

From the perspectives of professional peak bodies (such as the PSA, SHPA, AHPA
and RACGP), innovative consumer-centric services in primary care cannot be
driven through pharmacy alone. The PTP could be strengthened through greater
engagement of the wider primary health sector, including settings such as ACCHS
and RACFs, to promote co-design of services from a holistic, cross-service setting
perspective. Pharmacist expertise in primary health care and other settings is
required to ensure medicines are used appropriately to minimise harm. Enabling
enhanced integration of medicines information into multidisciplinary primary care is
a critical step to improving consumer outcomes and minimising medication
misadventure. This is supported by the emerging models of care being trialled for
non-dispensing pharmacists in GP clinics, ACCHS and RACFs (see Section 2.3 for
background information).

Professional and advocacy peak bodies expressed a desire for community pharmacy
to be better integrated into the primary health sector (as discussed in Section 4.2.3).
Broadening the interpretation of the PTP objectives to focus on the guality use of
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meedicines in primary bealth care may promote greater collaboration among health
professionals to drive innovative service delivery models.

In developing new models of service delivery to be trialled, it is also important to
acknowledge the existing pharmacy workforce and business arrangements.
Community pharmacies must be able to generate a sustainable income and support
their workforce. Consideration should be given to ensuing a degree of consistency
with exiting payment arrangements and reporting requirements to minimise the
burden on patticipating pharmacies. Design of future trials should maintain an
approach that works with and enhances the existing system and does not compete
against it.

713 Options

Potential future options include:

(1) Status quo: Maintain the current interpretation of the PTP objectives of
improving health outcomes for consumers by the delivery of new and
extended existing, cost-effective pharmacy programs.

(2) Minor adjustment: Expand the interpretation of PTP objectives to include a
broader range of community settings including GP clinics, ACCHS and
RACFs.

(3) Significant adjustment: Broaden the interpretation of the PTP objectives to

focus on quality use of medicines in primary health care and other settings
such as ACCHS and RACFs.

Benefits and challenges of these options are discussed below.
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Option 1.1 status quo: Maintain the current interpretation of the PTP
objectives of improving health outcomes for consumers by the delivery
of new and extend existing, cost-effective pharmacy programs.

BENEFITS CHALLENGES

* Limited collaboration with
other health professionals.

¢ Increased options of service delivery for
consumers.

* Increased access to services / refetral through * Can cause friction with other
community pharmacy. health professions if it appears

* Supports existing business models for pharmacists are attempting to
move into the roles of other
disciplines.

* Limited access for consumers in
RACFs, ACCHOs, and other

primary care settings outside of

community pharmacy.

community pharmacy.

Option 1.2 minor adjustment: Expand the interpretation of PTP
objectives to include a broader range of community settings including
GP clinics, ACCHS and RACFs

BENEFITS CHALLENGES

* Increased access to pharmacist expertise for * Maintains a pharmacist-led

consumers and health professionals in locations approach, which may reduce

outside of community pharmacy. collaboration or holistic design.

* Promotes new roles for pharmacists in * Impact on existing community
alternative locations, e.g. RACFs, GP clinics, pharmacy remuneration models
workplaces. could be challenging.

* Promotes new workforce options for the * Maintains alignment with CPA

pharmacy workforce. community pharmacy

* Promotes a broader use of pharmacist programme objectives.

expertise.
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Option 1.3 significant adjustment: Broaden the interpretation of the
PTP objectives to focus on quality use of medicines in primary health
care and other settings such as ACCHS and RACFs

7.2 EMERGING THEME 2: GREATER
CONSIDERATION OF CONSUMER VIEWS

BENEFITS CHALLENGES 7.21 Issue

* Promotes increased access to pharmacist * Impact on existing community

As discussed in the assessment of PTP implementation effectiveness, the needs
assessment for setting priority areas was driven largely by expert opinion (see
Section 5.2.1 for more details). Barriers to service delivery uptake may be overlooked
if perspectives from a variety of consumer groups are not considered. Co-design of

expertise for consumers and health pharmacy remuneration models
professionals in locations outside of community could be challenging.
pharmacy. * Maintains alignhment with CPA

* Promotes full collaboration with primary health

professions to provide a holistic consumet-

community pharmacy
programme objectives.

centred approach.

Promotes innovative models of care to best
address consumer healthcare needs.

Promotes new workforce options for the
pharmacy workforce.

Promotes new roles for pharmacists in
alternative locations.

Promotes use of pharmacist expertise.

Enables the program to address a range of
newly emerging issues that do not have
translational research support, e.g. impact of
community pharmacy on personalised medicine
therapies, pharmacotherapy and genetic testing,
implementation of digital health technologies
into standard work practice.
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service models with consumers and other health professionals, leads to approaches
more likely to succeed in the long-term.

7.2.2 Rationale

The assessment of need and priority setting for the PTP sought views of experts and
key opinion leaders in the field (Section 5.2.1). This is a necessary part of a needs
assessment process, but it lacked perspectives of consumers and carers on current
barriers or issues within the health system. Priority setting for the PTP made efforts
to seek consumer input through engagement of representatives from the CHF at the
stakeholder forum and their membership of the TAG. However, other consumer
advocacy groups felt that the inclusion of just one consumer group was insufficient
to reflect the diverse needs of the community. For example, the NMHCCF and PA
commented that the specific needs of vulnerable groups may have been overlooked
in trial design, e.g. the risk of medication interactions when people taking anti-
psychotic medication are prescribed new medications for co-morbidities, or issues
of over-prescribing or poly-pharmacy for chronic pain sufferers.

Ensuring greater consumer co-design in the development of trial protocols may
contribute to improved consumer outcomes and program sustainability. It would
provide a greater understanding of the current gaps / ptiotities in the system and
could broaden the scope of health technology assessment.

Additionally, the needs assessment could be broadened to include systemic
development priorities. The current needs assessment for priority area setting has
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largely focused on medication management and health needs of population sub-
cohorts (for example, a Tranche 1 priority area was to ‘improve continuity in the
management of patients’ medications when they are discharged from hospital’,
although a trial under this area is yet to be approved).

Expanding the priority area focus to include existing and emerging technological
advances in primary health and pharmacy presents further opportunities to
investigate new ways to streamline integration of technology into day-to-day practice
for pharmacists. For example, the introduction of My Health Record and
enhancements to the included medicines list provide new opportunities and
challenges for pharmacists and coordinated health care (see Section 2.3 and Section
4.2.2 for further discussion on this topic). Any efforts in this area would need to be
done in consultation with the Australian Digital Health Agency to ensure that trials
are not duplicative.

723 Options

Potential future options include:

(1) Status quo: Maintain existing priority areas derived from the workshop
process and the ‘call for submissions.’

(2) Minor adjustment: Include an emphasis on consumer co-design in the
development of trial protocols.

(3) Moderate adjustment: Conduct a comprehensive needs assessment and
consumer experience study to identify the barriers and service gaps prior to
setting new priority areas.

(4) Significant adjustment: Apply a systemic development assessment process to
address a broader range of priority areas.

Benefits and challenges of these options are discussed below.

Australian Government Department of Health * Implementation Review of the Pharmacy Trial Program

49

Option 2.1 status quo: Maintain existing priority areas derived from the
workshop process and the ‘call for submissions’

BENEFITS CHALLENGES

* Maximises use of the work already * Priority Areas may not be as

undertaken to set Priority Areas comprehensive as they could be.

Option 2.2 minor adjustment: Include an emphasis on consumer
co-design in the development of trial protocols

BENEFITS CHALLENGES

* Maximises use of the work already * Priority Areas may not be as

undertaken to set Priority Areas comprehensive as they could be.
* Ensures a consumer perspective is * Area of researcher interest may not

applied to trial design align with consumer perceived needs.

Option 2.3 moderate adjustment: Conduct a comprehensive needs
assessment and consumer experience study to identify the barriers and
service gaps prior to setting new priority areas.

BENEFITS CHALLENGES

* Robust evidence will be gathered to * May be a time consuming and costly

inform the development of trial process that will extend the
priorities that address an identified need development stages of the program.
within the community and better align * The detail of information on quality use
with consumers’ perceptions of need. of medicines, access to medicines and
* Information collected for the pharmacy services may vary between
comprehensive needs assessment PHN needs assessments, which have a
compiled by the PHNs could be used to

inform the process.

broader primary health care focus.
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Option 2.4 significant adjustment: Apply a systemic development
assessment process to address a broader range of priority areas

BENEFITS CHALLENGES

* Ensure the service development needs * Will increase the complexity of
of pharmacy (including community determining the appropriate weighting
pharmacy) are considered in the for different priority areas.

changing landscape, such as the
integration of digital health technology
into standard work practices and
personalised medicine

* Could be conducted quickly as
information would come largely from
expert opinion and service providers.

7.3 EMERGING THEME 3: CHANGED PROGRAM
ADMINISTRATION ARRANGEMENTS

731 Issue

Traditional grants administration structures are core business of the Department!3
[4]. As noted in the Internal Audit of PTP management, the Department assumed
administrative responsibility for the PTP without any additional resources'* [4].

Implementing changes to strengthen the PTP administration is likely to require
additional resource investment from the Department (see Section 5.2 for a
discussion on effectiveness of PTP implementation). It may be more efficient and
cost-effective to use the resources and expertise of existing grant administration
programs that specialise in health service development.

13 Internal Audit of the Management of the PTP, page 7
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7.3.2 Rationale

The Internal Audit noted that the clinical research focus of the PTP meant the
structures and processes required for administration have much in common with
those processes required by NHMRC.

There are concerns among stakeholders that if PTP funding were added to the
existing pool of NHMRC funds, the focus on community pharmacy development
would be reduced (see Section 4.2.4 for further discussion).

Another potential funding administrator is the MREF. The Australian Medical
Research Advisory Board offers advice to government about MREF research
priorities and funding [64]. Implementation of MRFF programs is overseen by the
Health and Medical Research Office (HMRO) in the Department of Health.
HMRO uses the grants expertise of the NHMRC and the government’s Business
Grants Hub to assist with administration [65].

Further consultation with NHMRC and MRFF is needed to determine if either of
these organisational options are suitable for future administration of an ongoing
PTP.

733 Options

Potential future options include:

(1)  Status quo: Maintain administration of the PTP by the Department within a
CPA framework.

(2) Moderate adjustment: Transfer administration of the PTP to the NHMRC.

(3) Significant change: Establish a new MRFF Research Mission to administer
the program.

Benefits and challenges of these options are discussed below.

14 Internal Audit of the Management of the PTP, page 7
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Option 3.1 status quo: Maintain administration of the PTP by the

Department within a CPA framework

BENEFITS

CHALLENGES

* Maintains a connection to
establishment of new Community

Pharmacy Programmes through the
CPA.

As trials have not yet gone through the
full requirements of the trial program
including the independent HTA process,
the PTP has not fully demonstrated its
capacity as an appropriate mechanism
for exploring alternative models of care.
Could require additional resources from
the Department because of growing
administrative requirements.
Restrictions of the CPA may limit the
scope and timeframes of research.
Does not align with some stakeholder
Views.

51

BENEFITS

CHALLENGES

* Connection to the independent HTA

assessment for ongoing Community
Pharmacy Programmes may be
decreased.

Option 3.2 moderate adjustment: Transfer administration of the PTP to

the NHMRC

BENEFITS

CHALLENGES

* Established grant administration body
with well recognised processes.

* Ability to increase scope of trials to
include innovation, digital technology
implementation and collaboration
among health professionals.

* Peer review system matches researcher
expectations.

Funding could become absorbed in the

general NHMRC funding pool.

Limits the accessibility of non-academic

institutions as NHMRC recipients need

to be affiliated with an approved
institution (Al) (e.g. universities listed in
the Higher Education Support Act

2003.)

— NHMRC is updating processes for
non-university organisations to
become Als. The new process is
expected for release in mid-2019.

Option 3.3 significant change: Establish a new MRFF Research Mission

to administer the program

BENEFITS

CHALLENGES

* Established health related grant
administration body with well
recognised processes.

* Ability to increase scope of trials to
include innovation, digital technology
implementation and collaboration
among health professionals.

¢ Peer review system matches researcher
expectations.

* Potential to include greater consumer
and carer perspectives (including
vulnerable populations) in advisory
groups.

¢ As MRFF is managed within the
Department there is a connection to
the independent HT'A process.

* Requires support from the Australian

Medical Research Advisory Board.
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8 APPENDICES

APPENDIX A DESCRIPTION OF RESEARCH
METHODOLOGY TYPES

Systematic review and critical appraisal

Systematic reviews provide a comparison and analysis of primary studies within a
specific study area. This results in an assessment of the comparative strengths and
weaknesses of study design and implementation.

Critical appraisals provide systematic reviews of a single primary study and
assessment of its strengths and weaknesses.

However, systematic reviews and critical appraisals provide a meta-analysis and are
not themselves a primary study.

Randomised controlled trials

Randomised controlled trials (RCT's) are considered the most rigorous study
methodology for determining a cause-and-effect relationship between intervention
and patient outcomes as the design secks to eliminate confounding variables [24].
Regarding primary study methodologies, RCT's are considered the least susceptible
to bias and, therefore, produce the strongest evidence of treatment effectiveness. In
addition, evidence from RCT's with larger sample sizes is considered stronger than
from those with small sample sizes. Key features of an RCT include:

e random allocation of patients/consumets to an intervention group;

e ‘blinding’ of participants and/or researchers to which group is receiving the
intervention;
e both groups are treated identically, apart from the intervention protocol
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e data is analysed based on the group to which the participant is allocated
regardless of intervention non-compliance, withdrawal or protocol deviation,
according to intention to treat principles; and

e analysis is focused on estimating the size of the difference in predefined
outcomes between intervention groups.

Double blind RCTs (i.e. neither participants nor researchers know the intervention
group) are preferred to minimise bias, including overestimation of trial effectiveness.
However, in service delivery interventions, it is not possible to blind the researcher
delivering the intervention. In these instances, the risk of bias can be overcome by
blinding the evaluator. [24]

Cohort studies

A cohort study is designed to assess if a particular characteristic is associated with
the development of a disease or other clinical outcome. Features of a cohort study
include:

e alongitudinal approach that follows groups of individuals with a common
characteristic, e.g. demographic characteristics, exposure, disease risk factor, over
a period of time;

e assessment of the association of characteristic to the development of a disease or
other clinical outcome; and

e can be conducted retrospectively or prospectively. [60]

A well-designed cohort study with large participant numbers can produce more
reliable results than an RCT with low participation rates. [67]

Case-controlled studies

Case-controlled studies are a form of observational study, i.e. no intervention is
provided. Features include:

e observational only, no intervention;
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e can be conducted retrospectively or prospectively;

e resulting evidence can be used to prove an association but is not able to establish
cause and effect; and

e uncontrolled observational studies are termed case-seties studies.

Expert opinion

Perspectives or predictions provided by individuals who are considered experts in
the field of interest. The strength of expert opinion is reinforced through a
consensus of multiple experts. However, it cannot be considered a form of primary
study and is the least robust form of evidence collection, and subject to the most
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APPENDIXC SURVEY TOOL

Survey tool for online survey of pharmacists
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SURVEY QUESTION

(1) Please indicate the pharmacy setting in which
you work the largest proportion of your
regular hours.

(b) Community pharmacy —
employee

(c) Consultant pharmacist

(d) Hospital pharmacy

(e) Research or university

() Other (please specify)

ANSWER OPTIONS SURVEY LOGIC
(a) Community pharmacy — Proceed to Question
owner 2
Skip to Question 3

(2) How long have you been practicing as a
registered pharmacist?

(a) Less than five yeats

(b) Between five and ten years

(c) Between ten and fifteen
years

(d) Over fifteen years

Proceed to Question

3

(3) Please indicate the primary location in which
you work?

(a) Major cities

(b) Regional

(c) Remote

Proceed to Question

4

Under the 6CPA, pharmacists are funded to
provide a range of health services including
medication adherence (e.g. dose administration
aids) and medical management (e.g. HMR /
RMMRs, MedsChecks) programs.

(4) In your opinion, do community pharmacies
currently have capacity to expand the range of
these services for consumers, e.g. chronic
disease monitoring, patient education?

(a) Yes (please explain your answer)

(b) No (please excplain your answer)

Proceed to Question

5

(5) What are the potential barriers and enablers of Free text Proceed to Question
expanding these types of services in 6
pharmacies?

The aims of the PTP are to improve clinical (@) Yes Proceed to Question

outcomes for consumers and/or extend the role of 7

pharmacists in the delivery of primary health care

services through community pharmacy. N :

(6) Were you aware of the PTP prior to (b) No SKip to Question 9

completing this survey?

(7) How did you become aware of the PTP?
Please select all that apply

(a) Department of health
website, media release

Proceed to Question
8

Australian Government Department of Health « Implementation Review of the Pharmacy Trial Program
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SURVEY QUESTION

ANSWER OPTIONS

SURVEY LOGIC

(b) The Pharmacy Guild of
Australia website,
newsletters, social media

(c) The Pharmaceutical Society
of Australia website,
newsletters, social media

(d) 6CPA website

(e) Other pharmacists

(f) Other researchers

(g) Other (free text)

(8) Were you or your pharmacy involved in a
funding application for a trial?

(a) Yes

() No

Proceed to Question

9

(9) Do you think the PTP aims are suitable
and/or effective to advance pharmacy practice
in Australia?

(a) Yes (please explain your answer)

(b) No (please explain your answer)

Proceed to Question
10

(10) In your opinion, is a research grant program a
suitable mechanism to achieve the aims of the
PTP?

(a) Yes (please identify any enablers)

(b) No (please identify any barriers
and possible solutions)

Proceed to Question
11

(11) Do you believe that funding of research grants
provides equitable access to researchers or
pharmacists?

(a) Yes (Please explain your ansiwer)

(b) No (Please explain your answer)

Proceed to Question
12

(12) Are you currently, or have you previously,
participated in research for pharmacy-led
health service delivery models?

(a) I am/was involved in a PTP
trial

(b) Other — Randomised
controlled trial (RCT) — this
includes cluster
randomisation of
participants, e.g. by
pharmacy or geographic
location

(c) Cohort study with or
without comparator group

(d) Other

(e) Not sure (Please provide a brief
description)

Proceed to Question
13

(f) None

Skip to Question 14

(13) If yes — what service delivery setting was your
research focused in?

(a) Hospital

(b) Community

Proceed to Question
14

Australian Government Department of Health « Implementation Review of the Pharmacy Trial Program
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SURVEY QUESTION ANSWER OPTIONS SURVEY LOGIC
(c) Transitional care (e.g.
between hospital and
community)
(d) Residential aged care facility
(e) Aboriginal Community
Controlled Health
Otganisation / Aboriginal
Medical Service
() Other (please specify)

(14) What type of research protocol(s) should a (a) RCTs Proceed to Question
research grant program such as the PTP have 15
a focus on? (b) Small scale pilot studies
Select all that apply

(c) Proof of concept / feasibility
studies

(d) Grass roots research (i.c.
small-scale test of novel
concepts)

(e) Other (please provide a brief
description)

(15) Please describe some new ways in which Free text Proceed to Question
pharmacists can develop and deliver 16
consumer-centric models of care in the
community setting?

Free text End of survey —

(16) How can collaboration between
pharmacists/pharmacy and other primary
health care professionals be enhanced?

participants directed
to acknowledgement
page and invited to
leave final comments
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