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CPD
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GOLD Stage Il COPD
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Explanation

Body mass index

Chronic obstructive pulmonary disease

Continuing professional development

Expert advisory group

Forced expiratory volume in one second

Forced expiratory volume in six seconds

Forced vital capacity

Global Initiative for Chronic Obstructive Lung Disease

Mild COPD, characterised by mild airflow limitation (FEV1/FVC <
0.70; FEV1 = 80% predicted)

Moderate COPD, characterised by worsening airflow limitation
(FEV1/FVC < 0.70; FEV1 < 80% predicted)

Severe COPD, characterised by further worsening of airflow
limitation (FEV1/FVC < 0.70; FEV1 = 50% predicted)

Very Severe COPD, characterised by severe airflow limitation
(FEV1/FVC < 0.70; FEV1 = 30% predicted)

Hunter Rural Divisions of General Practice
Hunter Urban Divisions of General Practice
Initial screening questionnaire

Medical Research Council

Nicotine replacement therapy

Pharmacy Guild of Australia
Pharmaceutical Society of Australia
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1. INTRODUCTION / BACKGROUND

This project aimed to assess the feasibility and impact of pharmacist involvement in the early detection,
referral and ongoing management of COPD.

Chronic Obstructive Pulmonary Disease (COPD) is a growing cause of morbidity and mortality worldwide
and remains largely unrecognised and under-diagnosed in Australia"®. Diagnosis of COPD is typically
missed or delayed until the condition is advanced and significantly affecting quality of life in patients 2..
The overall prevalence estimates for COPD GOLD stage Il or greater is 10.8% of the Australian
population over 40'. Evidence suggests under-diagnosis of COPD in the general population, with only
50% of Australians with symptomatic COPD (Stage II-IV) aware that they even have the disease *.
Early recognition of COPD may have a substantial impact on disease progression and severity, and the
potential to positively affect patient outcomes®®”.

COPD refers to a group of disorders, including chronic bronchitis and emphysema, characterised by a
reduction in airflow that is not fully reversible’. Due to the insidious nature of symptoms, patients may
ignore the early warning signs of COPD and attribute symptoms to smoking, reduced fithess or age.
Patients often only seek treatment when airflow limitation is moderate-to-severe. Early detection is
important in altering the clinical course of the disease and preventing progressive lung damage as
COPD patients benefit from bronchodilation, counselling on smoking cessation and immunisation #>72,
The shift from secondary to primary care, combined with reduced availability of medical manpower and
increasing workload, has added to the burden on general practitioners. Recent evidence suggests that
early detection of COPD in primary care by non-physicians, such as pharmacists, should be considered
a feasible alternative.’® ' Given community pharmacists’ accessibility and frequency of contact with
patients, they are in an excellent position to screen and refer patients at risk of COPD, as well as play an
active role in their ongoing management.

Frameworks exist for the delivery of cognitive pharmaceutical services, and previous research suggests
that the community pharmacist can successfully screen individuals, resulting in early referral and
intervention for further assessment and management.'?'®> Pharmacists who practice in the community
are seen by patients at a higher frequency than other primary care providers'®. This project utilised the
community pharmacists’ accessibility, and knowledge of disease and pharmacotherapy, to screen, refer
and collaborate in the management of patients with COPD.

1.1 Screening and early intervention in COPD

The Piko-6 is a small electronic device that measures the FEV/FEVgs and provides pharmacists with a
practical and reliable screening tool for identifying patients at risk of COPD '"'® ", The FEV,/FEV; has
been shown to be a valid alternative to FEV;/FVC for investigating airway obstruction'®?!, and is
comparable to FEV,/FVC post-bronchodilator'®. In addition, Swanney et al 2 demonstrate that FEVgis an
accurate, reliable alternative to FVC for diagnosing airway obstruction and that FEV, is more
reproducible and less physically demanding for patients. Studies have suggested that early detection of
airflow obstruction using spirometry supports smoking cessation education and provides objective data
for patient motivation.?*%*

Recent research has shown that pharmacy can play an important role in the management of chronic
diseases.” Research in the area of diabetes disease state management involving case detection, self-
management support, risk assessment and referral, as well as ensuring continuity of care through
patient education, support and monitoring has been shown to be effective in improving glycaemic
control, increasing patients’ understanding of their diabetes and improving patient adherence'. Previous
research involving osteoporosis' and cardiovascular risk'* screening and collaborative care programs
directed by pharmacists in the community setting have shown that the community pharmacist can
successfully screen individuals for early referral and intervention. More recently, a Spanish study has
shown that screening of COPD by community pharmacists is feasible''. Pharmacists have access to
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high-risk middle aged patients who have never been tested for COPD and can detect airflow limitation by
spirometry with results that are similar to those previously reported at primary care level*.

Flobbe et al'identified that providing pharmacists with specific training in the application and
interpretation of screening procedures, and implementing quality control measures reduces the number
of false referrals or non-referrals, and improves the quality of the service.

The purpose of this pilot study was to evaluate the feasibility and impact pharmacy’s role in initial
screening and referral of patients at elevated risk of COPD to their general practitioner for full
assessment and diagnosis. The project also aimed to assess the feasibility of pharmacist involvement in
the ongoing management of COPD patients and to raise COPD awareness in the pharmacy community
and general public.

2. METHODS

The program was run in four stages as illustrated in the figure below.

COPD Pharmacy Screening Project

] Patient
Development Pharmacist Program

- tment # recruitment, - lveie and
and consultation recruitment, screening, referral analysis an

training and audit and management review
Feasibilityanalysis Recruitment of Recruitment of Pharmacist
Ethics approval pharmacists patients feedback
Fomatonor || Stamacst || denfeaionotar || Patlntfeedback
ST BT training Initial Screening GPfeedback
Contact with Cempisionat | | Ce ot S

distance learning

e Screening(Visit 1)

Sl RURHIEE for eligible patients

Externalfinancial

Development of TAFte_ndance ata (based onlISQ) audit
pmgram"s'?reenmg raining ?essmn »Completion of Patient Reportto PGA
materials Audit of Record Form
pharmacists’ Articles for

Development of *>Lung function

COPD distance
learning module &
training materials

screening process &
Piko-6 technique

screening (Piko-6)

Referralto GP (for
med. & high risk pts)

publicationand
presentation at
conferences

COPD awareness
(mediareleases &
advertising)

Figure 1 — Four stages of the COPD Pharmacy Screening Project

2.1 Ethics approval
This project received ethics approval from the University of Sydney’s Human Research Ethics
Committee HREC on 25 June 2008.

2.2 Development and consultation

An expert advisory panel was established to represent pharmacy, general practice, respiratory medicine,
pulmonary rehabilitation, industry, and patients. Materials used in the screening, referral and
management process were tailored to the program based on expert feedback and ethics requirements.
Materials included checklists, patient screening questionnaires and referral forms, patient information
sheets and consent forms, and screening protocols.

2.2.1 General practice engagement
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Immediately upon receiving ethics approval, the two relevant Divisions of General Practice (Hunter Rural
Division of General Practice and Hunter Urban Division of General Practice) were contacted, informed of
the objectives of the program and invited to participate in the planning and implementation of the
program.

One Division (Hunter Urban) declined to participate, citing lack of prior consultation with them on the
development of the protocol and lack of resources available to put towards the program. The second
Division (Hunter Rural) became an active and supportive participant throughout the program.

Where there was support from the Division (Hunter Rural), information on the program and available
clinical resources were included in Division newsletters encouraging GPs to become involved in the
program.

This Division support from Hunter Rural augmented more direct communications to all affected GPs,
including:

e Letters sent to GP practices geographically close to participating pharmacies (as identified by
pharmacists) and through the telephone directory (Appendix 2)

e Participating pharmacists contacted GPs as required to notify them of patients being referred and
followed-up

e Media release: 13 November 2008 Pharmacists to support GPs in identifying those at risk of
COPD (Appendix 3)

e Article in 6minutes electronic newsletter (Appendix 4)

Materials developed by The Australian Lung Foundation to support GPs in the diagnosis and
management of COPD were made available to those participating. These included the COPD-X
Checklist and Action Plan, Feeling Short of Breath? Breathe Easier: Your Guide to COPD, Better Living
with COPD: A Patient Guide (Appendix 5).

2.2.2 Other Clinical Engagement

In a site visit late August 2009, members of the project team met with respiratory physicians from the
Newcastle Pulmonary Function Laboratory Unit and the Respiratory Laboratories at John Hunter
Hospital and coordinators of the Greater Newcastle and Rural pulmonary rehabilitation programs. The
purpose of these meetings was to ensure that clinicians were aware of and supportive of the program.

2.3 Lung function screening using PIKO-6

The Piko-6 device measures risk for airway disease and is therefore a useful screening device to identify
those at risk of COPD who should be referred onto their general practitioner for full assessment,
diagnosis and management'®'7?%22  The Piko-6 device is not diagnostic and does not replace
spirometry that a patient’'s GP may perform. . The Piko-6 measures the FEV/FEV¢ which is an
accurate and reliable surrogate for FVC that is more reproducible and less physically demanding on
patients®®??, Table 1 illustrates the interpretation of the PIKO-6 readings as well as the recommended
action for pharmacists as part of the screening protocol established by the Expert Advisory Panel.

Table 1 — Interpretation of Piko-6 screening results and recommended pharmacist action

COLOUR | Lung Risk of Action
ZONE function COPD
FEV./FEV,

RED < 0.65 High Recommend follow up— referral to GP for assessment and
diagnosis.

YELLOW | 0.65t00.75 | Medium Recommend follow-up— referral to GP for assessment and
diagnosis.

GREEN >0.75 Low COPD is unlikely — referral to GP based on symptoms
recorded in initial screening questionnaire. While COPD is
unlikely, the expert panel suggested that the existence of
symptoms still warranted a discussion with the GP
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2.4 Pharmacist recruitment, training and audit

Pharmacists from pharmacies in Newcastle and the Hunter Valley were invited to participate in the pilot
program. This area was selected due to the active pharmacy networks in the area, high prevalence of
smokers, availability of pulmonary rehabilitation programs as well as the clinical learning opportunities in
COPD and spirometry to GPs in the area.

Pharmacists were recruited through:

e Presentation at the Pharmaceutical Society of Australia evening lecture August 2008
e Presentation at the Newcastle & Hunter Valley Pharmacists Association continuing professional
development lecture September 2008
e Information booth at the Thoracic Society of Australia and New Zealand conference, March 2009
e Information flyers disseminated to approximately 300 pharmacies in the Newcastle and Hunter
Valley through wholesaler drops (Appendix 6) and
e Promotion in professional pharmacy publications and journals
o Australian Lung Foundation media release “A call for pharmacists interested in COPD”
(Appendix 7)
Pharmacy Daily, 14 February 2008 (Appendix 8)
Pharmacy News, 13 March 2008 (Appendix 9)
Australian Journal of Pharmacy, May 2008 (Appendix 10)
Australian Journal of Pharmacy, May 2008 (Appendix 11)

O O O O

Pharmacists who expressed interest in participating in the program were sent an information sheet and
Expression of Interest form (Appendix 12). A member of the project team followed up with phone call
discussions and face-to-face meetings.

Pharmacists were asked to complete a Pharmacist Baseline Audit designed to capture details of each
participating pharmacist (Appendix 13).

Prior to commencing screening, each pharmacist completed a distance learning module on COPD
(Appendix 1) and attended one of two interactive training sessions (Appendix 14) held in Newcastle and
the Hunter Valley.

The COPD Continuing Professional Education distance learning module was developed to provide
pharmacists with the necessary information to identify and screen at-risk patients, refer them to their
general practitioner, and support the ongoing management of patients with a confirmed COPD
diagnosis. Pharmacists were eligible for six CPD points upon successful completion of the distance
learning module and an additional 10 CPD points for attending the interactive training session. To
participate in the program, pharmacists were required to successfully complete the module with a pass
mark of 80% or more as well as attend an interactive training program.

The development of training materials for the face-to-face training session was aligned with the COPD
distance learning module and learning outcomes required to successfully implement a screening and
management service. The content of the distance learning module and the subsequent training was
developed by a pharmacist, reviewed by a respiratory physician, medical practitioner as well as by the
wider project team. The training program incorporated interactive activities to consolidate the key
learnings and allow the pharmacists to practice their screening technique according to the protocols
provided and be assessed prior to commencing the project in their pharmacies.

In addition to this, the COPD distance learning module was disseminated to all PSA members to
increase COPD awareness in the pharmacy community. At the time of submitting the report, 2,048
pharmacists Australia wide had completed the module with 94% of pharmacists (1,925 pharmacists)
achieving a pass mark of >80%. While this has no immediate impact on the project or its findings, it did
contribute to overall awareness of COPD within the pharmacy community.
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At the beginning of the training session, participating pharmacists were tested for their current
knowledge of COPD (Appendix 15). This test was repeated at the completion of the training day. The
average mark pre-training was 67.5%. Post-training the average mark increased to 97.5%.

Screening kits and all program materials (Appendix 16) were distributed to pharmacists at the training
sessions. Formal assessment was conducted at the training session and the pharmacists’ Piko-6
technique and adherence to the Screening Protocol (see Appendix 16a) was audited at the completion
of the training. A further audit of technique and adherence to the screening protocol was conducted in
the middle of the project.

A website microsite was also established on The Australian Lung Foundation website
www.lungfoundation.com.au . This microsite is designed to support community pharmacy (beyond the
life of this pilot project) in their role in identifying at-risk patients, screening for COPD using the Piko-6
device, providing information on lung disease for their patients and referring patients suspected of having
COPD on to their GPs.

2.5 Patient recruitment, screening and referral

2.5.1 Patient recruitment

Patients were eligible for screening if they had not already been diagnosed with COPD, emphysema or
chronic bronchitis and were aged 35 years or older.

Pharmacists promoted the program through the display of a project poster (Appendix 17) in the
pharmacy. Patients were recruited by completing an Initial Screening Questionnaire (Appendix 16d)
that was available on pharmacy counters. Pharmacists also had the option of approaching patients
directly who: 1) requested smoking cessation products; 2) had a history of recurrent respiratory tract
infections by having had more than two courses of antibiotics in the last 12 months; and/or 3) had poorly
controlled asthma.

The Australian Lung Foundation supported screening by promoting the program through the media and
assisting with screening at "dedicated screening days" in several pharmacies. See Appendix 18 for
media releases, articles and advertisements.

2.5.2 Patient Screening

All patients completed an Initial Screening Questionnaire (ISQ) (Appendix 16d) to determine their
eligibility for screening. The screening questionnaire used was based on criteria of the Global Initiative
for Chronic Obstructive Lung Disease. The ISQ consisted of two sections. The first section contained
three items related to risk factor exposure (including exposure to pollutants and tobacco smoke). The
second section contained six items related to key symptoms of COPD. The questionnaire also
contained five demographic items including age; gender; cultural background; occupation; and current
employment status. Two items also identified if patients had been diagnosed with asthma and/or any
serious, terminal or debilitating illness. As shown in Figure 2 below, patients were identified as being at
risk of potentially having COPD if they received a score of one or more in Section 1 and/or 2 or more in
Section 2. These patients were then encouraged to have lung function screening by the pharmacist
using the Piko-6 device.

Figure 2 illustrates the screening protocol used by pharmacists in the pilot.

Figure 2 — Screening, referral and management process

10
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@tial Screening Questionnaire (ISD

|

Answers “Yes” to items on ISQJ

Patient answers “No” to

- 1 or more items (Section 1)
all items on ISQ

&for
\__- 2 or more items (Section 2)

Record pt’s details & history No follow-up
& ) ) required
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(Yellow zone) (Green zane)
/ h 4
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GP consultation &
possible specialist referral
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Diagnosis of COPD ’ No diagnosis of COPD

Y Y

Counsel on COPD

risk factors (where
appropriate)

Follow-up at1,3 & 6
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-

During the initial screening visit (Visit 1), the pharmacist recorded information in the Patient Record
Form (Appendix 16e) including the:

Patient name, address and contact details

DOB/Gender/sex/Height and weight (for BMI)

Details of their regular GP

Level of exposure to risk factors (including past and current smoking behaviour, quitting history,

and environmental exposure to other pollutants)

e Patient medical history and medication history (including the status of influenza and
pneumococcal vaccination)

e Results of the lung function screening (including FEV/FEV, and Piko-6 colour zones and
dyspnoea score)*

e Action taken by the pharmacist (including counselling and any GP referral)

e Length of consultation

*Three readings were taken with the highest FEV; value reported in the GP Referral Form
2.5.3 Patient referral

Patients were referred to their GP if 1) their Piko-6 result was in the medium (yellow) or high risk (red)
zone; or 2) Their Piko-6 result was in the low risk (green) zone AND they had reported at least one
respiratory symptom. This change to the original protocol was adopted based on feedback from the

11
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project’s Expert Advisory Group. Pharmacists were required to complete the GP Referral Form (see
Appendix 16f) for those patients who were referred to their GP. This form provided the GP with details of
the initial screening, a brief patient history, reasons for referral, and actions taken by the pharmacist.

The GP was asked to complete and return to the pharmacist a brief GP Report (see Appendix 16e), to
inform the pharmacists whether a diagnosis had been made, and whether the diagnosis was COPD,
another respiratory condition or other condition. The GP was also asked to indicate the diagnostic tests
that had been conducted, main outcomes of the GP consultation and key recommendations for the
pharmacist to follow-up with the patient. Patients were given the choice of taking the GP Referral Form
and Patient Record Form to the GP themselves or to give permission for the pharmacist to fax the forms
directly to the GP on their behalf.

Pharmacists also had the option to provide information to the screened patients on COPD and lung
disease (Appendix 5) where appropriate.

2.6 Patient management and follow-up

Pharmacists invited all patients referred to the GP to come into the Pharmacy for two further follow-up
visits. Pharmacists conducted follow-up testing to plot progress and monitor changes. Pharmacists
conducted the first follow-up visit (Visit 2) at approximately one to two months after the initial screening
visit (Visit 1). This follow-up was done by contacting the patient by phone and inviting the patient into the
pharmacy or opportunistically when the patient was next in the pharmacy.

The pharmacist noted whether the patient had seen the GP since the initial screening, and recorded any
outcomes of that appointment with the GP (including testing performed and medications prescribed) in
the Patient Record Form (Appendix 16e). Lung function screening was conducted again at both follow
up visits and results were recorded as per the first visit (initial screening). If the patient had taken a
reliever within the last four hours, they were asked to return later for lung function testing. The
pharmacist recorded any action taken (counselling given) at the follow-up visit and time taken for the
visit. A second follow-up visit was conducted approximately three to four months after the initial
screening, following the same process.

Pharmacists were remunerated in two stages during the study period. They were paid upon completion
of initial screening ($20 per patient screened) and after completion of all follow-up visits ($20 per follow
up visit, to a maximum payment of $60 per patient screened).

2.7 Program analysis and review

Participating pharmacists, general practitioners and patients were given the opportunity to provide
feedback on the COPD screening, referral and management process. To assess the impact of the
project and the feasibility of rolling out the program on a wider scale in the future, feedback was obtained
from participating pharmacists, patients and general practitioners, including the CEO of the Hunter Rural
Division of General Practice.

2.7.1 Pharmacist feedback

The 14 pharmacists and one pharmacy nurse who conducted screening were sent a Pharmacist
Feedback Questionnaire (see Appendix 20) that consisted of 11 structured feedback items asking them
to rate on 5-point Likert scales their satisfaction with the program’s effectiveness, ease of implementation
and sustainability, and whether they felt that participating in the program had a positive impact on
patients and their relationship with GPs.

The questionnaires also sought pharmacists’ feedback to improve the service; their thoughts on whether
the program was cost-effective; and the likelihood of their ongoing participation if this type of program
were to be rolled out in future.

Pharmacists returned completed questionnaires to the project manager by post or fax. A telephone
follow-up was conducted to encourage participation.

12
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Participating pharmacists were also given the opportunity to provide more detailed feedback on the
program at a face-to-face focus group held at the end of the screening period. The Pharmacist Focus
Group was conducted by an experienced, independent facilitator according to a semi-structured
interview protocol. Responses were transcribed verbatim (Appendix 21) and thematically analysed.

2.7.2 Patient feedback

Patients who were screened at participating pharmacies in Newcastle and the Hunter Valley were invited
to participate (up to 25) in individual structured COPD Consumer Awareness and Feedback
Interviews for Screened Patients (see Appendix 22). Patients were recruited by participating
pharmacists. All 12 participating pharmacies were invited to recruit patients. Only three pharmacies
found the time to recruit from amongst their screened patients. Patients provided verbal consent to be
contacted for the interview and were asked to rate their satisfaction with the program, the level of care
they received and provide suggestions for improvement to the program. Demographic items relating to
age, gender, cultural background, occupation and employment status were also gathered.

2.7.3 General Practitioner feedback

GPs who returned completed patient reports to referring pharmacists were contacted and asked to
participate in a short GP Feedback Interview (see Appendix 23). The interview protocol consisted of
three demographic items (age, gender and cultural background) and 10 structured and semi-structured
items regarding their satisfaction with the program, the perceived value of the program to GPs and
patients, effectiveness of the collaboration, program sustainability and suggestions for improvement. The
interviews were conducted over the telephone or GPs were given the option to be faxed the questions
for their completion.

The CEO from the Hunter Rural Division of General Practice participated in a semi-structured interview
to provide feedback about the program’s value to general practice, benefits and barriers, and
sustainability. The interview was conducted over the telephone by a member of the project team.

All interviews were digitally recorded and transcribed verbatim for thematic analysis. All interviewed
participants were asked to provide verbal consent to record the interview and advised that they had the
opportunity to withdraw consent at any time without penalty. Interviews (excluding the HRDGP interview)
were de-identified and coded. Thematic analysis was conducted by members of the research team.

2.7.4 COPD awareness

A COPD Consumer Awareness survey was conducted to measure consumer awareness of COPD.
The survey was conducted with a convenience sample of 71 consumers at four participating pharmacies
— representing two regional (Hunter Valley) and two metro (Newcastle). The survey items replicated
questions about COPD awareness that were asked in a 2005 Newspoll survey conducted with a sample
of 1408 adults in Australia aged 45 years and over as a baseline for comparison (see Appendix 24).
Two members of the research team conducted the survey. Consumers provided verbal consent, prior to
providing verbal answers. Screened patients were also asked the 2005 Newspoll questions for COPD
post-awareness and a similarly worded item for pre-awareness, to allow for comparison, as part of the
COPD Consumer Awareness and Feedback Interview for Screened Patients (see Appendix 22).

Pharmacists also completed pre- and post- awareness items in the Pharmacist Feedback
Questionnaire (see Appendix 20) and their knowledge of COPD and its treatment was assessed prior to
and after completing the training.

2.8 Data analysis

An independent statistician was hired to analyse quantitative data. Statistical analysis was conducted
using SPSS (V.17.0). T-tests and ANOVAs for continuous data and chi square analyses for categorical
data. Qualitative data was analysed using thematic analysis.

3. RESULTS / FINDINGS

3.1 Pharmacist recruitment, training and audit

13
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A total of 18 pharmacists and one pharmacy nurse completed the training at one of two training
sessions. One pharmacist dropped out and two pharmacists did not conduct any screening. This
provided a total sample of 15 (14 pharmacists and one pharmacy nurse) conducting screening from 12
different pharmacies. Five of the pharmacies were located in the Newcastle metropolitan area and seven
in regional locations in the Hunter Valley.

Of the participating pharmacists, 60% were male, 60% were the pharmacy proprietor and 60% were
currently employed full-time in the pharmacy. (See Table A1 in Appendix 25, Pharmacists’
characteristics.)

The majority of pharmacies involved in the program were independent pharmacies (75%). Half of the

pharmacies were located in retail community strips, the other half in shopping centres. The majority of
the pharmacies did not have a designated private/semi-private area for conducting patient interviews.
Table A2 in Appendix 25 lists details of the pharmacies involved in the project.

All participating pharmacists had their Piko-6 technique and adherence to the screening protocol audited
by a member of the project team at the end of the training session and again within their pharmacy
during the course of the screening program. No significant problems were identified for any of the
participating pharmacists.

3.2 Patient recruitment, screening, referral and follow-up
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Figure 3 - Screening results and patient follow-up

3.2.1 Patient recruitment
As seen above in Figure 3, 125 patients completed the initial screening questionnaire (1SQ). 122 (97.6%)
of these patients were eligible for lung function screening using the Piko-6 device. Piko-6 results were
recorded and captured for 112 patients in the Patient Record Form. Of these 112 patients, 56 (50%)
were referred on to their GP for further action. Those referred included 46 patients whose Piko-6 score
was in the red or yellow zone, plus 10 whose P