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Why do clinical trials in general practice?

Because that is where the
patients are

97% attend a GP

80% have seen their GP in
the previous 2 years.

Geographical distribution
Primary prevention

Conditions that don’t result
in hospitalisation

ANBP2 method of recruitment

« GPs recruited through Divisions of GP, phone books, etc.
« >3million paper practice records hand searched

« Letters of invitation from the practice signed by the GP sent
to individual patients.

 All contact details except our 1800 number removed from
letter and envelope and no date

* Screened and appointment made to be seen in the practice
by our RA
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GP Involvement in ANBP2

2681 - GPs
1594 - Practices

New Engl J Med, 2003;348:583-92.

ANBP?2 Subject Recruitment

Screened - 54288
Randomised - 6083
Rate - 11%

14669
1310
9%
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Lessons from community recruitment in
ANBP2 (the past)

If you get the GPs you get the patients (time +$)
Recognition of GP’s role (co-investigator)

Recognition of cost to private business ($100 pp practice
fee)

RASs in the practice — keep practice and practitioner burden
low

Undated personal letters of invitation from GP

ASPirin in Reducing Events in the Elderly

QRTIRE

* Randomised double-blind placebo-controlled trial of 100 mg enteric coated
aspirin.

* Conducted 2010-2017 in community-dwelling men and women in Australia
and the United States.

* 19,114 community-dwelling participants

* 16,703 Australian and 2,411 United States

* Participants randomised to aspirin or placebo, stratified by centre and age
(65-79 years, >80 years)

* 9,525 participants randomized to aspirin and 9,589 randomized to placebo

* Primary endpoint disability free survival

* Secondary endpoints: death, dementia / cognitive impairment, persistent
physical disability, fatal and nonfatal CVD (including stroke), fatal and nonfatal
cancer, depression and major haemorrhage
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ASPREE participants and sites in Australia
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Total randomised in Australia = 16,703
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Lessons from the present ASPREE.

« Get the GPs and you get the patients.

« Because of the time gap this was a de novo process.

* Much higher screening to randomisation due to OTC and
therefore patient familiarity.

« Methods pioneered in ANBP2 worked again

» Practice computerisation vastly improves efficiency

« Funding — did we have a ‘window of opportunity’?

STAtins in Reducing
Events

in the Elderly
(STAREE), a
randomised controlled
trial of atorvastatin vs.
placebo for disability
free survival and
adverse
cardiovascular events
in the over 70s

StaREE

STAtins in Reducing Events in the Elderly
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Study Progress - As at 26/9/19

Registered Practices 1,120
General Practitioner co- 3,000
investigators

Letters of invitation sent 376,951
Calls received 16,861
Eligible 9,751
Screened face-to-face 10,749
Randomised 5,868

STatin in Reducing Eventsinthe Ederly

13

Lessons from the future STAREE.

Get the GPs and you get the patients.
* Overlap with ASPREE-XT (practice burden)

* Corporatisation is a both a barrier and enabler.

* GPs keen and corporates recognise the professional obligation to
participate in public good studies but the business model and legal privacy
concerns are a barrier.

* Modest screening to randomisation ratio due to prescription only
drug and community perceptions of adverse effects.

* Methods pioneered in ANBP2/ASPREE are working again.

* Funding — did we have a ‘window of opportunity’ in ASPREE —
repeated support from NHMRC but can’t get international traction.
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Conclusions (1)

Can successfully recruit and follow-up in general practice

Have a research question relevant to GPs and their patients
Give appropriate status and some financial compensation to
GPs and practices

Have at least one experienced GP clinician as a Cl

Minimise GP and practice workload by providing research staff
in the practice for recruitment and data collection

Focus GP commitment to clinical decision making

Flexibility to accommodate the variety found in general practice

Conclusions (2)

PBRN
e General practice lacks a centralised ‘research

institute’

Its geographically distributed nature makes it a
decentralised asset for Australia

Essential that we support what are largely small
private businesses and their principals who have
collaborated so far on professional goodwill
Individual public good trials will benefit in time and
money
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