Recruitment of 461 patients into a longitudinal randomised controlled trial
(RCT) in the palliative care setting. How can it be done?
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Authors argue that recruitment in large RCTs in palliative
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C r entin large S| Strategy Development Strategy 4: Key Messages
care is not possible due to limitations in participant . . : d al et incinal defined (K
recruitment; many of these recruitment issues are unique to Comprehensive structured review of the English language Based upon social marketing principals, a pre-defined set of key
palliative care (Table 1). medical literature was undertaken_, focusing on: N o messages were incorporated into the recruitment visit (Table 2).
: . successful recruitment strategies for large clinical trials in Messages were written with specific attention to the defined barriers
TABLE 1. Barriers to Recruitment general o o to participation in palliative care clinical trials (Table 1).
Unique to Palliative Care specific focus on clinical trials in oncology, palliative care,
Patient Issues cardiology and health services research Consent documents were simplified and organised to reflect the key
Efﬂ"v '"vl"ef:jfing dedalh identified strategies were matched to the needs of the messages.
ompeting demands : -
Participation in research = constant reminder PCT and research setting TABLE 2. Recruitment and Consent
Difficulty fullfilling protocol, may withdraw Seven key strategies were identified.
Study requirements may be exhausting

Die early before completing study protocol All strategies were piloted prior to beginning recruitment for 1. The results may benefit others.
Gatekeeping by professionals and informal caregivers the trial 2. Participation is volumary.

Concern that research is burdensome and upsetting . 3. There are ways of reducing participant burden.

No benefit to the participant CTri f domisation = “a lucky dip”

Research seen as unnecessary intrusion at the end of life Strategy 1: Triage Algorithm 4. Randomisation = “a lucky dip”.

Concerns about false hope o " K . X 5. You can withdraw at anytime.

Ethical concerns Goal was to institutionalise recruitment into the service

Ethical Issues referral and triage process

Increased vulnerability . .

Decreased capacity to give informed consent All referrals to the service screened at time of referral to see:

Consent documents can be exhausting and confronting If the patient was eligible for inclusion into the trial? Strategy 5: Proxy consent proceedure
Presented here are the strategies that enabled the :f_ﬂ;fj eligible patient was interested in contact from the Consent could be provided by a legal proxy or Power of Attorney
Palliative Care Trial (PCT) to fully recruit the required nals extending to medical decisions.

?um:)er of participants within the specified recruitment Iﬂiie;was conducted by experienced senior palliative care In addition, caregivers could consent on the patient's behalf if:

Imeframe. ) - the GP provided a letter advising that the patient did not have

A potential framework for future RCTs in palliative care. Nurses were provided with scripts to standardise the trial the mental or physical capacity to consent on his/her own, and
introduction. participation in the trial was not contrary to the patient’s best

. . . interests.
Th e al | | at Ive C | al FIGURE 1. PCT Recruitment Algorithm the caregiver provided a letter attesting to the fact that he/she

2x2x2 factorial cluster randomised control trial. usually made decisions on behalf of the incapacitated patient.

This proceedure was approved by 11 Australian Ethics Committees
Team meetings and 1 American Internal Review Board.

with SAPS nurses to
generate the
algorithm. Strategy 6: Marketing
u@?fﬁ'ﬁélﬁ'ﬁ.ﬁ?ﬁ\ Prior to, and during the trial, meeting with local stakeholders

care when needed; including GPs and aged care facilities were held.
this was addressed.

Sample size goal of 460 palliative care patients and their GPs.

Recruitment time frame of 26 months.
STUDY SETTING

All participants were recruited from a single region - Southern
Adelaide, South Australia (population 350,000).

This region is serviced by a comprehensive palliative care
program, Southern Adelaide Palliative Services (SAPS).

Print and electronic information was provided to local GPs and the
-The algorithm

SAPS has approximately1100 referrals per year, 85% of whom provided team public about the trial to raise awareness. This information was not
have cancer. members with insight designed to recruit participants.
into the PCT and the
STUDY PARTICIPANTS need for recruitment Marketing within SAPS was undertaken to address gatekeeping.
front. P "
Participants were adult patients referred to Southern Adelaide vpront Activities included: . .
Palliative Services (SAPS). Involving clinical staff in the development of all trial proceedures.
They had to h . d in of P in the last Weekly coffee meetings with staff to feed back recruitment
3 ey tﬁ 0 have experienced some pain of any form in the fas numbers, discuss problems with the trial, and identify potential
months. participants not screened by the triage process.
Patients were excluded if they: . . Focus groups (external facilitator) with all staff throughout the trial
were expected to die within 48 hrs of referral Strategy 2: Recruitment Nurse to identify issues relating to the trial.
did not live in the geographic area The trial employed a dedicated full-time nurse for study Social events to “celebrate” key achievements in the trial.
i i isati recruitment.
Both GP and patient consent required for randomisation. The marketing strategies were designed to increase buy-in by staff
The recruitment nurse could only contact patients once and stakeholders.
oo permission was given through the triage process.
Participant flow — :
Strategy 3: Choreography Strategy 7: Monitoring and Quality Assurance

Recruitment visits in the patient's home or hospital room.

Key performance indicators (KPIs) were monitored weekly allowing

Patients and/or caregivers were encouraged to be present potential problems to be quickly identified and appropriate action
‘ RS ——" ‘ during the consenting process. taken.

At recruitment visits: KPIs included:
Excluded (1=1,487 - ’
e srte ot raionalcare Eligibility was reviewed. % of referrals screened
jriionibaaonil The study was explained in depth. % of triages enrolled
e e Informed consent from the patient was obtained. time from referral to triage
e e (1=1,038) Information booklet, consent documents and withdrawal time from referral to recruitment
+GP declined (n=39) forms were left for the patient. number of patients and GPs providing consent

All aspect of the recruitment visit was scripted, role-played & Monitoring of KPIs was assisted by the development of an

‘ ‘ piloted. information system with KP!I reporting functions built in.
Cluster randomized by GP praciice
(=461 patients and 228 GPS in 105 GP pracices) . .

Recruitment of GP occurred after the patient.

‘ Randomisation 1 (3:1) ‘ ‘ Randomisation 2 (1:1) ‘ ‘ Randomisation 3 (1:1) ‘
voo | [Tom oo | [ |[eer ecruitment Outcomes Fundin
Conference Conference education Education Education Education .
- Control B Conrol B Control 2,261 Referrals to the service Rural Health and Palliative Care Branch of the Australian
U ("']m’ K"'lm’ u 'lm K"'[m’ ("'TS’ 1,948 participants screened by the triage nurses Department of Health and Ageing (Canberra, Australia).
614 participants referred to the PCT Recruitment Nurse CSUPP'eCme"‘a_" fs“”dlsh /'j‘” f’olne'(fo“”d‘a"lﬁn gw?_lbcr)urne, ‘:“5"3"?)'
Withdrew Withdrew ‘Withdrew Withdrew ‘Withdrew Withdrew ) L ancer Council Sou ustralia (formerly the Anti-Cancer Foundation;
‘ "‘];:77 ‘ ‘ ‘"J;,}nf ‘ ‘ ("];jf ‘ ‘ ‘"]fu/if ‘ ‘ ("l;fnf ‘ ‘ ‘"ljjnf ‘ 607 participants vygre eligible Adelaide, Australia), and the Doris Duke Charitable Foundation (New
I I I T T 500 (82%) of participants consented York City, USA)
461 (92%) of GPs consented Dr. Abernethy’s salary is generously provided through a Clinical
‘";;‘a‘t‘fs‘” ‘”:r‘vf:‘:s"" Inﬁyﬁfs?s‘” ‘";;‘a‘t‘fs‘” '”acv‘“ﬁ;f‘s‘" ‘”:"‘“affgs'" Overall recruitment rate of 18 participants per month Scientist Development Award from the Doris Duke Charitable
(n=52 (n=89, (n=123; (n=94 (n=118; Foundation of New York, USA.
P | - o 0 - 31% of the screened population eligible for the trial Sponsored by the Australian Department of Health and Ageing
(Canberra, Australia), Repatriation General Hospital (South Australia),
0, A 7 R A ACH Group, Inc. (Adelaide, Australia), and Southern Division of
76% of the screened population randomised into the trial General Practice (Bedford Park, South Australia)

For further information: tania.shelby-james@rgh.sa.



