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B Despite being a core business of medicine, end of
life care (EoLC) is neglected. It is hampered by
research that is difficult to conduct with no common
standards. We aimed to develop evidence-based
guidance on the best methods for the design and
conduct of research on EolLC to further knowledge in

the field.



The Methods Of Researching End of life Care
(MORECare) project
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— National Institutes of Health Research (NIHR). Medical
Research Council (MRQ)
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— Principal investic?ator: Higginson ). Co-principal
investigator: Todd C. Co-investigators — Fayers P Grande G,
Harding R, Hotopf M, Lewis P McCrone P, Murray S, Morgan M;
Project advisory group — Costantini M, Dewar S, Ellershaw J,
Henry C, Hollingworth W, Hurst P Ing T, Lorenz T, Madhok R,
Maher J, McGill I, Murray E, Netten A, O'Cathain A, Payne S,
Petchey R, Prentice W, Tanner D and Taylor CA; Researchers —
Benalia H, Evans CJ, Gysels M, Preston NJ and Short V.
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Initial literature scoping, formation of expert group, initial identification of issues

'

.

of EoLC in cancer

Three systematic literature appraisals Expert group review, debate, internal
of: methods and challenges of existing — | presentations to consider relevance of
evaluations; patient and other views «— | gxisting MRC and other guidance, and
and experience of research identify areas of major concern and
participation; evidence of effectiveness additional experts.

Preliminary synthesis of research issues, agreement of difficult and contentious
topics
b } b
Stakeholder workshops Five transparent expert Expert panel meetings:
to consider - consultations: randomisation and
presentation of outcome measures; alternative
research results - mixed methods; approaches,
ethical; challenges for policy
health economic; makers/ stakeholders
statistical. and implementation.
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Analysis and reporting of individual components, integration of all components by Expert
Panel into MORECare MRC guidance
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Recommendations
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E S \ 3 6 O) SJ Table 4 MORECare Statement— checklist of components that require consideration when designing and conducting
2' ~ L—' K EoLC intervention studies
=

Intreduction/background 1. Present theoretical framework for the intervention and levels of need established

% ? 2. Present objectives appropriate to the level of intervention development
A~

Study design 3. Indicate and justify stage in MRC guidance for development and evaluation of complex interventions, for
example, feasibility, preliminary evaluation, efficacy/cost effectiveness and wider effectiveness

7'5' — N ~ 4. Feasibility stages should test both feasibility of the intervention and of methods of evaluation, including outcome
j_lJ j_ / measurerment
5. Justify methods, considering appropriate use of existing data sets and secondary analysis as these may produce
rapid information
7.IGI 6. Justify methods of empirical studies considering mixed methods, observational studies and randomised trials
E ; — ! ) Study team 7. Ensure involvernent from: (i) consumers, patients and caregivers; (i) relevant dinicians; (jii) relevant
methodologists to develop study questions, questionnaires and procedures; and (iv) researchers familiar with the
challenges in EolC studies
8. Ideally, involvement should be well established and continuing, beyond a spedific study, with joint meetings or
Af rotations between clinical and research staff
an Ethics 9. Note in ethics committee application MORECare recommendations that it is ethically desirable for patients and

families in EolLC
approached

% — :l: 10. Work within legal frameworks on mental capacity, consent and so on, to ensure that those who may benefit
é _ ‘|—| from interventions are offered an cpportunity to participate if they wish
/ - ’

to be offered involvement in research and MORECare evidence of patient willingness to be

11. Collaborate with patients and caregivers in the design of the study, vocabulary used in explaining the study,
consent procedures and any ethical aspects

— 12. Attend the ethics committee meeting with a caregiver or patient, as a means to help the committee better
=\|/ I E understand the patient perspective
n P 13. Ensure proportionality in patient and caregiver information sheets, appropriate to the study design and level of

risk, as excessive information in itself can be tiing/distressing for very ill individuals

Participants 14, Adjust eligibility criteria to recruit those patients who may benefit most from intervention, ensuring equipoise

A" E I t H :R Procedures 15. Minimise burden for existing cinical staff for participation in the study
I~ / EI 16. Clearly distinguish between service received and research activity interviews in study arms when multiple

interviews with patients are undertaken in trials, for example, using a graphical system [25]

Outcome measures 17. Choose outcome measures that meet the following criteria:

L]
M IXe d m et h O d « established validity and reliability in relevant population
- responsive to change over time

« capture clinically important data

I 1 /_ g /-It - easy to administer and interpret (for example, short and with low level of complexity)
% m \ } + applicable across care settings to capture change in outcomes by location (for example, patients' home,
-
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Rollout and monitor results of wide implementation

If successful

Evaluation-with comparison- use randomised trial or appropriate
alternative. Assess outcomesand intervention processes

If successful

Feasibility of intervention AND study design and mechanism /

active ingredients

If successful
Consider implementation

Theory, development and modelling - try to understand
implications at each step
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mechanism of intervention
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Mixed method
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