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Rehabiliterende palliative indsatser er ofte komplekse

1) Antal af og interagerende komponenter I interventionen
2) Antal af og sveerhedsgrad af adfeerd
3) Antal outcomes og variabilitet af disse

4) Graden af individualiseret intervention

MRC, complex interventions, 2008
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Medical Research Council:
Developing and
evaluating complex interventions

Figure | Key elements of the development and evaluation process

Feasibility/piloting
1 Testing procedures
2 Estimating recruitment /retention
3 Determining sample size
Development Evaluation
1 Identifying the evidence base 1 Assessing effectiveness
2 |dentifying/developing theory 2 Understanding change process
3 Modelling process and outcomes 3. Assessing cost-effectiveness
Implementation
1 Dissemination
2 Surveillance and monitoring
3 Long term follow-up
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Randomised clinical trial of early
specialist palliative care plus standard
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Nordly et al. BMC Palliative Care 2014, 13:44

http://www.biomedcentral.com/1472-684X/13/44 BMC

Palliative Care
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trial of accelerated transition from oncological
treatment to specialized palliative care at home
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Mottelmann et al. BMC Cancer (2017) 17:560
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Pal-Rehab study protocol
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Effekt af "Bedre hverdag med kreaeft” til
personer med fremskreden kraeft | eget
hjem: en aktivitetsfokuseret og
aktivitetsbaseret intervention.

Marc Sampedro Pilegaard
ergoterapeut, cand.scient.san, ph.d.-studerende

Vejledere
Ase Brandt, ph.d. Karen la Cour, ph.d. Anna Thit Johnsen, ph.d.
S D U ,{. Forskningsinitiativet for Aktivitetsstudier og Ergoterapi, Forskningsheden ved Almen Praksis
Institut for Sundhedstjenesteforskning ’ \ A )
Syddansk Universitet Region of 7“7/

SOUTHERN DENMARK www.sdu.dk/FiA Southern Denmark



Introduction — Materials and Methods — Results - Conclusion

AKT-projektet

Kortlaegning af aktivitetsproblemer og behov
Tvaersnitsstudium N=164

A 4

Praecisering af et aktivitetsbaseret program
Systematisk review

\ 4

Undersgge effekt af interventionsprogrammet
Pkonomisk evaluering

RCT N=272
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Introduction — Materials and Methods — Results - Conclusion

Problem:

*Personer med fremskreden kraeft lever laengere tid (Hashim et
al, 2016 & Coleman et al, 2008)

Mange har problemer med at klare hverdagens aktiviteter |
eget hjem (cheville et al,2008 & Rainbird et al, 2009)

*Behov for indsats (Johnsen et al, 2013)

o'Bedre hverdag med kraeft” (Lindahl et al, in progress)

S D U ,{. Forskningsinitiativet for Aktivitetsstudier og Ergoterapi, Forskningsheden ved Almen Praksis ifm“‘%w.x
Institut for ggndhlsdstjenesteforskning Reqi f \ A
Syddansk Universitet egion of ~v/*\/
UNIVERSITY OF :
SOUTHERN DENMARK WWWSdUdk/FIA SOUthern Denmark



Introduction — Materials and Methods - Results - Conclusion

"Bedre hverdag med kraeft”

e Udgangspunkt | deltagernes prioriterede aktiviteter
* Indhold og omfang tilpasses individuelt
> . — >
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Introduction — Materials and Methods - Results - Conclusion

"Bedre hverdag med kreaeft”

1. Indledende samtale mellem ergoterapeut og
deltager

2. Prioritering af aktiviteter, tid og ressourcer

3. Graduering af aktiviteter

4. Tilpasning af hensigtsmeaessige hvile- og
arbejdsstillinger

5. Udlevering, tilpasning og instruktion i brug af
hjeelpemidler

6. Tilpasning af bolig
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Introduction — Materials and Methods - Results - Conclusion

Omfang

 Gennemfgres inden for tre uger
e 1-3 h)emmebesgg (90-120 min. varighed)

o 1-3 opfalgende telefonsamtaler
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Introduction — Materials and Methods - Results - Conclusion

Design og rekruttering

 Rater-blinded RCT

o 242 projektdeltagere blev rekrutteret fra Aarhus

Universitetshospital (AUH) og Odense [EEHEe

NORGE

Universitetshospital (OUH) e
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Introduction — Materials and Methods - Results - Conclusion

Studiepopulation

Inklusionskriterier: 2P
WELCOME

 Voksne (>= 18 ar)
 Vurderet af en onkolog til at have uhelbredelig kraeft
 Funktionsniveau 1-2 pa WHO Performance score

 Bor pa Fyn eller inden for en radius af maksimalt 60 km
fra AUH

* Bor | eget hjem eller | beskyttet bolig
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Introduction — Materials and Methods - Results - Conclusion

Studiepopulation

S 7

 Behersker ikke det danske sprog i et omfang, sa
personen kan besvare et spgrgeskema

Eksklusionskriterier:

 Kognitive funktionsnedsaettelser, som pavirker evnen til at
deltage i et struktureret interview

» Vurderes til ikke at kunne kooperere | forsgget

* Bor i plejebolig eller pa hospice
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Introduction — Materials and Methods - Results - Conclusion

Randomisering

Projektdeltagere blev randomiseret enten til:

1.”Bedre hverdag med kreeft” og den saedvanlige
Indsats (interventionsgruppen)

2. Den sadvanlige indsats (kontrolgruppen)

()PEN

Odense Patient data Explorative Network
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Introduction — Materials and Methods - Results - Conclusion

Outcomes

1. ADL-evne
2. Besveer med prioriterede hverdagsaktiviteter
3. Helbredsrelateret livskvalitet

4. Deltagelsesbegreensning
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n=522 invited to
participate

269 declined to participate
81 not capable
96 not relevant

56 not interested
36 other reason

A 4

6 were excluded
3 transferred to hospice

2 was already included in geriatric and nutrition trial
1 former pilot participant

5 died between inclusion and baseline

y

n=242 enrolled and
completed baseline (T1)

\ 4
N=242 randomised

|
. '

n=121 assigned to the intervention group n=121 assigned to the control group
(113 received intervention)

n=10 drop-out n=9 drop-out
6 died < > 4 died
2 withdrew due to illness 3 withdrew due to illness
1 withdrew due to lack of interest 2 withdrew due to lack of interest
1 withdrew due to other reasons v i
n=111 available at T2 n=112 available at T2
(95 completed measures) (93 completed measures)
n=12 drop-out n=15 drop-out
7 died 8 died
3 withdrew due to illness B "1 5 withdrew due to illness
1 withdrew due to lack of interest 1 withdrew due to other reasons
1withdrew due to other reasons v v 1 withdrew without given a reason
N=99 available at T3 N=97 available at T3

(97 completed measures) (94 completed measures)
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Original Article

The ‘Cancer Home-Life Intervention’: A & The Auther(s 2017
. - - Reeprints and permissions:
randomised controlled trial evaluating the srcimsremisons

DOE 10.1177/02692163 17747199

Ffficacy o!' an'occupatlon.al therapy-based  cocursennenesn
intervention in people with advanced
cancer

Marc Sampedro Pilegaard' ), Karen la Cour'?,
Lisa Gregersen Oestergaard®4, Anna Thit Johnsen’$,
Line Lindahl-Jacobsen’, Inger Hgjris® and Brandt'2?

Abstract

Background: People with advanced cancer face difficulties with their everyday activities at home that may reduce their health-related
quality of life. To address these difficulties, we developed the "Cancer Home-Life Intervention”.

Aim: To evaluate the efficacy of the ‘Cancer Home Life-Intervention’ compared with usual care with regard to patients’ performance
of, and participation in, everyday activities, and their health-related quality of life.

Design and intervention: A randomised controlled trial {Clinical Triale gov NCT02356627). The "Cancer Home-Life Intervention’
is a brief, tailored, occupational therapy-based and adaptive programme for people with advanced cancer targeting the performance
of their prioritised everyday activities.

Setting/participants: Home-living adults diagnosed with advanced cancer experiencing functional limitations were recruited from
two Danish hospitals. They were assessed at baseline, and at & and |2weeks of follow-up. The primary outcome was activities of
daily living motor ability. Secondary outcomes were activities of daily living process ability, difficulty performing prioritised everyday
activities, participation restrictions and health-related quality of life.

Results: A total of 242 participants were randomised either to the intervention group (n=121) or the contrel group (n=121).
Mo effect was found on the primary outcome {between-group mean change: —0.04 logits (95% confidence interval: ~0.23 to 0.15);
p=0.69). Nor was any effect on the secondary outcomes observed.

Conclusion: In most cases, the ‘Cancer Home-Life Intervention’ was delivered through only one home visit and one follow-up
welephone contact, which not was effective in maintaining or improving participants’ everyday activities and health-related quality of
life. Future research should pay even more attention to intervention development and feasibility testing.

Keywords
Activities of daily living, indep living, occupational therapy. quality of life, palliative care, controlled clinical trial
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Ingen effekt af "Bedre hverdag med kraeft”
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Introduction — Materials and Methods — Results - Discussion/Conclusion
Hvad har vi leert?
» Feasibility studie
* Programteori

e Logisk sammenhaeng mellem indsats og mal
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Black-box
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Introduction — Materials and Methods — Results - Discussion/Conclusion
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Poor description of non-pharmacological interventions:
analysis of consecutive sample of randomised trials

OPEN ACCESS

Tammy C Hoffmann associate professor of clinical epidemiology, Chrissy Erueti assistant professor,
Paul P Glasziou professor of evidence-based medicine
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S D U A Forskningsinitiativet for Aktivitetsstudier og Ergoterapi, Forskningsheden ved Almen Praksis
3 Institut for Sundhedstjenesteforskning .
Syddansk Universitet Region of

SOUTHERN DENMARK www.sdu.dk/FiA Southern Denmark



Introduction — Materials and Methods — Results - Discussion/Conclusion
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RESEARCH METHODS & REPORTING

Better reporting of interventions: template for
intervention description and replication (TIDieR)
checklist and guide

Tammy C Hoffmann associate professor of clinical epidemiology’, Paul P Glasziou director and
professor of evidence based medicine', Isabelle Boutron professor of epidemiology’, Ruairidh Milne
professorial fellow in public health and director®, Rafael Perera university lecturer in medical
statistics*, David Moher senior scientist”, Douglas G Altman professor of statistics in medicine®,
Virginia Barbour medicine editorial director, PLOS’, Helen Macdonald assistant editor®, Marie
Johnston emeritus professor of health psychology®, Sarah E Lamb Kadoorie professor of trauma
rehabilitation and co-director of Oxford clinical trials research unit'®, Mary Dixon-Woods professor
of medical sociology'', Peter McCulloch clinical reader in surgery'?, Jeremy C Wyatt leadership
chair of ehealth research'®, An-Wen Chan Phelan scientist’, Susan Michie professor'®
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Kompleksitet

Interventions Mediators Outcomes

o Balancing daily activities *

- Managing pain 5
Prioritisation of resources, : .
4 . f M fat ; A Better autonom
energy and activities i\ x aNEINg favELe * - ¥
i it A ] A I d lity of ADL
Gmdlng. of aCtI'-I'ItIIES- A oA Managing breathlessness % es it ol
teaching technigques % : performance
Initial interview on Adaptati f R d
problems and needs i Io:egtisgos bt 4 Increasing energy Increased guality of life
Assistive technology € W Adjusting habits and routines ¥/ #1///°§  Easler performance of
i prioritised activities
Madification of the physical L Y ', Accommodating/enabling and

home environment ) changing roles

2| Delegating activities

4 Increasing home safety |

_ Managing,/balancing the

% relationship between envirenmental |

demands and personal
competences
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Hvad er vi usikre pa?

* Intensitet og varighed

e |dentificere de rette patienter

= . :

e Timing r/i
{

!
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Timing

Short period of evident decline

Low

Mostly cancer

Onset of incurable cancer

Murray SA et al., 2005

4 Specialist palliative
care input available

Death

Often a few years, but decline
usually over a few months

Time ==
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Perspektiver for fremtiden?
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Mit budskab

Endnu mere fokus pa interventionsudvikling

Endnu mere fokus pa at teste ens intervention inden
gennemfgrsel af et STORT og DYRT RCT

Endnu mere fokus pa metodetriangulering til
evaluering af en kompleks intervention
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Introduction — Materials and Methods — Results - Discussion/Conclusion

Tak til patienterne der deltog og de involverede
ergoterapeuter, sygeplejersker og laeger fra OUH og
AUH.

Spgrgsmal ©

Studiet er finansieret af TrygFonden og Kreeftens Bekaempelse, Ergoterapeutforeningen,
Region Syddanmark og Syddansk Universitet

Tryg Fonden @ (reefrens Belempelse
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