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This report arises from the Innovative Partnership for Action Against Cancer Joint Action, which has received
funding from the European Union through the Consumers, Health, Agriculture and Food Executive Agency of the
European Commission, in the framework of the Health Programme 2014-2020. The content of this report
represents the views of the author/s only and is his/her/their sole responsibility; it cannot be considered to reflect
the views of the European Commission and/or the Consumers, Health, Agriculture and Food Executive Agency or
any other body of the European Union. The European Commission and the Agency do not accept any
responsibility for use that may be made of the information it contains. The authors are not responsible for any
further and future use of the report by third parties and third-party translations.
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Abbreviations

CanCon Cancer Control Joint Action

EAPC European Association for Palliative Care
ECPC European Cancer Patient Coalition

EU European Union

IASP International Association for the Study of Pain
ICO Institut Catalan Oncologia, Barcellona

INT National Cancer Institute of Milan

iPAAC Innovative Partnership for Action Against Cancer
OECI Organization of European Cancer Institutes
PC Palliative Care

PROMs Patient reported outcome measures

RCT Randomized controlled trials

WP Work Package
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Executive summary

The recommendations included in the CanCon EC Joint Action are the basis from which to
improve oncology and palliative care integration using standardized care pathways, referral
guidelines, and collaboration to achieve the best outcomes for patient-centred care. An
integrated approach helps to develop new models of care, educational and research
programmes, adequate resource allocation, and sufficient investment.

The aim of WP 8.6 of Innovative Partnership for Action Against Cancer Joint Action is to
identify areas that require an update in respect to Cancon recommendations, to assess
palliative care needs in oncology based on epidemiological data and to review the literature
on models of integrations between palliative care and oncology, at the time of diagnosis and
early therapy, particularly for life-threatening and poor prognosis cancers.The increasing
recognition of the role of palliative care for advanced cancer patients is yet combined with
incomplete accessibility of high quality services for all EU citizens and with lack of common
policy for the integration of palliative care in the oncology care continuum.

WP8 on pain management and palliative care have been the focus of a special group
meeting associated with European Association for Palliative Care (EAPC) Congress on
October, 2020. The meeting remit was to share, discuss and disseminate iPAAC
contributions on pain controll barriers in cancer pain patients and in cancer survivors,
PROMs implementation and palliative care integration with oncology. The meeting built on
the communication between EAPC, International Association for the Study of Pain (IASP),
Organisation of European Cancer Institutes (OECI) and European Cancer Patient Coalition
(ECPC) representatives. The presentation of integration between oncology and PC is
reported in Appendix 1 (EAPC World Congress 2020). See also Appendix 2 (European
Palliative Care Reseach Seminar, on Integration of oncology and palliative care , PRC

Seminar, www.bit.ly/PRCresearch) .
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1 Introduction

The three-year Cancer control joint action (CanCon), co-funded by the Health Programme of
the European Union, (Albreht 2017, Federici 2017) identified palliative care (PC) as part of
the multidisciplinary care integration process required within Comprehensive Cancer Control
Networks and, in particular, within survivorship care needs together with rehabilitation and
psychosocial support.

According to the WHO (WHO 2014) and professional consensus (Kaasa 2018) both primary
and specialized PC resources are necessary to meet PC needs of patients with advanced
incurable cancer. An accurat evaluation, screening and epidemiology of PC needs in the
clinical history of advanced incurable cancer is therefore instrumental to plan cancer control
programs at the national level and also for the practical implementation of services in Cancer
centers, networks and institutions. Given the need of these services, scaling the resources
required by their effective operation is an emerging issue implying the ability to identify
referral criteria of patient to in order to maximize quality of life and of care in this patient
population.

The impact of specialized PC on symptom control and quality of life is evidence based and,
more recently, the early integration of PC interventions in the clinical pathways of patients
with advanced disease, also proved to be beneficial for improving quality of life for patients
and caregivers and use of health care resources (Haun 2017). Therefore indicators of PC
integration with oncology care have been suggested as quality indicators of the cancer
clinical pathway (Kaasa 2018).

The improvement of quality of care, focusing on the patients‘ subjective experience of the
disease has to reflect effective patients centredness in the clinical process. Patients’
centredness is both an health care policy principle and part of the disciplinary content of
palliative care. Consensus exists on the role of adopting patient reported outcome measures
(PROMSs) as one element of both integration of PC and oncology (Kaasa et al 2018) and of a
patient-centred approach. It can be therefore concluded that availability of PC resources,
development of integration between PC and oncology, adoption of PROMs in clinical practice

and research in oncology and patient centredness are part of a cultural and policy virtuous
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circle and that their promotion informs the remit of iPAAC for present and future cancer

control programs.

In summary the purpose of the present work has been to focus on:

Evaluating and updating the CanCon European Guide (Albreht 2017) and CanConPP
(https://cancercontrol.eu/) recommendations on cancer PC in coherence with the
WP10 revision of CCCN.

Estimating PC needs in cancer care and their impact in the next future.

Providing evidence about PC integration models in particular as far as early
PCintegration in cancer care is concerned .

Providing recommendations on how to implement patient centred decision making
approaches to improve care integration focusing on the use of PROMs and building a
shared vision of this task with institutional stakeholders of PC and Cancer
professionals and patient representatives.

Providing a final set of summary recommedations.
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After revising the CanCon recommendations on palliative car, the population based
epidemiology of PC needs in oncology and the instrumental role of PROMs implementation,
an updated literature review was conducted to identify the models of PC integration that
could be proposed for the global cancer road map. One international workshop was
organized to share these concepts with international professional and patients‘ stakeholders
and summary recommendations were drafted.

The literature review aimed at identifying the integration models so far proposed and tested
in clinical trials. For this reason all the articles included in the Cochrane review by Haun et al
(2017) were revised and updated using the search strategy in table 1 covering the period
between 2016 and 2020. The literature search was conducted on MEDLINE, EMBASE and
Cochrane Central Register of Controlled Trials databases. The search strategy for the
MEDLINE database, which used both text words and MeSH/EMTREE terms, is reported in
table 1, and appropriately revised strategies were developed for each database. The search
was conducted in the title, abstract, and keyword fields of the databases.

Inclusion criteria for relevant study selection were: to have been conducted in human, adult

patients with cancer; to be a clinical trial; to reported data on early PC intervention.

Table 1. Search strategy

#10 #1 AND #7 AND #8 AND [2016-2020]/py AND [clinical trial]
#9 #1 AND #7 AND #8

#8 #2 or #3 or #4 or #5 or #6

#7 cancer

#6 terminal* illness

#5 terminal* disease

#4 terminal* care

#3 “end-stage disease” or “end stage disease” or end-stage illness” or “end stage”
#2 advance disease

#1 palliative care
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3.1 CanCon Recommendation update proposal
The Cancer Control Joint Action European Guide includes PC recommendations at two

levels. The first level identifies PC as:

a) one of the disciplinary services contributions needed for tumor management groups

under the chapter of ,Comprehensive Cancer Control Networks*

b) a specific element of continuity of care from cancer screening to end-of-life care and

from specialized cancer care to community level cancer care.

The second level is represented in the CanCon European Guide by the inclusion of three PC

recommendations under the chapter on ,Cancer survivorship and rehabilitation” addressing:

c) the requirements of professionals with both basic and specialized training in PC to
guarantee a patient-centred approach,

d) that PCis integrated in survivorship care,
e) that End-of-life-care for children and adolescents should be improved across Europe

Therefore overall 5 recommedations can be found within the CanConEG across two main
chapters with the difference that in describing Comprehensive Cancer Control Networks a
paragraph helps in defining the PC specialized content needed to qualify CCCNs (page 89-
90) while the subject in not further developed in chapter 7 on Survivorship and rehabilitation
although it is included as an independend component of care in figure 7.2 at page 146.

In the CanCon Policy Papers booklet Cancer survivorship is part of several recommendation
whereas there in not any specific recommendation mentioning palliative care, but one
interesting proposal to include patient related outcome measure with cancer registry
databases.

Interestingly the recent Cancer Mission Proposal identifies three pillars for the mission of
conquering cancer: preventing what is preventable, optimizing diagnostics and treatment and
supporting quality of life. The framework ,Support quality of life“ distinguish as separate aims
a better understanding of symptoms and to relieve symptoms and improve PC and

survivorship support. Recommendation 7 confirms the need for high quality research to
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relieve pain and improve PC as part of the program to improve quality of life for cancer
patients and survivors. This documents therefore separate the needs of survivors from those
of the PC cancer population while they both are considered to belong to the quality of life
support pillar.

Consistenly with these considerations iPAAC suggests that PC is part of the strategy to
control cancer and that it should stand alone as one component of preserving quality of life
and quality of care for patients who cannot be cured making a clearcut distinction within the

cancer survivors population.

3.2 Estimate of cancer patients palliative care needs in Europe
Direct epidemiology of PC needs is impossible at the moment unless specific tools for
assement are used at a population level. Several authors have therefore proposed models to
estimate this important health care need. These models are well described by Morin et al
(2017). It is conceivable that, considering the population dying of non communicable disease
and the trajectories of the diseases causing death, PC needs are to be found in between
more than 60 to more than 70% of all deaths.

The provision of generalist palliative care, the implementation of various PC interventions
during the disease trajectory and the access to specialized PC services are necessary to
serve the demand of appropriate care of the dying population (WHO 2014). Advanced cancer
trajectory of dying is characerized usually by a releatively short period of clinical decline
(from months to about 1 year) that allows planning of PC interventions, yet the lack of
population based physical and psychosocial symptom epidemiology allows only to estimate
PC needs from indirect information. In one model it has been estimated that cancer is the
cause of death of 60% of patients who have PC needs well ahead than for deaths caused by
heart failure (20%) and other causes (Rosenwax 2005).

This is per se an importat reason to advocate the systematic collection in clinical and
administrative databases of disease associated PROMs of patients with advanced cancer
which at the moment is rarely availble even for patients referred to specialized PC services
(Hansen et al 2020).

Considering these limitations it is rational to estimate that cancer is and will be a major
source of PC needs, also due to the increase in cancer mortality which goes together with
increased survival and increase in life expectancy in the European population. The Global

Cancer Observatory data project a 29% increase in the number of deaths caused by cancer,
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in Europe, in 2040, in comparison with 2020, that is from about less than 2 millions in 2020 to
above 2,5 millions deaths in 2040 (http//gco.iarc.fr/). According to the accepted minimum
estimate of 60% of PC specific needs (Morin 2017) this results in an increase from around
1.200.000 (2020) to 1.500.000 (2040) of cancer patients requiring specialized PC

interventions in Europe.

3.3 Models of early integration of palliative care and oncology care
Sixty-three papers addressing models of palliative care integration in oncology, were
identified using the search strategy described above on the three databases; abstract
screening lead to the full text examination of 14 papers, 5 of which were excluded because
they either referred to protocol study or not reported data on cancer patients.

Thus the final analysis included the 7 studies alrady considered in the Cochrane review
(2017), (Bakitas 2009, Bakitas 2015, McCorkle 2015, Maltoni 2016. Tattersall 2014, Temel
2010, Zimmermann 2014) and 9 new studies retrieved in our search (Temel 2016, El-Jawahri
2017, Groenvold 2017, Vanbutsele 2018, Costantini 2018, ,Brims 2019, Scarpi 2019, Temel
2020, Vanbutsele 2020)

The articles by El-Jawahri et al (2017) and Vanbutsele et al (2020) reported additional data
on the already pubished trials (Vanbutsele 2018, Temel 2016); they are therefore based on
the same model of PC and on the same patient population. The article by Costantini et al
(2018) is not a comparative trial but adds qualitative information about the PC model. Finally
the article by Temel et al (2020) does not allow an evaluation of the content as they failed to
implement the protocol.

The 12 studies contributing to this review are therefore summarized in table 2.
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Table 2. Characteristics of studies included
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*og K

* ot

Co-funded by
the Health Programme
of the European Union

Study first author

n° of patients

Type of tumor

Primary outcome

Other outcomes

and year of
pubblication
Bakitas 2009 322 advanced change in QoL change in symptom
gastrointestinal, from baseline to intensity, mood,
lung, genitourinary, | month 13 and resource
breast cancer *** utilization
Bakitas 2015 207 advanced solid change in QoL symptom impact,
cancer and from baseline to mood, 1-year
hematologic month 12 survival, and
malignancy resource use
Brims 2019 174 newly diagnosed change in EORTC | HRQoL at 24
malignant pleural C30 Global Health | weeks, symptoms,
mesotelioma Status 12 weeks mood, overall
after survival
randomization
Groenvold 2017 297 solid cancer stage change in each change in the
IV or cancer in the patient’s primary seven EORTC
central nervous need (the most QLQ-C30 scales
system grade lllI/IV | severe of the 7 and survival.
EORTC QLQ-C30
scales) at 3- and
8-week follow-up
Maltoni 2016 186 locally advanced or | change in QoL change in HADS-D
metastatic between score and
pancreatic cancer randomization and | symptoms itensity
12 weeks after
McCorkle 2015 146 late-stage change in change in
gynecological and symptoms, health | emotional,
lung cancer distress, functional, physical,
(intervention) depression, social/family well-
late-stage head and | functional status, being, one and
neck and self-reported three months after
gastrointestinal health, 1 and 3 baseline
cancer (usual care) | months after
baseline
Scarpi 2019 186 locally advanced or | change in QoL change in mood,
metastatic gastric between HADS anxiety and
cancer randomization (TO) | depression
and T1 (12 weeks | subscales; family
after TO) satisfaction with
care and serviva
Tattersall 2014 120 metastatic solid change in QoL end of life
tumor over time experiences,

measured by the
MQOL total score;
symptom severity
and feeling
supported

number of lines of
chemotherapy, and
place of death.
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Study first author n° of patients Type of tumor Primary outcome Other outcomes
and year of
pubblication
Temel 2016 350 metastatic lung or change in QoL change in QoL
non colorectal from baseline to from baseline to
gastrointestinal week 12 week 24, change in
cancer depression ,
change in
depression per the
Patient Health
Questionnaire-9,
and differences in
end-of-life
communication
Temel 2010 151 metastatic non change in the Serviva
small cell lung quality of life at 12
cancer weeks, effect on
patient reported
outcome, the use
of health services
Vanbutsele 2018 186 advanced solid change in global change in global
cancer health status/QoL | health status/QoL
scale at 12 weeks | scale at 12 weeks
assessed by assessed hy the
EORTC QLQ C30 | MQOL;
changes in
patient’s mood,
overall survival,
satisfaction with
care, resource
utilization
Zimmermann 461 lung, breast, change in FACIT- | change in FACIT-
2014 gastrointestinal, Sp score at 3 Sp score at4
genitourinary, months months,
gynaecological
cancer

*** stage Il or IV according to type of tumor

QoL: quality of life; EORTC QLQ C30: European organisation for research and treatment of cancer quality of life
guestionnaire core 30 items; HADS-D: hospital anxiety and depression scale; MQOL: McGill Quality of Life
Questionnaire; FACIT-Sp: functional assessment of chronic iliness therapy—spiritual well-being;

By analysing the PC integration models tested, we obtained the results shown in table 3. The

interventions which can be considered consistent with the integrated approach described by

Hui et al (2015), offering access to specialized outpatient PC clinic, are tested in the trials by
Groenvold et al (2017), Temel et al (2010), Zimmermann et al (2014), Maltoni et al (2016),
Temel et al (2016), Vanbutsele et al (2018), Brims et al (2019) Scarpi et al (2019). The other
four trials (Bakitas 2009, Kakitas 2015, Tattersall 2014, McCorkle 2015) adopted different

types of coordinated care models, almost entirely relying on phone contact with advanced
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practice nurses with a case manager role, only one of these trials showed a positive effect on
patients quality of life (Bakitas 2009), but the results were not replicated in a subsequent trial
by the same authors (Bakitas 2015). Of the 8 trials on integrated models 5 gave positive
results, and three did not (Groenvold 2017, Brims 2019, Scarpi 2019). In the Danish early PC
trial, published by Groenvold et al in 2017, the access to PC services is very limited if
compard with the other trials, of the 145 patients randomized to early PC 138 had one visit
and only 74 had two or more visits (table 4). Brims et al considered patients with newly
diagnosed malignant pleural mesothelioma included at any stage of disease. Therefore
there are only two negative study based on a comparable model of care, in the Italian study
Scarpi et al observed a considerable contamination of the standard care intervention group
with PC and a trend of improvement for the intervention arm. In Brims et al at the end of the
study period 34% of participants had been referred to palliative care, and they found a clear
indicator of increase of overall satisfaction with care for the carers in the early PC group.
El-Jawahri and colleagues demonstrate that the benefits of the early, integrated PC model in
oncology care extend beyond patient outcomes and positively impact the experience of
caregivers. In particular, the caregivers of patients assigned to early PC reported lower
depression symptoms, less anxiety in the months closer to the patients’ death compared with
caregivers of patients assigned to usual oncology care.

In conclusion the policy and clinical quality requirement of making outpatient PC
availble in comprehensive cancer centers and networks is supported by scientific evidence
and clinical experience from a quantitative point of view. The criteria to refer patients timely
to palliative care seem to be crucial for improving outcomes and innovative reseach efforts
should aim at identifying the most effective criteria and the best intervention models to be
adapted to the services of the local comprehensive cancer network.

The subjective appreciation and the specific clinical values of integrated palliative
care interventions are further documented by qualitative evidences. Evidences from
qualitative studies show that patients and caregivers attribute specific values to specialized
outpatient PC in providing personalised and prompt symptom management, holistic support
to patients and caregivers, guidance in decision making and preparation for the future
(Hannon 2017). The analysis of PC outpatient interventions showed that interventions based
on psychological and cognitive coping, disease understanding, decision making and care
planning were associated with lower psychological distress an better use of health care

resources at the end of life (Hoerger 2018). The study by Costantini et al (2018), shows that
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an early integration of specialised PC after the diagnosis of advanced cancer is feasible and

well accepted by patients, relatives and, to a lesser extent, by oncologists.
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Table 3. Elements of PC intervention and implementation models in trials on early PC for advanced cancer patients

Bakitas
2009

Bakitas
2015

Brims
2019

Tattersall
2014

McCorkle
2015

Groenvold
2017

Temel
2010

Zimmerman
2014

Maltoni
2016

Temel
2016

Vanbutsele
2018

Scarpi
2019

Outpatient PC
clinic systematic
referral

+/-§

+*

Access to PC
specialised
doctor

+/-§

+*

Access to
specialized PC
nurse/ advanced
practive nurse in
person

+/-N

+#

+*

Access to
specialized PC
nurse/ advanced
practive nurse on
the phone

Guidelines for PC
delivery adopted
in protocol
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Bakitas | Bakitas Brims | Tattersall | McCorkle Groenvold | Temel Zimmerman Maltoni Temel Vanbutsele Scarpi
2009 2015 2019 2014 2015 2017 2010 2014 2016 2016 2018 2019
Direct access to
other PC services
available - - - - - +* - + - - - -
Participation to
multidiscipinary
oncology - - - - - - - - - - + -
meetings
Training for - - - - + - - - - - - -

oncology staff

A Initial interview with advanced practice nursen could be either on the phone or in person followed by 4 weekly meetings and phone care coordination was

performed afterwards (nurse case manager model);

§ Initial in person visit with certified PC clinician (not sepcified if doctor or nurse) and thereafter phone contact with adavanced practice nurse

# no specific competence in PC is required

* Patients were referred to specialised PC centers with outpatient clinic and specialised personnel available which component of the center provided PC
intervention is not specified in protocol. Many patients did not access centre facilities
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Table 4. Characteristics of studies on integrated model

* % 5k

* %%

e K

Co-funded by

* o %

the Health Programme

of the European Union

Study first author and year of Study duration Mean number of PC Frequecy of PC Patients reported Caregiveres Health
pubblication weeks visits per patient visits: weeks outcomes outcomes Resource
during study period utilization

Temel 2010 12 4 3 + NA +

Zimmermann 2014 12-16 >24 5 + + NA

Maltoni 2016 12 8.9 1.3 + NA NA

Temel 2016; El-Jawahri 2017 24 6.5 3.7 + +

Vanbutsele 2018; 18 3 6 + NA -

Vanbutsele 2020

Scarpi 2019 12 4.3 2.7 - NA NA

Brims 2019 24 Not reported + +

Groenvold 2017 8 Not reported ; - - NA NA

about 50% of pts
had only 1 visit
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3.4 Patient centred decision making and the implementation of
PROMs in cancer care

One definition of patient centred care is

... care that is respectful of, and responsive to,
individual patient preferences, needs and values, and ensuring that patient values guide all
clinical decisions” (Institute of Medicine 2001) in a pragmatic way it is a system of care that
assure effective communication and information enabling to achieve shared clinical decisions
and selfcare. The appreciation of direct systematic assessment of subjective variables
describing patient’s health related physical, psychological, social and spiritual dimensions is
doable by using PROMs and their use is an important contribution to a patient centred
clinical approach (Jensen 2014). The implementation of PROMSs in clinical practice improves
patient-physician communication (Boyes 2006, Detmar 2002, Velikova 2004) and has been
considered by experts one of the factors contributing to the integration of PC and oncology in
patients with advanced cancer also as well as an indispensable instrument in shared
decision making (Hui 2015, Kaasa 2018). The iPAAC open workshop meeting hold at the
European Assiciation for Palliative Care World Research Congress (appendix 1) reviewed
the need of practical implementation of PROMs in oncology care and the characteristics of
the available experiences in adopting and integrating PROMSs in electronic clinical records
(Brunelli 2020). A common vision between the palliative care discipline which has its
foundation empowering patients’ perspective as th focus of care (Saunders 2006) , oncology
and patients representatives was the objective of this meeting. The worshop defined the
basic and practical steps for PROMs implementation in clinical practice, including the
technical requirements for integration in electronic clinical records. The meeting also
confirmed consensus to guarantee access to general and specialized opalliative care in
comprehensive cancer networks by different stakeholders such as EAPC, OECI , EPCP and
iPAAC.
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4 Discussion and final recommendations

The role of specialized PC needs to be clearly structured in Cancer Control Programs,
Comprehesive Cancer Centers and Comprehensive Cancer Networks. iPAAC work
packages, highlighting challeges in care for specific conditions such as pancreatic cancer
(WP8) or the requirements for Comprehensive Cancer Networks (WP10), converge to
recognize the access to PC as a quality and structural requirement to guaranteed continuity
of care across the cancer tarjectory from diagnosis to end-of-life care and to identify the
availability of specialized PC resources as part of cancer control programs as one step on
the care continuity process. We can at the moment recommend, based on the available
experiences, and on scientific evidences that professional expertise in PC by specialized
teams working in close connection with oncology teams should be present in cancer
comprehensive centers or networks. The allocation of humane and financial resources needs
to be clealy planned in national cancer control programs according to the objective demand
arising from the needs of the population dying of cancer and the projections of these needs
in the next 20 years which show an increasing impact of cancer as a cause of death. To
facilitate this policy planning and its cultural recognizion the lack of a well defined role for PC
within the framework of cancer control programs is a limitation (Albreth et al 2017, Federici et
al 2017, European Commission 2020). In particular it is necessary that the definition of
,cancer survivorship care” allows to specifically identitify the needs of patients with active
uncurable disease who are finally dying of their disease and to adopt clinical assessment and
care models that correspond to the different burden of the disease on the quality of life of this
group of patients, withouth blurring this perspective with the rehabilitation and psychosocial
needs of diffent cancer populations with normal life expectancy.

The timely access to PC services and resources should be part of any cancer control
program. This requires that integrated care pathways are available from the diagnosis of
advanced disease to end-of-life care, and cannot be accomplished without particular
attention to continuity between specialized acute hospital care and hospice/ home care at the
community level. This approach is part of the Comprehensive cancer care networks
requirements described in iIPAAC WP10. Based on the last ten years experience and
evidences, one grounding step of this care network is constituted by outpatient specialized

PC offering simultaneosly anticancer treatments and PC interventions. At comprehensive
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cancer centers this type of clinic is based on the availability of certified PC pysicians and
nurses applying principles of care including multidimensional assessment, prompt symptom
control, communication, support in decision making/care planning and family support. This
model is often referred to an integrated care model (Hui 2015, Kaasa 2018) and it is based
fundamentally on the contribution of two disciplinary independent and coordinated
approaches the oncology and the palliative care approach. The clinical usefulness and
validity of this model is based on both quantitative and qualitative study results

While it is accepted that specialized PC interventions can improve symptom control and
quality of life in cancer patients, the timing and therefore the integration of these interventions
across the cancer care pathway continuum has been the object of a number clinical trials,
starting in 2010, aiming at demonstrating that the access to PC interventions of patients with
advanced cancer earlier than at the end-of-life is beneficial. The Cochrane review by Haun et
al performed a metanalysis (Haun et al 2017) of clinical trials distinguishing protocols which
tested ,integrated care models“ from other models that were defined ,coordinated care
models® the main difference is that in the integrated care models patients have access to
dedicated PC staff (nurses and doctors) meanwhile they are attending oncology clinics. We
revised all the articles included inthe Cochrane review and performed an additional literature
search with specific attention to the care models delivery and their comparability. Our work
confirms the validity and feasibility of the integrated model at comprehensive cancer centers
or networks. An emerging research clinical question is now how to identify selection criteria
for referral of patients to specialized cancer PC in order to optimize clinical benefit, resource
allocation and the cost/benefit ratio in this patient population. Joint research and policy efforts
in this direction on the side on European Union would be welcome and needed, but the
recent Mission Conquering Cancer proposal of the EC seems insufficient to emphasize this
area of clinical and research needs (European Commission 2020)

Improving patient centredness and patients® participation in shared clinical decisions should
improve the actual and perceived quality of care and finds specific application when clinical
decisions are made in the context of advanced cancer, short prognosis, equipoise in clinical
outcomes, planning of care at the end of life. The adoption of apprpriate PROMs assessment
and inclusion in the medical records of patients with cancer in general with advanced cancer
in particular and is a prerequisite to improve patient centredness and integration of palliative

and oncology care pathways.
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The iPAAC meeting at the 11th World Congress of Research in PC allowed to summarize
the content of WP8 Task 5 and Task 6 with the active contribution of the EAPC, OECI, ECPC
and IASP. The consistency of the contribution of the involved stakhColders confirmed that
PC integration with oncology in cancer control programs is seen as a priority by oncology
and PC professionals as well as cancer patient representatives. In a meeting organized by
the PRC (European Palliative Care Research Center 2020) the iPAAC program was used to
discuss the special case of integration oncology and PC perspective in the participation of
patients with adavced cancer in early phase clinical trials at the Seminar of the European
Palliative Care Research Center (3-4 december 2020 ,Appendix 2, www.bit.ly/PRCresearch).

Finally the summary recommendations in table 5 can be seen as a result of Task 6 in WP8 of
iPAAC.

Table 5. Recommendations for Palliative Care and Oncology Integration Promoting Actions

ITEM RECOMMENDATION

Culture and Politics Palliative care should be perceived as integral and
recognizable part of cancer care continuum by
professionals health care authorities and the public

Politics and Structure - Organization Palliative care services should be available with certified
palliative care specialist expertise and skills in cancer
control programs

Systematic PROMs assessment should be adopted in
oncology care

Care pathways Palliative care interventions should be integrated early in
the disease trajectory and referral criteria to specialized
palliative care should be urgently addressed in research
and health policy making

Research o Palliative care research should be part of cancer
research priorities.

e Identification of critera for referral to specialized
palliative care

e development of guidelines for patient centred
decision  making in  advanced  cancer
management should be part of the research
agenda in cancer control programs
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Education Education in palliative care and academic palliative care

programs are needed to make professional workforce
available to care networks and national cancer plans

5 Conclusion

Palliative care integration with oncology care has made progresses in the last 10 years, and
new evidences are available to prove effective interventions. Still the availability of optimal
intervention models their implementation and operational mechanisms require significant
effort on service policy and organization, resource allocation, and research. The present
report from iPAAC, integrates the discussion and the contribution of different stakeholders
including the European Association for Palliative Care, the working group of the Organization
of European Cancer Centers on Supportive and Palliative Care and the European Cancer
Patients Coalition. The present report also integrates the results of other groups within
iPAAC, such as the Workpackage 8 task on neglected cancers and the Workpackage 10 on

Comprehensive cancer care networks.

This work resulted in the following general road map indications which include and integrates

Table 5 recommendations

1) National cancer control programs and cancer comprehensive networks should reflect
and endorse the priority of harmonizing across Europe the availability, accessibility and

quality of specialized palliative care services within the cancer care continuum by:

- Offering specialized palliative care services comprehensive cancer care networks

- Encouraging early referral to palliative care services for patients with palliative care

needs
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Specifically address, in Comprehensive cancer care networks, continuity of care
across specialized oncology care, specialized palliative care, general palliative care

and community care services, including hospice and home care services.

European Communitarian policies should take into account the specific health care needs

emerging from cancer mortality and burden, distinguishing the palliative care needs of the

population affected by incurable cancer, with limited life prognoses, from those of cancer

survivors. These needs should find recognition also in global cancer control programs

and research in addressing at least:

Quiality of life and care at the end of life.

Service organization such as clinical and public health indicators of palliative care
integration with general health care and oncology care, criteria for referral to

specialized palliative care services.

Equity of access to effective high quality palliative care across Europe as related to

minority groups and disadvantaged gender or social conditions

Cultural and societal factors contributing to public awareness and understanding of

palliative care role in health care and cancer care in particular.
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Presentation of iPAAC

WPE = Challenges in Cancer Care
Josep M Borras

- S October 2020
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Innovative Partnership for Action Against Cancer (iPAAC) is the third consecutive
Joint Action dedicated to cancer control.

iPAAC WORK PACKAGES:

WP 1 — Coordination
Maticnal Institute of Public Health of Slovenia (NIJZ)

WP 2 - Dissemination
Institute of Health Information and Statistics of the Czech Republic (UZIS)

WP 3 — Evaluation
Croatian Naticnal Institute of Public Health (HZJZ)

WP 4 — Integration in National Policies and Sustainability
Balgian Cancer Centre, Sciensano (SC)
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WP § - Prevention and Screening
Cancer Society of Finland (CSF)

WP 6 - Genomics in Cancer Control and Care
Belgian Cancer Centre, Sciensano (SC)

WP 7 — Cancer Information and Registration
Italian National Institute of Public Health (ISS)

WP 8 - Challenges in Cancer Care
Catalan Institute of Oncology (ICO)

WP 9 — Innovative Therapies in Cancer
French National Institute of Cancer (INCa)

WP 10 — Governance of Integrated and Comprehensive Cancer Care
German Federal Ministry of Health and German Cancer Society (DKG)
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WP 8 — CHALLENGES IN CANCER CARE  %:.'¢1oAfC 0.,

OBJECTIVES:

* To review and assess of the situation for neglected cancers with a special focus on pancreatic
cancer, highlighting the challenges and opportunities for improving detection, diagnosis and access
to expert clinicians in order to increase the quality of care and outcomes, and raising awareness
within the EU Policy and Research agenda.

+« Toidentify the potential use and existing barriers for shared information systems, decision support
systerns, information and communication technologies, and ‘big data® in the context of MDTs and
cancer care management, and its consequences for the implementation of MDTs in EL countries,

 To propose a set of measures aimed at improving the sustainability of cancer care in European
countries, taking into account the challenges posed by trends in cancer incidence, assessment of
clinical effectiveness, efficient resource allocation, affordability, and equity of access to good
quality cancer care,
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OBIECTIVES:

* To assure that pain control is considered a priorty in cancer and to distinguish the needs of long
term survivors from those of palliative care patients. Identify evidence based guidelines and areas
for improvement in guidelines implementation, education of oncologists and in organization of
multidisciplinary approaches including oncologists, pain and palliative care specialists

+ To highlight an homogenous approach to palliative care based on CAMCON recommendations
including patient care pathways, national policy and sustainability, innovative therapies, cancer
registry and clinical data bases. Identify areas of development and challenges posed by innovative
therapeutic approaches such as early integration of palliative care in the oncology care pathways,
focusing  on the available models of integration and on how palliative care and oncology can
respond to the availability of personalized medicine guiding the use of target therapies and
immunotherapies both in clinical practice and in research.
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Task 8.5: Pain management in the context of cancer care
Task Leader: 155, Participating Partners: [CO, 155, THL

+  Literature review on pain prevalence, barriers to adeguate pain management with focus survivors.,

*  Report expected December 2020
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PROMS and their use in patient centered decision
making:
from theory to implementation

Brunelli Cinzia, MSc PhD
Palliative Care, Pain Therapy and Rehabilitation Unit
Fondazione IRCCS Istituto Nazionale Tumori- Milano
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PROMS and their use in patient centered decision
making:
from theory to implementation

Brunelli Cinzia, MSc PhD
Palliative Care, Pain Therapy and Rehabilitation Unit
Fondazione IRCCS Istituto Nazionale Tumori- Milano
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PROMs to capture patients’ perspective

Patient Reported Outcomes Measures (PROMs), have been
identified as potentially

effective tools to systematically gather
“patient voices”

(Jensen et al. JCO 2014; LeBlanc Natrev 2017).

Fondozione IRCCS "H““ s
eglone

" WY lstituto Nazionale dei Tumori % (oo

What are PROMSs?

“... areport that comes directly from the patient about the status
of his/her health condition without amendment or
interpretation of the patient’s response by a clinician or
anyone else”

FDA Guidance on PROMs 2009

Siers oo laviana

Fondazione IRCCS

| lstituto Nazionale dei Tumori Yo Coaomea
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PROMis in oncology clinical practice

The positive impact of routine assessment of PROMs is an evidence as
it can improve

* symptom control

* patient well-being
= cost effectiveness

* patient engagement
= survival

Kotronoulas et at. JCO 2016 - Basch et at. ICO 2016
Denis et at. JNCI 2017 - Lizée T Thorac Oncol. 2019

Istitute Nozionale del Tumori oo

__“_ Fondazione IRCCS e

PROMs and integration between
oncology and palliative care

Routine symptom screening has been recognized as key element
of integration of PC and oncology

Cherny et al Ann Oncol 2010 - Hui et al Ann Oncol 2015
Kaasa et al Lancet Oncol 2018

* allows early symptom detection and treatment

* facilitates referral to specialty palliative care

* promotes communication and full integration between the
two disciplines

==_ Fondozione IRCCS e

Istituto Nazionale dei Tumor P feaseme
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PROMs in routine clinical care

Due to barriers at various levels, systematic PROM collection is
not widely implemented in routine oncology practice for use at
individual patient care

Sadero locio lanianio

Fondazione IRCCS

Istituto Nazionale del Tumori % Cobea

‘) W@ PATIENT VOICES project

o 5 ClinicalTrials.gov NCT03968718
joli- ol -] g
ey ey oo e Health and Quality
of Life Qutcomes
PATIENT VOICES, a project for the Q_‘

integration of the systematic assessment of
patient reported outcomes and experiences
within a comprehensive cancer center: a
protocol for a mixed method feasibility
study

“Fondazione IRCCS Wisiond

Jstituto Nazionale del Tumori % [aStaea
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* %%
*

9 9% PATIENT VOICES project
aane ClinicalTrials.gov NCT03968718

* Electronic assessment

* Integration with EMR

* Focuson “barriers”

* Wide involvement of all stakeholders

ROCS

nale del Tumor 9

Patient module

Benvenuto

Sonnolence (sonmolents = wver voglia di donmire)

Neswina sonmbensa 0 ) i s ¢ ' ) 10 & peggecon

SueTs loco laworo
lore

4 | Fondazione IRCCS .
‘MM Sstituto Nazionale del Tumori ¥ Lomborsa
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Clinician module

‘ ‘ SELECT AN ACCESS

‘;; Mea<o > LA CONSULENCE STUDL CLNICE

Vies SRR UL QNS

Siers foco tawiono

KA Fondazione IRCCS

lone

/ Istituto Nazionale del Tumori P fagborsa

Clinician module

< Ingetro

Valutazione multidimensionale cure palliative

[Testo interpretativo - 14-09-2020

1.ORE

panee cporsa dolore amuale g & 2 e 10, Saloes peggnne e medio Selle wnnee 2 o0e trpettrvamients pan 3 3 = 4 su 10, o infme Jolore peggoore « medo dell oy seflimans rupetty senie pan 4 3 ¢
w0

NTOMI FISICT

referimmemo all ubuma settimanas d pasente rnifenace | seguens wtomi
& torensonh lieve Voo, &ficolrk & digerde, wise, akno (spacficare).
& tents mederataorte boccs ascutta, difficolra ad inghuottee, nases, dolore & womaco, difficola 2 reapurase, sudotancoe, pranto
& wreensrh melrs forte dugrea. snghieezo
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Vel Corso dellultima semanaes (] paziense non nansoe Aloun maiessere 5o, @ DPOra Cpaciih fnznoak 006 COMPEameise
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Clinician module

Trend temparale = Dolare

Ultima rikevazion: - DL ORE - 1308 3020

Lirfsraith del sus DOLORE in quailo momanta 5
Limsrarh dal mpo DOUORE paggicon ne e urims: 74 o = B //’.\ ,
= e,
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Sadero locio lanianio

Regione

R A Fondozione IRCCS

Istituto Nazionale del Tumori % Cobea

Development of implementation strategies

A multi-disciplinary stakeholder team including
* patients
* oncology clinicians
* researchers
* health informatics professionals
* health system administrators

will be involved in the development of implementation
strategies

KA Fondazione IRCCS g

eglora

lstituto Nazionale del Tumori Yo Laabaa
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Development of implementation strategies

Which PROMs to use

How, where, and with what frequency PROMs will be
administered

How users can be trained and engaged
How PROM data will be acted upon

Fondozione IRCCS e

Aegione

§ lstituto Nazionale del Tumori LamE

PROMs for clinicians

PROM assessment

can complement the traditional method of medical history
acquisition and physical examination

increase clinicians awareness of patient
perspective/preferences, useful in guiding treatment planning

facilitate discussion on patient expectation to establish shared
and realistic treatment goals

promote data sharing among care team members

Fondozione IRCES e

§ lstituto Nazionale del Tumori ‘% Saaraa
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PROMs for patient decision making

* routine PROMs monitoring during treatment with access to
the results may help patients

— inidentifying changes in their health status
— assist them with decisions to continue with a particular
care or seek change.
* this allows a more appropriate perception of treatment effect

* can motivate and empower patients to effective participation
in decision making.

Fondozione IRCCS "’""H““ s
eglone

| lstituto Nazionale del Tumori % Cfsoa

Conclusions

The collection of PROMSs can potentially improve the quality of
the care administered to patients with cancer, but great effort is
needed for PROMs to become routinely used in clinical practice.

Fondozione IRCCS e

J Istituto Nazionale del Tumori ¥+ Caasaa
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Conclusions

PROMs implementation requires:

* Specific guidance and training of clinical staff
* Specific patient education and motivation

* Appropriate policies

* |T solutions designed for this purpose.

Sadero locio lanianio

Fondozione IRCCS glons
Istituto Nazionale dF-l Tumor 't Codboea

o IPAAC
. INHOVATIVE PARTHERSHIP
FOR ACTION AGAIMST CANCER

PAIN PREVALENCE AND IMPACT IN

PALLIATIVE AND SURVIVORSHIP
CANCER CARE
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Global cancer burden

« The global cancer burden is estimated to have risen to 18.1 million new
cases and 9.6 million deaths in 2018.

« Onein 5 men and one in 6 women worldwide develop cancer during
their lifetime, and one in 8 men and one in 11 women die from the
disease. Worldwide, the total number of people who are alive within g5

years of a cancer diagnosis, called the 5-year prevalence, is estimated to
be 43.8 million.

Causes of cancer pain

» Tumor itself
+ Changes in body structure due to the tumor or its treatment
+ Anti-cancer treatment

= Other causes
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Pain prevalence in cancer patients

van den Beuken-van Everdingen MH, Hochstenbach LM, Joosten EA, Tjan-
Heijnen VC, Janssen DJ. Update on Prevalence of Pain in Patients With
Cancer: Systematic Review and Meta-Analysis. J Pain Symptom Manage.
2016;51(6):1070-1090

Pain prevalence rates

« 39.3% after curative treatment
» 55% during anticancer treatment
» 66.4% in advanced, metastatic or terminal disease

» 50.7% in all cancer stages
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Pain severity

- moderate to severe pain (NR5S = 5)
-overall: 38% of patients

-advanced, metastatic or terminal disease

Determinants of pain prevalence

« Type of cancer (prostate < head & neck, lung, breast)

» Perforance status
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Pain prevalence in cancer survivors

Pain is a common problem in cancer survivors, especially in the first few
years after treatment.

In the longer term, approximately 5% to 10% of survivors have chronic
severe pain that interferes with functioning.

The prevalence is much higher in certain subpopulations, such as
breast cancer survivors.

The impact of opioid therapy

« With competent management, cancer pain can be controlled in 80% to
90% of cases

« Nearly 50% of cancer patients in the developed world receive less than
optimal care.
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Barriers

JPatient-related barriers
JPhysician-related barriers

dinstitutional barriers

Opioids long-term consequences

#Tolerance

~Dipendence

~Addiction
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PAAC

INNOVATIVE PARTNERSHIP
FOR ACTION AGAINST CANCER

Workpackage 8

Integration of palliative care with oncology within a
patient centred decision making approach

Augusto Caraceni

Direttore SC Cure Palliative Terapia del dolore & Riabilitazione Fondazions IRCCS
Istituto Mazionale dei Tumori di Milano

Ca-furded By
the laali Programms -
of tha Ewrspean Unian L

o3 ey A EAPC
N - [, EAPC Research Network
Palliative care integration

FOR ACTION ADAIMET CANCER

» Scheme for early integration of palliative care in the
care of patients affected by incurable cancer within
comprehensive cancer centers and comprehensive
cancer networks

Foater - e St Eoprareen
[ - T
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Referral to Palliative Care

Clinic
- I
Comprehensive
cancer ‘ ey patictive Coe ‘
center/network

* Longitudinal follow-up in tandem with oncology,
primary and community care for
symptom control
psychosocial care
referral to community services
advance care planning vy

Transitional and end
- - E 3

Maodified from Hannon et al Supp Care Cancer 2015

Community Residential
Haspice

Early palliative care efficacy SR Y

. FOR ACTION ADAIMET CAHCER

» Early integration of palliative care in cancer care
improves quality of life
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Cancer Early Palliative Care Trials: Summary

Dutcomes fas 0 | Temsd =0 |7 fimmermann itas albomdt | T

Physical Symptoms o

auzmes)

Depressien =
Patiant satisfaction n s a
with care
Chrigieds suteamsed = burden fia + Is:llfal:tlcr- * mood na * mood ha ot vt reportad

wilth care

= L =i+ L
e 0o f+00

WOl care) pervice use o e - 2= na "] na
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Kavalieratos et al. JAMA 2016, Haun et al. Cochrana 2017, Gaertner et al. BW) 2017

Furvival -

PAALC

Early palliative care efficacy how
does |t work ’? FOR ACTION AGAINST CAMCER

» Early palliative care improves quality of life in cancer
care by specifically adopting patient centred clinical
skills and interventions

» This is demonstrated by clinical trials
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FOR ACTION AGAINST CANCER

VOLUME 36 - NUMBER 11 - APRIL 10, 2018

Defining the Elements of Early Palliative Care That Are
Associated With Patient-Reported Outcomes and the Delivery
of End-of-Life Care

Michad Hoerger, Joseph A. Greer, Vicki A. Jackson, Elyse R. Park, William E Pirl, Areey El-Jawahr, Enuly R.
Gallagher, Teresa Hagan, Julict Jacobsen, Laura M. Perry, and fennifer S, Tomnel

Early palliative care efficacy e

FOR ACTION ADAIMET CAHCER

* In this study palliative care outpatient clinic interventions
and visits were empirically associated with these
domains

- Establishing a therapeutic rapport

» Symptom control

- Psychological and cognitive coping
» lliness understanding

» Treatment decisions

* Advanced care planning

o v Pagrares
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- Palliative care disciplinary paradigm is to be focused on
patients’ subjective appreciation of their health status
and active involvement in their care.

- Do we have evidence that this is happeningin the
reality of providing early integration of palliative care in
cancer care ?

» The answer is yes.

PALLIATIVE
MEDICINE
Original Article

Palicove Medione
2017, Vol. 31(1) 72-81

Experiences of patients and caregivers © The Aushorts) 216

Reprines and permissions:

with early palliative care: s co b urmasPermssons s

DOL: 10.1177/0269216316649126

A qualitative study gmﬁm

Breffni Hannon'?, Nadia Swami?, Gary Rodin?34,
Ashley Pope? and Camilla Zimmermann'234
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Themes emerging from patients interviews of
patients partecipating in a trial of early palliative et
care R

» Prompt, personalised symptom management;
» Holistic support of patients and caregivers;

» Guidance in decision-Making

* Preparation for the future

Preparation for the future T—

- “Because you have that diagnosis — that's not going to
change. | also think with that diagnosis, it's good to
build up a rapport with people that ... Why introduce
somebody at the end of your life? You don’'t know me,
you don’t know anything about me, you don’t know my
family, you don’t know, so no, | think it's good
everybody meets while everybody’'s healthy and
strong and fighting. Then when there is more care
that's needed near the end, you know who | am”.

Lo L
s S e
i Frrmguran lminn
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Recommendations to be
validated in IPAAC final document FokAETow i Ecen

« Politics

« Palliative is care should be perceived as integral part of cancer care continuum
(Kaasa et al Lancet Oncology 2018)

«  Structure - organization

«  Palliative care serivices shoudl be available with certified specialist expertise and
skills

*  Adopt systematic PROMs assessment in oncology care

» Care pathways

» Integrate palliative care intervention early in the disease trajectory and address
referral criteria to specialized palliative care

« Education
Promote encology education in palliative care and academic palliative care

+ Research
+ Include palliative care in oncology research priority

What matters to patients at the
end of their life?

Jacqueline Daly, ECPC Board Member

Eurgpean Canger
Patient Coalition
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Who we are?

« largest European cancer patients'
umbrella organisation established in
2003

« +450 member organizations in EU 27
Member States and beyond

+ advocate for patients to be
acknowledged as equal partners & co-
creators of their own health

+ we work for a Europe of equality,
where all Europeans with cancer have
timely & affordable access to the best
treatment and care available,
throughout their life

European Cancer Patent Coastion

Our Strategy

European Cancar Patant Coaltion
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ECPC Advocacy Milestones 2013-2019

The European Cancer White Paper on the Value of
p.muﬁm innovation in Oncology
EPC HTA Position Paper
White Paper on Challenging the Eurape of ECPC Position on EU Optians for
Disparities in cancer 1 ing A o Medic Tho'lel:.l.’:ombhm
European Parliament Written Declaration White Paper on
on the rights of cancer patients Cancer Carers B"JW

European Cancar Patent Coastion

ECPC increases the capacity of its members to
understand and partake in innovative research by
leading communication and dissemination
activities in a number of EU-funded research

ONCOLo - s
e

ECPC is integrating patient views and build the
capacity of patients across Europe in the following
projects:

LEGACy

DIAdIC

Palliative Sedation
H2020MM04 Denim
PREFER

BDB40 PIONEER
Immune Image
Transcan-2

ELBA

PREDICT

r Patent Coastion

ECPC leads capacity
building in cancer
research
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ECPC’s Strategic Alliances

o o .-—~ —

.‘C European Alliance for The Ewopean
Personalised Medicine Nutrition for Health Aliance

o".-.. > e e iy < ’
kS OF CANCER SCUNCE! FEAM
\ syl ﬁﬂ OECI| 4
; ' £~ ﬁancer Core
s veustens o | ORGANSATION 0F Eusopeay Cancer Instres urope
o Ensvvean Ecavomec Iesr Goosave
BEORTC e 00 | 522
A TNC of Urology
e :}
EUROPEAN g § =
EUROPEAN MEDICINES AGENCY e = =
PGEENA AR ORGANISATION e P
Comemission

It was estimated by the European Commission that
in 2020, 1.3 million people will die because of

cancer.

While visiting patients in my local hospice in Ireland | noticed
patients have mostly simple wishes:

1l be with their loved-ones

ol f0 have access to their pets

uly be able to communicate till the very end

My person al uly @ ‘Pain-free” dying and death
. ydg N0t loosing their dignity
expe rience adp Still want to look their best

udg t0 have an input on how to leave

European Cancer Fatent Coaltion
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“Writing for the Future”
« For adults

* Patients are offered to record stories for
their children and families for future special
occasions

Best practices

We also offer them complimentary therapies
so they can find their inner peace.

from Ireland

Key facts:*

- an estimated U TTIIIIOD0
cancer patients)

& /b of these people live in low- and mid

i ¥

Support can be physical, psychological, social or spiritual.

o are in need of palliative care (not only

dle-income countries

- J P /,"
- worldwide, only about ¢ /10 of people who need palliative care currently receive it

- palliative care improves the quality of life of ¢

aregivers too

- the majority of adults in need of palliative care have chronic diseases:
cardiovascular diseases (38.5%), cancer (34%), chronic respiratory diseases (10,3%), AIDS (5.7%) an@

diabetes (4.6%)

European Cancar Pabent Cc

ation
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We strongly believe that palliative care should
fulfil a varied set of needs of cancer patients
and their carers. It should be introduced very
early, not only as a pain reliever, but as
mechanism to help patient and family
wellness and coping with cancer.

I'1 ] access to adequate palliative care is not
systemic or similar within EU countries

! 1 | no coordination at national level

! 1 1 allocation of funds for palliative care is
generally insufficient and it does not

Pa l l iative care.: encourage development of new palliative

e centre services
more than OplO'd 11 gaps in research on palliative care are still
drugs

very wide

r Patent Coastion

We call for full recognition of cancer patients’
rights fo access timely and adequate palliative
care, during and after the acute treatment phase
in all parts of the European Union.

It is a fundamental component of the cancer
Patients can play patient’s journey, but it is often neglected.
a fundamental

role in addressing

care pathways.

European Cancar Patant Coaltion
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ECFC is part of the board encouraging policy-makers, researchers, doctors and industry
to recognise cancer patients as co-creators of their own health.

ECPC directly engages with expert patient representatives to ensure research is designed
and adapted to better respond to patient needs

Through its members, ECPC contributes to a PS country survey and supportive interviews
that reveal the level of integration of clinical sedation guideline recommendations in
healthcare practice across Europe

ECFC also supports the revision of the current European Association for Palliative Care
(EARC) framework for PS, and the design of the PS educational programme and e-book
containing clinical and ethical guidance that can adopted for PS.

O g (> Po

Furied by the Horimon 2030
FraTemwark Frogramme of e
Riniony

i SS because the
health system was overwhelmed and
treatment was not sufficient for cancer
patients.

111 Terminally-ill cancer patients were
experiencing trauma when

111 Some of them , having
only a remote connection with loved-ones.

Unnecessary psychological burden on relatives of cancer patients.
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PAAC
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FOR ACTION AGAINST CANCER

Workpackage 8
Palliative care

Integration with oncology
The case of Early-phase clinical trials

Augusto Caraceni

Direttore SC Cure Palliative Terapia del dolore e
Riabhilitazione Fondazione IRCCS Istituto Nazionale dei
Tumori di Milano

PN c-inded by
. tha Health Programme -
af the Eurapssn Unian (

| E IRCTS
5 [fl‘,l'l‘lu*:)rﬁl"ulnlulh ‘ EAPC
8 el Tuw okl VI
Y - fjd LS EAPC Research Network
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Palliative care integration

FOR ACTION AGAINST CANCER

» The role of palliative care in early phase
clinical trials
» an overview and the current situation

» Project presentation:

» The new PRC project: Early clinical trials and
palliative care

Co-funded by
Footer the Health Pragramm:
#f the Eurngeas Liiss
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Phase | trials / early phase PR

FOR ACTION AGAINST CANCER

« New therapeutic agents unknown toxicity and
efficacy on patients. Efficacy is never the
primary aim of the study

« Patients who failed available first line
treatments

- Newer therapeutic agents have had significant
therapeutic responses in Phase | trials (25% ?)

» New trial design modify the original
methodology into expansion to phase 2
(Phase1b Phase1/2 trials)

Co-funded by
Footer the Health Pra gramne
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(GGeneral topics PAAC
INNOVATIVE PARTHERSHIP
FOR ACTION AGAINST CAMCER
« Ethics

» Optimal palliative care should be available to
patients regardless their participation in trials
(Grunwald HD Cancer Investigations 2007)
» Goals of care discussions

(Saiki et al J Commun Supp Oncol 2017, Ferrell B et al Clin J Oncol
Nurs 2017)

* Informed consent/ Communication
(Cassel JB et al J Pain Sympt Manage 2016)

« When palliative care should be discussed ? |s this considered
in informed consent ?

« Should Palliative care team be part of informed consent
process ?
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Palliative care needs PMC

FOR ACTION AGAINST CANCER

« Symptom control QOL

» Psychosocial support
« Caregivers support
« Emotional distress

« Advanced care planning

 Spiritual care

+ Ferrell B et al Asia Pac J Oncol Nurs 2020
+ Ferrell B et al Clin J Oncol Nurs 2017

* Ferrell B et al J Palliat Med 2017

+ Ferrell B et al Psycooncology 2020

* Sun et al J Palliat Med 2014

* Anwar et al Cancer 2017

+ Fuetal JCO 2012
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Referral criteria
Simultaneous care should be the rule ?
Care transition

Does expectation modify the patient acceptance of
palliative care

* Therapeutic misconception

* Therapeutic misestimation

* Unrealistic optimism

Bellhouse S et al BMI Supp Pall Care 2020
Cassel JB et al J Pain Sympt Manage 2016
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FOR ACTION AGAINST CANCER

» Early phase trial patients seek less home and palliative
care help for symptom control with same or even more
severe symptom burden in comparison with non frial
patients

* Hui D et al Cancer 2010

* Finlay et al Cancer 2009

* Bellhouse et al BMJ Supp Pall Care 2020
Qualitative study

* In a study on pediatric patients only 20% of those in
Phase | trials palliative care was consulted

Cuviello A et al Ped Blood Cancer 2019
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Access to palliative care PAKC
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FOR ACTION AGAINST CANCER

Should patients choose between palliative care /
hospice and early trial treatment

Casarett DJ et al Cancer 2002

Are criteria to access hospice and early phase trial the
same ?
+ Performace 0 — 1 ECOG is a difference
+ Worsening on trial may suggest hospice admission and what
happens than ?
Drug company sponsored trials do not pay for palliative

care and other general care interventions
(Caraceni personal observation )

Coverage requirements : national | local variability

Co-funded by
Footer the Health Pra gramne
#f the Eurogeas s

Report WP8 task 6 Page 69 of 82



* *

PAAC r * Co-funded by
INNOVATIVE PARTNERSHIP ***** ”;ehHeglth Progrfbm_me
FOR ACTION AGAINST CANCER of the European Union

. i .
atients experience PAAC
INNOVATIVE PARTHERSHIP

FOR ACTION AGAINST CANCER

 Patients in Phase | trials in a Cancer center in
the UK Manchester
» Low perception of palliative care need
- Perception that palliative care is only end-of-life care
« High psychological distress
» Those previously engaged in PC had better coping
- Clinical trial felt incongruent with palliative care

Bellhouse S et al BMJ Supp Pall Care 2020
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. i .
atients experience PAAC
INNOVATIVE PARTHERSHIP

FOR ACTION AGAINST CANCER

- Patients in Phase | trials in a Cancer center in
the UK manchester
* Introduce palliative care specialists earlier
» Lack of information about palliative care
* Rebranding of palliative care

Bellhouse S et al BMJ Supp Pall Care 2020
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Intervention clinical trials PMC

FOR ACTION AGAINST CANCER

« A palliative care intervention for patients on
Phase | studies

Ferrell B et al J Pall Med 2020
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INTERVENTION PAAC s
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+ Care Plan

* One interdisciplinary meeting to discuss the patient
(nurses , chaplain, social worker) the oncologist was
invited when possible, if not the oncologist was told
the meeting results and the discussion included the
assessment of the patients understandig of the
goals of care

* The patient received two teaching sessions by the
research nurse using standardized teaching
materials addressing symptoms and QOL

Ferrell B et al J Pall Med 2020
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Patients in trial 0: "ty ipaRC
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Assessed for Eligibility
(n=619)
Excluded (n=140)
« Declined (3)
« Phl screenail (11)
« KPS (n=11)
« Language bamier (110)
« Other (5)
[ Randomized (479) |
Allocated to Intervention Arm (n=239) Allocated to Control Arm (n=240)
« received intervention (n=209) « received intervention (n=218)
» Wk 4 assessment (208) » Wk 4 assessment (237)
» Wk 12 assessment (159) » Wk 12 assessment (154)
« did not recewe intenention - BL only (n=30) « did not receive intervention - BL only (n=32)

l

AW 12w 112 Completed AW 12W 113 Completed
Withdrew/refused 3 12 study Withdrew/refused 3 6 study
Too ill 6 4 Too il 3 3
Died 10 25 Died 2 2
Lost to follow-up 2 28 Lost to follow-up 2 23
Other/unknown 0 0

Othet/unknown 0 5

FIG. 1. Consort Diagram.

Ferrell B et al J Pall Med 2020
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Outcomes - centre effect PMC

FOR ACTION AGAINST CANCER

« QOL
« Distress thermometer +

« FACT- G improved psychological distress and
emotional wellbeing +

« The results were different according to center

« Use of resources No difference
» Hospice 30% (probably includes home care)
 Palliative care referrals 16.5%
* Place of death

+ Home deaths 27%

 Inpatient hospice death 6%
« Unknown 57.5% Ferrell B et al J Pall Med 2020
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Interventions PAAC
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- Effect of a problem-solving intervention on
quality of life for patients with advanced cancer
on clinical trials and their caregivers:
Simultaneous Care Educational Intervention
(SCEI): linking palliation and clinical trials.

Meyers FJ | Pall Med 2010
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Intervention PAC
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« The Dyade (patient and care giver) received
copy of a book “Home care guide for cancer”
which is based on the COPE model

» First educational session (trained educator) up
tp 7 days prior the start of Trial therapy

« Second and Third educational interventions
within the first 30 days

 Follow up 30, 60, 90, 120, 180 days

Meyers FJ | Pall Med 2010
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Special Article

Phase I Cancer Trials and Palliative Care: Antagonism, ®Cm-‘*"“ar"
Irrelevance, or Synergy?

J. Brian Cassel, PhD. Egidio Del Fabbro, MD, Tobias Arkenau, MD, PhD,

Irene ]. Higginson, BM, BS, BMedSei, PhD, FFPHM, FRCP, Samia Hurst, MD,

Lynn A. Jansen, RN, PhD, Andrew Poklepovic, MD, Annetie Rid, MDD,
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Collaboration ? PAKC
- INNOVATIVE PARTHERSHIP

FOR ACTION AGAINST CANCER

- “Palliativists should refrain from “talking “ patients out of
trials”

* “Phase | trialists not to “talk” patients into pursuing the
trial to the detrimento of good clinical care”

 “If they (palliative care teams) are staunchly
antagonistic to early phase cancer trials, then perhaps
an academic cancer center is not the right setting for
them.”

(Cassell et al JPSM 2016)
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Integration at hand ? PAKC
- INNOVATIVE PARTHERSHIP

FOR ACTION AGAINST CANCER

« “A standard and acceptable model for
integrating PC concurrently with treatment in
clinical trials is needed “

Conclusion of a qualitative study of oncology and
palliative care multidiciplinary care providers at NIH
Bethesda

Mollica et al J Pall Med 2018
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Collaboration opportunities and content ', rac
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for a PRC p rOJ ect FOR ACTION AGAINST CANCER

Clarify new early phase trials scenario

Clarify new palliative care scenario

Introduce PROMSs in early phase trials as secondary
outocomes

Establish shared care pathways

Early palliative care

+ Referral criteria PROMs
o ?

» Appropriate study design
« Data on care pathway quality and use of resources
+ Studies for complex interventions
+ Define palliative care resources and intervention
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PRC new project PAAC e
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« PRC Working group
* Morena Shkodra PhD Student
* Matteo Duca Phase | trialist
» Stein Kaasa
* Phase | trialist Oslo

« 77
« Systematic literature review (ongoing)

» Proposal for collaboration with

+ ESMO Designated centres for integration of
oncology and palliative care

+ Position paper
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