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Introduction 
 
 
Historically, the first groups to act to defend patients' rights emerged in the 1950s in America, 
among them the American Cancer Society representing cancer patients, at the dawn of cancer 
research and treatments [1]. Subsequently, during the 1960s, patient rights advocates and citizen 
organisations began to propose self-help and self-care movements in the early 1970s. The 1970s 
and 1980s saw the emergence of the concept of the conscious, informed patient with activists in 
the field to ensure the importance of patient rights over profits [2,3]. Over time, patient 
associations have evolved into patient advocacy practioners, because in addition to supporting 
their members, they are concerned with being a liaison with clinicians, institutions, and the 
political world, to put the person who has a disease, and their family, at the centre of the pathway 
of treatment and social and health care. Patient advocacy has come to refer to the activities that 
affect all aspects of the patient's life: from research to the choice of treatments to be made, from 
the assessment of needs to their identification to the planning of a strategy to find adequate 
answers and the evaluation of the latter.  
The International Kidney Cancer Coalition (IKCC), a federation of over 50 affiliated patient 
organisations plays an active role in reducing the global burden of kidney cancer, estimated to be 
the 7th most common cancer [4]. The IKCC is a patient-driven organisation, which aims to identify 
and address unmet needs in kidney cancer patients globally, implementing an evidence-based 
approach. In an attempt to accelerate the recognition of the importance of partnerships between 
clinicians and patient advocates, IKCC held a pilot Clinical Leadership Workshop for clinicians 
already recognised as experts in kidney cancer care. This is a report of the resources and tools 
developed for the workshop designed to encourage clinicians to work with patient advocates to 
expedite and prioritise cancer research that improves patient outcomes.  



 
Workshop objective 
 
The inaugural IKCC Clinical Leadership Workshop was held over a total of 8 hours  at the end of a 
major clinical oncology meeting, the European Society of Medical Oncology (ESMO) Congress on 
September 2022 which many participants (n=22) were already attending. The participants were 
clinicians from 16 countries distributed globally from 5 continents (Fig 1). It consisted of 9 sessions 
in which 14 speakers (7 additional faculty) presented different aspects of patient advocacy and 
facilitated Q&A interactivity. 
The workshop aimed to foster a better understanding of the role of clinicians in promoting patient 
advocacy and enable participants to accelerate patient engagement with the specific objectives of: 
 

• Helping to foster new national patient groups or improve the organisational impact and 
effectiveness of existing ones in different countries and regions; 

• Helping further develop advocacy and leadership skills to understand better the role and 
benefits of patient engagement among colleagues; 

• Fostering a desire to educate trainees to understand better the role and benefits of 
patient engagement, which should include engaging them in activities of the IKCC, e.g., 
providing expertise for new infographics, contributing to meeting highlights reports, 
contributing to possible initiatives in contributing Journal Highlights or other potential 
projects of IKCC; 

• Encourage mentorship of clinical colleagues in different countries and regions to 
understand best patient advocacy and engagement practices. 
 

Importance of patient advocacy 
 
The pathway through which patient advocacy can take on new roles in decisions affecting research 
and care processes is only just beginning. However, the experiences have proven that such 
functions are effective and add value to research and care, creating new knowledge previously 
unavailable or providing new perspectives for decision-making [3,4]. 
The workshop highlighted the need to increase the areas clinicians and patient advocates can 
meet. In particular, a survey about survivorship care specific to genitourinary cancer shows that 
clinicians refer patients to a patient organisation only 10% of the time [7]. 
The opportunities for patient involvement are numerous and affect all phases of research, from 
prioritisation, design and planning to operational management, dissemination and communication 
of research in its post-authorisation phase [6,7]. Speakers and participants in the workshop 
discussed key activities in which patient organisations can cooperate in research. They concern the 
following areas: 
 



 
• Research funding - patients' associations can contribute to small or large grant support, 

both public and private; 
• Research support tools - this category includes animal and cellular models, disease 

registries, biobanks, Patient Reported Outcomes (PROs) and all initiatives created by the 
patient community to stimulate research; 

• Data - patients are repositories of information that is useful and often necessary for the 
transfer of research to the clinical phase, enabling knowledge about the natural history of 
the disease and the limitations of available treatments; 

• Experience and perspective - the patients' perspective is essential to identify the actual 
needs to be met by the research, design a clinical trial, identify endpoints and evaluation 
parameters, select the most appropriate patient population, optimise the protocol and 
interpret the trial results in the best possible way; 

• Dialogue with regulatory agencies - patients can cooperate with academia and the 
pharmaceutical industry in highlighting and supporting the rationale for approval and 
reimbursement of a therapy or clinical guidelines development; 

• Communication - associations can facilitate the dialogue between academic research, 
industry, institutions and their community. Expert patients can communicate research 
results to health professionals at scientific conferences according to their perspectives. 

Determining research priorities 
 
The applicability and reliability of the research conducted significantly impact how well it is 
translated into practice. Therefore, the collaboration between clinicians and patient advocate is 
critical to ensure the significance of the research produced to patients and their caregivers [10]. 
For this reason, several organisations have developed strategies for setting research priorities. 
During the workshop, two different priority-setting methods were described: the James Lind 
Alliance (JLA) adopted by the IKCC and the systematic mapping approach adopted by the 
Melanoma Patient Network Europe (MPNE). 
The JLA method identifies treatment uncertainties and categorises uncertainty as a situation in 
which neither the uncertainty nor the effects of treatments have been the subject of any current 
or trustworthy systematic reviews of the available research evidence (or significant definitive 
trials). It begins with creating a steering committee, which guides the overall process. The steering 
committee's formation is crucial because it directs and participates in all phases of the procedure. 
Each level of the procedure requires commitment from the steering group members, including 
publicising the initiative to potential partners, participating in the initial awareness meeting, 
developing and distributing information and forms to gather uncertainties, collecting and checking 
uncertainties against existing systematic reviews, managing interim priority setting, publicising 
and participating in the final priority setting exercise [11]. Following this method, in 2017, the 
Kidney Cancer Research Network of Canada, in collaboration with the JLA, Kidney Cancer Canada 



 
and the Kidney Foundation of Canada, identified the 10 research priorities shared by patients, 
caregivers, and clinicians [12]. 
Within the MPNE, a systematic mapping approach is adopted to identify key research areas to be 
improved. At every annual meeting, the patient pathway is mapped on a line. Every patient, 
caregiver or clinician points out issues at every step, along with different specialists and emotions 
involved. All the topics are finally classified based on who should address that problem, whether 
research, the management or external parties. Repeating the process every year allows to mirror 
the actual situation and explore dead corners. 

Measuring the quality of life 
 
Setting up the right research priorities and improved treatments for cancer led to higher survival 
rates, and it is expected to increase in further years [13]. However, with enhanced survival, more 
people would have to live with advanced disease and uncertainty [14]. This condition can create a 
stress condition that can persist over time and negatively impact psychological well-being and 
quality of life, thus resulting in increased utilisation of healthcare resources [15]. It is why the 
importance of the health-related quality of life (HRQoL) has shifted towards its maximisation, and 
the measure is included in clinical trials as a secondary endpoint. However, HRQoL is a 
multidimensional concept which is difficult to characterise and has, therefore, been associated 
with various definitions in the medical literature [16]. The complexity of the HRQoL brings the 
problem of its quantification, which is why patient-reported outcome measures (PROMs) have 
been validated. PROMs are defined as measures directly reported by patients without 
interpretation by a health care professional. They refer to the method in which HRQoL is assessed 
rather than the content itself [17]. The PROMs development requires 4 phases: 
 

1. Literature search and interviews with patients and clinicians (open-ended interviews about 
HRQoL issues); 

2. Operationalisation of HRQoL issues into questionnaire items (no study participants 
involved); 

3. Pre-testing of questionnaire items and preliminary psychometric testing (administration of 
questionnaire to patients with short debriefing interviews); 

4. Psychometric validation of the questionnaire module (administration of questionnaires to 
the patient). 

 
The data provided by PROMs are then used in clinical trials, and selecting the right PROMs can be 
complicated. For this reason, the PROTEUS-trials consortium helps researchers generate PROM to 
enable investigators, regulators, and policy-makers to consider patient perspectives when 
conducting research and making decisions. Furthermore, it helps patients understand treatment 
options and make treatment decisions [18]. 



 
Patient decision aids 
 
Research advances have improved survival rates and brought a growing number of treatments. 
Furthermore, many health treatments and screening decisions have no single "best" choice. For 
example, for localised kidney cancer, the most used treatment options are surgery, ablation, and 
active surveillance, which have a diverse range of morbidities to consider, ranging from the risk of 
anaesthetic to the psychological morbidity of surveillance [19]. Patient decision aids (PDAs) are 
evidence-based tools designed to help patients make specific and deliberated choices among 
healthcare options [20]. In general, PDAs aim to [21]:  

1. explicitly state the decision that needs to be considered;  
2. provide evidence-based information about a health condition, the options, associated 

benefits, harms, probabilities, and scientific uncertainties;  
3. help patients recognise the values-sensitive nature of the decision and clarify, either 

implicitly or explicitly, the value they place on the benefits and harms. 
The National Institute for Health and Care Excellence (NICE) established standards to assist people 
who use PDAs in determining the usefulness and quality of a PDA. It consists of 2 sets of essentials 
and enhanced standards. Essential standards are the fundamental requirement for a PDA, without 
which it cannot be considered as such. At the same time, enhanced standards are additions and 
indicate that the PDA aims for its highest quality [22]. 
Overall, people exposed to PDAs feel more knowledgeable, better informed, and more explicit 
about their values when compared to usual care in a wide range of decision contexts. In addition, 
they are likely to play a more active role in decision-making and have more accurate risk 
perceptions [21]. 

Patient involvement in clinical practice guidelines 
 
Clinical practice guidelines are recommendations based on a systematic literature review and 
assessment of benefits and harms to optimise patient care and outcomes. Their implementation 
can improve outcomes and reduce resource utilisation, but there are significant gaps in 
understanding optimal implementation strategies [23]. As such, patient involvement proved 
essential to address patient needs and preferences and include information to support patient 
participation in decision-making [24].  
The main barriers recognised in this cooperation are perception barriers – clinicians perceive 
patient involvement as disturbing the scientific discussion – and capacity barriers – patients 
believe that they have insufficient information, for example, on terminology or content, and are 
unwilling to contribute if they do not feel adequately educated [23,24]. However, a 
multidisciplinary approach can empower and informs consumers in healthcare decisions and lead 
to trustworthy guidelines. Patients can contribute at each stage of clinical guidelines development. 
EURORDIS Rare Diseases Europe developed an overview of the potential patient role at every step 
(Table 1) [27]. 



 
 

Conclusions  
 
Patients with chronic conditions will define their unmet needs very differently than those with a 
life-limiting disease. For example, how medicines fit into daily life is critical for long-term 
conditions, including reduced side effects. In contrast, if you are facing a terminal illness, you may 
value life extension above all else, while others may prioritise pain relief. It underlines the need to 
ensure that a broad range of stakeholders, particularly the patients' voices, is included in any 
process to have a large diversity of unmet medical and care needs. The pathway through which 
the patient can take on new roles in decisions affecting research and care processes is just 
beginning. 
The experiences to date have proven that such roles are practical and add value to research and 
care, creating new knowledge previously unavailable or providing new perspectives for decision-
making [28]. This evolution goes very closely with the digital transformation of research and 
healthcare processes and is both a cause and a consequence. 
Therefore, the promotion of broad adoption of information technologies, the development of 
discussion and data collection platforms, social media discussion and others by patient 
organisations is an important enabling condition. 
The role of clinicians in fostering this evolution and how industry, patient organisations and 
individual patients collaborate in research and communication is critical [5]. The clinician and 
patient partnership must be based on trust and collaborative purposes.  
This requires a different awareness of cancer and working to reduce its stigma, lifestyle and 
environmental risk factors. To guide this development appropriately and correctly is a task in 
which the institutions, academia, industry and above all, the patient and his organisations are 
called upon to use all the available tools. 
The IKCC has plans to conduct further Workshops as well as publish further reports about this 
initiative. 
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