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Abstract

- this is also our main goal.

(&

Clinical outcomes are daily used in head and neck oncology clinical practice. Clinical outcome assessments can be classified into categories
according to who makes the report: clinician-reported outcome assessment (health professional); observer-reported outcome assessment
(caregiver) and patient-reported outcome assessment (patient or proxies). We present our opinion and we share our experience concerning
routine assessment of Health Related Quality of Life outcomes and its incorporation in head and neck cancer clinical practice. The critical factors
for successful implementation we identified in a decade of experience were: the institutional approval and support, the inclusion of all first line
caregivers, the standardization of team objectives and institutional proposes; team formation and training, promotion of defined workflow in daily
clinical practice and the continuous monitoring and analysis. Ten years after, our team developed a much broader and inclusive understanding of
Health Related Quality of Life importance in the course of the disease. Head and neck cancer patients consider the questionnaires administration
as part of the clinical approach - they know that someone, somewhere, will use these patient-centered outcomes to improve healthcare quality
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Introduction

As researchers in head and neck cancer clinical outcomes
for ten years, our major challenges have been: the clear
standardization and objective definitions of key outcomes
useful for research and clinical practice, the choice of the most
appropriate measurement tools validated for the population
of interest, providing a plan for potential bias minimization,
sensitivity analysis definition and identify critical success factors
for routine assessment implementation. We present our opinion
and we share our experience concerning the implementation of
Health Related Quality of Life (HRQoL) outcomes in routine head
and neck cancer clinical practice.

Head and neck cancer: Clinical Outcomes

Clinical outcomes are daily used in head and neck oncology
clinical practice. Clinical outcome assessments can be classified
into categories according to who makes the report: clinician-
reported outcome assessment (health professional); observer-
reported outcome assessment (caregiver) and patient-reported
outcome assessment (patient or proxies) [1]. Whenever these
clinical outcomes can be tested and recorded, usually by
healthcare provider, they are denominated objective measures.
They are generally called “the black and white outcomes”, and

they are not subject to alarge degree of individual interpretation.
They include: mortality and morbidity, survival, recurrence rates,
laboratory tests results, objective tumor response, measures
of disease activity, remission of disease, toxicity evaluations,
functional capacity assessment, family and social support [2,3].

The patient-reported outcomes (PROs) are multidimensional
subjective measures. PROs reflect patients’ perceptions about
their health-status, symptoms, functioning, satisfaction degree
with health care, health behaviors and health related quality
of life (HRQoL) [1,4-6]. They are well standardized and can
be objectively quantified. However, multiple PROs cannot
be reduced to a single interpretable number. HRQoL is a
multidimensional and subjective concept considered a major
issue in the assessment of PROs in oncologic patients. HRQoL has
been used both as a concept and as a health outcome measure,
related to research and clinical practice [7,8]. Frequently,
researchers, health professionals and policymakers make too
much distinction between subjective and objective measures -
indeed both are important, non-exclusive but complementary
tools that ensure the highest quality of healthcare in head and
neck cancer.
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Health Related Quality of Life in head and neck cancer:
Why?

HRQoL evaluation is a goal in medicine, leading to a wider
comprehension of the impact of both the burden of the disease
and treatment options, leading to the development of new
strategies and proposals for health promotion [9]. HRQoL
assessment facilitates detection of physical, emotional, social
and psychological problems and can serve to identify patient
risk groups. A better patient-physician communication and
the detection of unmet needs are the most frequently reported
advantages [10]. Additionally and when related to demographic
and clinical data, it can track the course of disease and treatment
over time, providing a prognostic marker for survival that
supplements traditional clinical factors. Furthermore, the used
methodology also enables a focus on effectiveness (survival and
quality-adjusted survival) and cost-effectiveness - which are
fundamental when considering an economic decision model
[11-13].

Health Related Quality of Life in head and neck cancer:
How?

HRQoL was first addressed in a retrospective way since
individual data was collected on paper and processed later,
at group level. However, for both health care professionals
and researchers, the big challenge was to incorporate HRQoL
measurements in routine clinical practice in order to improve
personalized oncologic care [11,14]. HRQoL studies have been
conducted with such expectations and important steps are being
taken worldwide forwards such ambitious goal. Information
technologies have been developed and, an individual approach
is now possible- the PROs may be processed in real-time and
converted into information with considered clinical utility. Few
experiences of HRQoL assessment implementation in routine
clinical practice have been successfully reported [15,16]. The
IPOP developed the Platform for QoL Assessment in Oncology that
enables data collection, statistical analysis (Rasch model) in real-
time, and translation to a graphic form (unfavorable scores are
graphically highlighted). The generated printout also includes
results from previous assessments in order to better understand
the patient evolution.

Few experiences of HRQoL assessment implementation in
routine clinical practice have been successfully reported [17-
19]. Besides technology, we found that healthcare professional’s
involvement was crucial. Institutional support, team objectives
standardization and first caregiver’s
facilitators of the whole process. HRQoL monitors training
(physicians and nurses) were accomplished through interactive
training courses (HRQoL concepts, Platform functioning and

inclusion were real

result interpretation). HRQoL monitors involved in routine
HRQoL assessment implementation, expressed the highest
agreement for its relevance in oncology clinical practice; its
viability; its usefulness as a health education tool and, above
all, as a promoter of patient - centered healthcare. Main initial

concerns wererelated to confidentiality and resultinterpretation.
The continuous monitoring of the implementation process
and the discussion - among HRQoL monitors and researchers-
considering all possibilities for solving the identified problems,
allowed the reduction of these barriers.

Conclusion

Implementation and measurements incorporation into
routine clinical practice are feasible and practicable. This project
was among the firsts to implement the complete procedure
of routine HRQoL implementation in clinical practice. The
development of a computer platform revealed to be imperative
in the process. It allowed data collection by auto-reply, database
construction, statistical analysis and its graphic translation. It
was shown that the attitudes of healthcare team were positive
and the barriers encountered towards successfulimplementation
may be subsequently resolved. The critical factors for successful
implementation identified in a decade of experience were:

i)  institutional approval and support,
ii)  inclusion of all first line caregivers,

iii) standardization of team objectives and institutional
purposes,

iv) Team formation and training,

v)  definition of a clear workflow in daily clinical practice
and

vi) Continuous monitoring and data analysis.

We found that PROs scores are useful, relevant, promote a
better patient-physician communication and do not affect the
consultation time. We conclude the implementation success
of HRQoL assessment in head and neck cancer daily practice
institutional leaders’ approval and support,
The
communication between researchers and health professionals’

depends on
interdisciplinary teams and caregivers’ involvement.
team minimized the implementation risks and may also
contribute to the elimination of all the concerns that inevitably
mightappear. Ten years after, our team developed a much broader
and inclusive understanding of HRQoL importance in the course
of the disease and our databases are growing continuously (and
therefore, a more robust Rasch analysis). Head and neck cancer
patients consider the questionnaires administration as part of
the clinical approach - they know that someone, somewhere,
will use these patient-centered outcomes to improve healthcare
quality - this is also our main goal.
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