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Abstract

Cancer and its treatment cause a plethora of symptoms and side effects in cancer
patients. These factors contribute to a lower quality of life (QoL) and a greater need for
supportive care for cancer patients. In India, where the cancer burden is high, the QoL
of cancer patients has received insufficient attention. To fill this gap, the Comprehensive
Cancer Patient Support Services (CPSS) program was initiated at the Centre of Excellence
of AIIMS, Jodhpur, to provide supportive care (psychological counseling, nutrition
counseling, physical and rehabilitation services, palliative care, and social welfare
services) to adult cancer patients under one roof alongside conventional treatment. A
study has been planned to evaluate the outcomes of this holistic care approach. The
primary objective of this study will be to analyze the impact of the approach being
followed under the CPSS program on patients’ QoL. The findings of this study will
provide insights into the potential impact of cancer and its treatment on patients’
functioning and well-being, as well as identify prevalent difficulties that patients
confront, and propose relevant interventions to address these problems in Indian
settings.

Keywords: Cancer, Supportive Care, Holistic Care, Quality of Life, EORTC QLQ, Palliative
Care, Rehabilitation, Psychological Counseling, Nutritional Support

Abbreviations:

CoE: Centre of Excellence

CPSS: Comprehensive Cancer Patient Support Services
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Introduction

Cancer is one of the most common causes of death
across the globe [1]. According to the GLOBOCAN cancer
statistics, there were about 19.3 million new cases of cancer
worldwide in 2020 with over 10.0 million deaths [2]. Similarly
in India, cancer is a huge public health concern with about
1.32 million new cases and roughly 0.85 million deaths
occurring in 2020 [3]. With the disease burden increasing year
after year, the number of cancer cases is expected to rise by
12% by 2025 [4].

Cancer has a profound impact on patients, their families,
and survivors [5]. Patients diagnosed with cancer need
additional medical information regarding their disease as
well as the benefits and drawbacks of the various therapeutic
options available to them [6,7]. Cancer patients need total
clinical care for their physical conditions as well as the
treatment-related side effects [6,8]. Additionally, these
patients frequently seek support in coping with emotional
and psychological problems [6,7]. Malnutrition is common in
cancer patients as cancer treatments have a major impact on
patients’ nutritional requirements [9]. Poor adherence to
cancer treatment is another common and important issue
that affects clinical outcomes [10]. Importantly, these
supportive care needs of cancer patients are mostly not
identified or met.

It has been reported that cancer can influence all aspects
of a patient's quality of life (QoL) [5]. The decline in QoL
begins after the diagnosis of cancer and continues to increase
due to the aggressive nature of the treatment [11]. Long-term
cancer therapy is associated with numerous undesirable side
effects that cause enormous distress in patients and lower
their overall QoL [5,11]. Therefore, the assessment of the QoL
of cancer patients is crucial for planning efforts to improve
patients’ well-being.

Rationale of the Study

In Oncology, the necessity of maintaining or improving
patients’ QoL throughout the cancer journey is becoming
better recognized [5,12,13]. One strategy to improve patients’
QoL is to provide supportive care [13,14]. According to
reports, cancer patients’ unmet supportive care needs are
linked to low QoL, and meeting these needs improves their
QoL [9,14]. A prospective cohort study conducted in Germany
found that adult patients with breast or gynecological cancer,
at the start of a hospital-bound rehabilitation program that
included medical therapy, physiotherapy, psychological
counseling, and diet counseling, among other therapies, had
significant supportive care needs. However, all unmet needs
were significantly reduced at the end of the rehabilitation
program. Furthermore, meeting the supportive care needs of
patients was linked to improved QoL in all the functional

domains studied [14]. In addition to enhancing Qol,
supportive care has been demonstrated to promote the
continuation of therapy and optimize therapy outcomes in
cancer patients [15]. According to a study conducted in a
hospital in Paris, supportive care measures improved
outpatient follow-up, in turn, reduced the occurrence of
chemotherapy-related side effects, treatment cancelations
and modifications, chemotherapy wastage, and length of stay
in the outpatient unit [13].

In India, where the cancer issue is substantial, the QoL of
cancer patients has not been sufficiently investigated, and
most studies that are accessible have assessed QoL in
connection to specific cancer types. In all these studies, cancer
patients were consistently reported to have low QoL scores
[16-19]. In two survey-based studies, the QoL scores were low
and palliative care needs were significant among advanced
cancer patients. This necessitates the adoption of interventions
for optimal care and effective clinical management in cancer
patients [20,21].

To fill this gap, a prospective interventional study is being
conducted at the Centre of Excellence (CoE) established by
AlIMS, Jodhpur, in collaboration with the India—Sweden
Healthcare Innovation Centre. The study seeks to explore QoL
as an important endpoint in evaluating the mental and social
well-being of cancer patients receiving holistic cancer care at
the CoE.

Methodology
Study design and setting

This will be a single-arm, prospective, interventional
study. The interventional component will include all standard-
of-care interventions required by cancer patients (surgery,
radiation therapy, and medical oncology). The prospective
component will include nutritional counseling, physical and
rehabilitation therapy, psychological counseling, palliative
care, and social welfare services under the Comprehensive
Cancer Patient Support Services (CPSS) program. This study
will be conducted for 12 months at the CoE established with
collaboration between AIIMS, Jodhpur, and India-Sweden
Healthcare Innovation Centre. The study has been approved
by the Institutional Ethics Committee.

Study objectives

The study primarily aims to evaluate the impact of
supportive care on QoL and various domain-specific
measurements in cancer patients undergoing holistic care at
the CoE.The secondary objectives include the assessment of
patient profiles, treatment compliance, follow-up rates,
treatment costs, and distress scores of patients and caregivers.
A detailed description of the study objectives is provided in
Box 1.
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Box 1. Comprehensive Cancer Patient Supportive Services
(CPSS) program objectives

Primary objectives:

m  To assess the QoL of cancer patients using
validated global and site-specific tools of EORTC
at the time of enrollment in the CPSS program
(baseline) and during follow-ups.

m  To assess patients’ problems and needs in the
specific domains of psychology, nutrition,
physical and rehabilitation therapy, and palliative
care.

= To evaluate the changes in global QoL (EORTC
QLQ-C30), site-specific QoL (EORTC), and
various domain-specific measurements in
patients undergoing supportive care treatment
inthe CPSS program.

o Secondary objectives:

m To assess patient profiles in terms of
demography, staging of cancer, treatment,
comorbidity status, treatment effectiveness,
and survival outcomes.

m  To assess treatment compliance and follow-up
rates.

m  To assess the distress of patients and caregivers.

m  To assess the financial burden of disease.

QoL: Quality of life; EORTC: European Organization for
Research and Treatment of Cancer; QLQ-C30: Quality of Life
Questionnaire Core 30 Items.

Study population

The study participants will be adult patients (>18 years)
registered at AIIMS, Jodhpur, with a confirmed diagnosis of
cancer and expected survival of at least 3 months. Registered
patients undergoing radiation or chemotherapy for benign
diseases and those unable to attend counseling sessions due
to any physical or psychological disability will be excluded.
Only patients who meet the inclusion criteria will be considered
for enrollment in the study. As per estimates, 100 patients per
month will be enrolled in the study.

CPSS program workflow

After enrollment, all patients will go through the CPSS
program workflow, which will include baseline assessments
and counseling sessions (Figure 1).

Registration and referral to oncology OPD
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Clinical examination and multimodal care plan
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Figure 1. Flowchart of the CPSS program workflow.

OPD: Outpatient department; CPSS: Cancer patient support
services; EORTC: European Organization for Research and
Treatment of Cancer; QoL: Quality of life.

Registration and referral to OPD

Patients with suspected malignancy or confirmed
diagnosis of the same are eligible to register with the institute
for physical or telemedicine consultation. Upon registration at
the institute, the patients are referred to the oncology
outpatient department (OPD) for various specialties. Patients
reporting to the OPD undergo standard diagnostic check-ups
for the confirmation and staging of their malignancy. Patients
with confirmed malignancy will be given an appointment with
the oncologist. Patients with unconfirmed malignancy will be
advised to repeat the tests.

Clinical examination and referral to the CPSS program

Patients will be clinically examined by oncologists. Core
treatments (surgery, radiation therapy, and systemic therapy)
as per the standard of care will be scheduled and documented
in the multimodal care plan. Following the care plan at the
core oncology care, the patients fulfilling the inclusion criteria
will be informed about the CPSS program and will be offered
an informed consent form for enrolling in the program.
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Patients consenting to the same will be referred to the CPSS
reception desk at the point of care, oncology OPD. The
patients will be provided with referral letters containing basic
identification details, type and stage of cancer, and a copy of
the multimodal care plan from the core oncology care.
Additionally, the referral letters will capture any specific
indications, requests, or needs of the patients to be catered
by the CPSS, as identified by the oncology team.

Registration in the CPSS program and room visit

All patients reporting at the CPSS reception desk will be
registered in the CPSS program and details related to
demographics, cancer, and multimodal care plan will be
entered into a separate database. Counselors will be filling up
the global European Organization for Research and Treatment
of Cancer Quality of life Questionnaire (EORTC QLQ-C30) and
site-specific QoL questionnaire for the registered patients.
The registered patients will be examined by the counselors to
ascertain their requirements for supportive care. Based on the
counselor's assessment and needs suggested by an
oncologist, patients will be offered psychological counseling,
nutritional counseling, physical and rehabilitation services,
palliative care, and social welfare services. In addition to these
services, patients will also be explained about their disease
status, treatment, prognosis, and medication regimes. Patients
will be motivated to treatment compliance and adherence to
regular follow-ups. The domain-specific counselors will be
handling the patients” domain-specific measurements during
the counseling sessions.

Digital communication counter

Patients will be asked about their preferred forms of
communication—SMS, email, WhatsApp, or telephone calls—
for sharing regular alerts, information, and patient education
materials.

End of workflow

After the completion of the workflow, patients will exit
the CoE premises and proceed with the treatment and follow-
up as scheduled by the oncologist.

CPSS program follow-up

After the baseline assessment and counseling, patients
will revisit the CPSS workflow regularly throughout their
treatment or at one of the time points synchronized with
follow-up with individual counselors, systemic therapy visits
(weekly thrice for chemotherapy), or follow-up scheduled by
oncologists.

Data collection and outcome measurement

Demographic, patient-specific, cancer-specific, and
multimodal care plan-related data will be stored in
computerized health records. Global (EORTC QLQ-C30) and
site-specific (EORTC) QoL questionnaires will be used as
measurement tools to assess the QoL of patients at the time
of enrollment (baseline) and follow-up visits. EORTC
assessments will be captured at least every 3 months. Domain-
specific measurements will be recorded during counseling

sessions to assess the domain-specific changes.

EORTC Quality of Life Questionnaire Core 30 Items

The EORTC QLQ-C30 is a questionnaire developed to
assess the QoL of cancer patients [22,23]. It is accompanied
by disease-specific modules that evaluate extra symptoms
and QoL issues unique to various types of cancer. The EORTC
QLQ-C30 includes functional scales (physical, role, cognitive,
emotional, and social), symptom scales (fatigue, pain, nausea,
and vomiting), global health status and QoL scale, as well as
several single-item symptom assessments. The item is scaled
from 1 (not at all) to 4 (very much), or from 1 (extremely poor)
to 7 (excellent). The scores range from 0 to 100. Higher scores
on functional and global QoL scales indicate higher degrees
of functioning. A higher score on symptom-oriented scales
indicates more serious symptoms. EORTC QLQ-C30 has been
shown to have acceptable validity and reliability and the
ability to distinguish patients according to their performance
status [16-18, 24].

Statistical analysis

The analysis will include all variables captured in the
patients’ data according to the protocol. Descriptive statistics
will be performed to describe the demographics of the study
population. It will be presented in the form of continuous and
categorical variables. For normally distributed continuous
variables, means and standard deviation will be calculated,
and for non-normally distributed continuous variables,
medians and interquartile ranges will be calculated.
Continuous variables will be compared using a t-test and
analysis of variance. Categorical variables will be expressed as
percentages and compared using chi-square and Fischer
exact test. The association between the mean score of QoL
and the demographic variables, such as types and stages of
cancer, will be determined using one-way ANOVA. Statistical
significance will be considered at p<0.05. Data analysis will be
done using standard statistical software.

Expected outcomes

The most likely outcome will be an improvement in QoL
scores (global as well as site-specific) and domain-specific
parameters in cancer patients from the time of enroliment to
the follow-up visits. The findings from this study will help to
provide information about the possible effect of cancer and
its treatment on the functioning and well-being of patients,
identify common problems faced by patients, and develop
appropriate interventions to overcome these problems in the
Indian settings. These findings may be useful for future
research and management of patients diagnosed with cancer
in developing countries such as India.

Conclusion

This study attempts to evaluate the outcomes of a holistic
care approach that aims to provide supportive care
(psychological counseling, nutrition counseling, physical and
rehabilitation services, palliative care, and social welfare
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services) alongside conventional treatments (surgery,
radiation therapy, and chemotherapy) for adult cancer
patients under one roof. The primary goal of the study is to
evaluate the impact of outcomes on the QoL of patients and
to assess how these outcomes may influence the management
of cancer patients. The findings of the study will facilitate the
routine use of QoL assessment as a part of clinical practice in
cancer patients receiving treatment at various institutes
across the country.
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