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Purpose: To understand the difficulties that happen during the quality of life (QoL) data 
collection in a pandemic and provide measures to overcome them.
Methods: We analyzed the recruitment and follow-up data of patients in one of our ongoing 
study whose aim was to collect the Adverse drug reactions and QoL (at regular intervals) in 
prostate cancer patients who were on docetaxel. Before the pandemic, we could enroll 31 
patients in the study over four months. We analyzed the difficulties experienced by these 
patients and consultants in collecting QoL data during the pandemic, especially in situations 
with limited availability of resources and also where the patients are not technologically 
advanced.
Results: Due to the pandemic, we could not recruit a single new patient into the study. 
Complete QoL assessments were available in only two patients, and the disease progressed in 
five patients. QoL assessment was not possible in 19 of 31 enrolled patients. More than 44% 
of the enrolled patients had difficulty commuting to the hospital despite transport services to 
hospitals. Due to the risk of acquiring COVID19 infection during traveling to the hospital, 
follow-ups were affected.
Conclusion: There should be increased support for novel technologies that can successfully 
capture and transfer patients’ QoL data to the treating consultant.
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Introduction
Cancer incidence is increasing steadily, with continuing improvement in diagnostic 
measures. Novel treatment modalities have increased the longevity of a cancer 
patient, impacting the quality of life of cancer patients, leading to an increase in the 
interest in evaluating the health-related quality of life (HRQOL) of cancer patients.1 

Subsequently, a long-term follow-up to assess survival and HRQOL is part of 
a majority of the clinical trials.2 European Organization for Research and 
Treatment of Cancer Quality of Life core questionnaire (EORTC QLQ-C30) is 
commonly used to capture HRQOL. The questionnaire consists of 30 questions 
arranged into five domains physical, role, cognitive, emotional, and social function-
ing. This questionnaire is generic, and site-specific questionnaires exist to capture 
the QOL in specific cancers.3

Prostate cancer is a common type of cancer in males and is predominantly 
a disease of the elderly. The risk of prostate cancer increases with age, and the peak 
incidence occurring at just over 70 years of age.4,5 However, prostate cancer is 
getting diagnosed in early cancer stages in younger men.6 A lot of younger men are 
asymptomatic and are physically and sexually active at diagnosis.7 These trends 
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have led to increasing numbers of patients undergoing 
disease management for more extended periods. Quality 
of life (QOL) is as important as survival;8 Prostate cancer 
specific questionnaire (PR-25) captures symptoms and 
functional impairments due to prostate cancer . PR-25 is 
commonly given to patients in addition to EORTC QLQ- 
C30 to get comprehensive information on the prostate 
cancer patient’s QoL.

Pandemic can affect every part of the world, and the 
ongoing COVID-19 is not an exception, leading to global 
slowdown.9 The devastating and unpredictable spread of 
COVID-19 across the globe has caused unprecedented 
global lockdowns and an immense burden for healthcare 
systems. A nationwide lockdown on 24th March 2020 was 
implemented in India, limiting the movement of India’s 
entire 1.3 billion population as a preventive measure 
against the COVID-19 pandemic spread in India. The 
lockdown restricted people from stepping out of their 
homes. All transport services–road, air, and rail–were sus-
pended, except for transporting essential goods, fire, 
police, and emergency services. Educational institutions, 
industrial establishments, and hospitality services were all 
arrested. Public services such as banks and ATMs, petrol 
pumps, other essentials, and manufacturing are 
exempted.10

COVID-19 pandemic has caused an immense burden 
on the healthcare systems, which was an enormous chal-
lenge for clinicians, researchers, and patients. Although 
the hospital services continued during the lockdown, lack 
of transportation has affected the patient’s hospital visits 
during the pandemic. In its direct effect, the recruitment of 
patients in many clinical trials too got affected. In this 
article, we discussed the issues faced by the patients and 
study team of a study whose main objective was to capture 
the HRQOL of prostate cancer patients.

Study Description
The study was a prospective observational study to assess 
the quality of life in prostate cancer patients receiving 
docetaxel as a standard of care. The study was initiated 
in a tertiary cancer hospital after the Institutional Ethics 
Committee approved it. Patients’ HRQOL was captured 
with EORTC QLQc30 and PR 25 questionnaires.

Docetaxel was administered to the prostate cancer 
patients as a 2-weekly or 3-weekly regimen as decided 
by their treating consultant. QoL questionnaires were filled 
before the first dose and then regularly at 2 or 3 monthly 
intervals depending on their treatment regimen.

Patient Recruitment
Within the first four months of the start of the study, we were 
able to recruit 31 patients in the study after obtaining written 
Informed consent from the patients (Table 1). Patients com-
pleted the EORTC QLQ-C30 and PR-25 as per the protocol.

Results
Follow-Up of Enrolled Patients During 
the Pandemic
None of the patients enrolled was coronavirus vaccinated. 
None of the patients acquired coronavirus infection during 
the study. However, their cancer treatment and follow-ups 
were affected the most (Figure 1). Due to the pandemic, 
transportation of the patients to the hospital was affected – 
10% of patients’ had to stop docetaxel, as the drug was 
unavailable in their hometown; more than 30% of the 
patients underwent treatment at their local places which 
had inadequate cancer management facilities. More than 
30% of the patients could come to the hospital, but due to 
the fear of acquiring Covid-19, they were not willing for 
their QoL assessments (Figure 2). Furthermore, not a new 
patient got enrolled in the study (Figure 1).

Discussion
The risk-benefit balance of a scenario is critical. Clinical 
services were curtailed to a minimum in most cancer 
centers due to the fear of infection spread among vulner-
able populations. Patients feared acquiring the COVID-19 
infection in the hospitals to themselves and to their care-
givers, not realizing the effects of cancer progression and 
the resultant poorer prognosis that could be more severe. 
Only very few new cancer cases were registered in most 
hospitals, not learning that the delay in diagnosis and 
treatment would affect morbidity and mortality. Routine 
clinical services in oncology relegated as the second prior-
ity. COVID-19 pandemic significantly impacted cancer 
surgeries, leading to their postponement in many cancer 
centres in India.11 The delays have shifted patients’ 

Table 1 Baseline Characteristics of Patients

Category n

Age (yrs) (mean ± SE) 63.6 ± 1.13

Baseline ECOG status

ECOG 1 29
ECOG 2 02
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management from the curative to the palliative stage. Both 
these scenarios can adversely affect long-term survival and 
possibly lead to worse outcomes.12,13

The majority of the tertiary care cancer hospitals are 
located in cities, while limited availability in the small villages 
and towns.14,15 Patients with their hometowns in villages were 

unable to travel to the cancer hospitals for follow-up due to the 
travel restrictions. Patients had to follow up at their local 
places with no experienced oncology consultants. 
Furthermore, anti-cancer drugs were limited in the small vil-
lages, which further complicated their management. However, 
ours being an exclusive tertiary care cancer centre in Mumbai, 

Figure 1 Flow chart of patients enrolled in the study.

Figure 2 Factors affecting the patient follow-up to the study site.
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India, continued to offer complete services for patients who 
could access it even during the lockdown period. 
Teleconsultation was also available to provide patient support. 
Our hospital administration took precautionary measures to 
prevent infection spread like screening patients and attendants 
for any coronavirus infection symptoms before they enter the 
hospital, restricting the number of attendants with each patient, 
banning visitors for inpatients, protecting vulnerable staff, 
maintaining drug supply chains, and so on. These measures 
have secured patients and staff from spreading COVID-19 
infection among the patients, team, and attendants.

Patient recruitment in the clinical studies was seriously 
affected, and our study on QoL data collection was no excep-
tion to it. We could not enroll even a single patient in the study 
during the pandemic. Our study patients being elderly and fall 
under the high-risk category for coronavirus infection spread; 
their treatment follow-up was affected. Researchers faced 
difficulties in collecting QoL data from the patients at sched-
uled intervals, as few patients stopped the treatment on their 
own and few patients lost to follow-up. All of these difficulties 
are attributable to the pandemic. Despite the early steps taken 
at our centre to prevent the spread of the infection, the high 
infectivity rate of the coronavirus led to poor follow-up of the 
patients who came for treatment follow-up. Cancer patients 
who visited the hospital during the pandemic were attended to 
and managed according to the standard treatment practices.

Possible Ways to Overcome the 
Difficulties in QoL Data Collection
QoL data collection captures a patient’s current clinical situa-
tion due to the underlying disease and its treatment through 
a predefined questionnaire.16 This data collection does not 
require the actual presence of the physician with a patient 
while completing the form because the presence of the treating 
physician may bias the patient’s responses to the question-
naire. If the time-point for QoL data collection is missed (due 
to either avoidable or unavoidable reasons), it is less mean-
ingful even if obtained later. This collection of data at sched-
uled time stresses the importance of the timely collection of 
QoL data. If the patient cannot visit the physician to complete 
the QoL questionnaires in the western world, they send their 
QoL data electronically. The Paper and pencil method and 
electronic modes of QOL questionnaire administrations have 
comparable results.17–19 Patient counseling on the study activ-
ities can improve compliance. Flyers and videos will create 
increased awareness in patients about the importance of QoL.

Questionnaires can be shared with the patients by email or 
by mail and requesting them to return the filled questionnaire 
by the same means. The other option is to consider the avail-
ability of social networking means, by which the question-
naires are sent and received back from the patients. The proxy 
method is another method to get patients’ QoL data from the 
patient’s relatives or caretakers, who will complete the QOL 
questionnaire.20–22 As our study was conducted on elderly 
patients, and we could not get the email addresses of the 
patients or their relatives. Furthermore, due to complete lock-
down, all the non-essential services were on halt. Patient 
relatives were reluctant to accept the option of getting a hard 
copy of the questionnaire from outside of their residence. 
Hence, we did not approach the ethics committee to consider 
these options for the study data collection.

Telemedicine can overcome poor data collection when the 
patient cannot physically come to the physician. Here, QOL 
will be filled by the consultant or a deputed coordinator while 
discussing telephonically with the patient. The world has 
advanced much in information technology; web-based QOL 
data collection tools are developed and used regularly in 
western countries.23 There are various software platforms on 
which the questionnaires exist, and the patient can provide 
their responses to the questionnaire questions. Furthermore, by 
these means, patients’ responses to the questions will be 
immediately available to the health care personnel. One of 
these is the Computer-based Health Evaluation System 
(CHES) which electronically captures patient responses to 
the questionnaires. European Organization for Research and 
Treatment of Cancer (EORTC) Quality of Life group devel-
oped CHES.24 With CHES software, the longitudinal data 
collection and its simultaneous analysis, help interpret changes 
in different domains of the patient QOL over time.

To conclude, patients' quality of life data is central for 
their management, and there exist various modes that help 
in data capture even in pandemics. Our observations can 
be seen in any situations where the technology and 
resources are limited.

Ethical Approval and Informed 
Consent
The study was approved by the institutional ethics com-
mittee 1 of Tata Memorial Centre, Mumbai, Maharashtra, 
India. Patients signed the informed consent form before 
any study-related procedures were carried out and were 
willing to use the study data for scientific purposes. We 
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followed all the ethical standards of the national and 
institutional research guidelines during the study.
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