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ABSTRACT
Retention of patients in clinical trials is essential for generating reliable 
and valid data, particularly in oncology where patient populations 
face significant health challenges. Advanced non-small cell lung cancer 
(NSCLC) with bone metastasis is a severe condition characterized by 
complex symptomatology and rapid disease progression. These factors 
pose unique challenges to patient retention in clinical trials. This case 
report examines the specific retention issues faced by a 62-year-old male 
patient with advanced NSCLC and bone metastasis in a Phase II clinical 
trial for a novel anti-cancer drug. The patient encountered multiple 
barriers, including severe pain, adverse treatment effects, psychological 
distress, logistical difficulties, and inadequate support systems, leading 
to his eventual withdrawal from the trial. This report provides a detailed 
discussion of these challenges and proposes comprehensive strategies 
to address them, such as enhanced pain and symptom management, 
proactive side effect mitigation, psychosocial support services, flexible 
trial designs, and robust patient and caregiver support networks. By 
implementing these strategies, clinical trials can improve retention rates, 
thereby ensuring the collection of high-quality data and advancing the 
development of effective cancer treatments.

Keywords: Non-Small Cell Lung Cancer (NSCLC), Bone Metastasis, Pain 
Management, Psychosocial Support, Novel Anti-Cancer Drug.

INTRODUCTION

Retention of patients in clinical trials is critical for generating reliable 
and valid data, which is particularly important in oncology due to the 
complex nature of cancer and its treatments. In clinical trials, patient 
retention refers to the ability to keep participants engaged and compliant 
with the study protocol throughout its duration. High retention rates are 
essential for ensuring the statistical power of the trial, reducing biases, 
and achieving meaningful and generalizable results [1].

Patients with advanced non-small cell lung cancer (NSCLC) and bone 
metastasis present a unique set of challenges that can significantly impact 
their ability to remain in clinical trials. NSCLC is the most common type 
of lung cancer, accounting for approximately 85% of all cases. When it 
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progresses to an advanced stage with bone metastasis, the 
disease often leads to severe complications such as intense 
pain, fractures, spinal cord compression, and hypercalcemia. 
These complications not only affect the patient’s physical 
health but also their psychological and emotional well-being, 
making adherence to rigorous clinical trial protocols difficult 
[2].

The clinical trial in question is a Phase II study investigating 
a novel anti-cancer drug designed to improve progression-
free survival and overall survival in patients with advanced 
NSCLC. Phase II trials are critical in the drug development 
process as they provide preliminary data on the drug’s 
efficacy and safety in a specific patient population. In this 
context, the trial’s success [3] heavily depends on retaining 
a sufficient number of participants throughout the study 
duration to obtain reliable data.

Retention Challenges in Oncology Trials

Health Deterioration and Symptom Burden

Advanced NSCLC patients with bone metastasis experience 
significant health deterioration over time. The disease 
progression itself, combined with the side effects of both 
the underlying cancer and the investigational drug, can lead 
to a high symptom burden. Symptoms such as severe pain, 
fatigue, nausea, and bone fractures severely affect patients’ 
quality of life and their ability to comply with trial protocols.

Adverse Effects of Treatment

The investigational drug may cause adverse effects that 
are challenging to manage. Common side effects such as 
nausea, vomiting, diarrhea, and hematological toxicities can 
discourage patients from continuing the trial. In cases of 
severe side effects, dose adjustments or discontinuation may 
be necessary, impacting the overall retention rate.

Psychological and Emotional Stress

The diagnosis of advanced cancer and the associated 
prognosis can lead to significant psychological and emotional 
stress. Patients may experience anxiety, depression, and a 
sense of hopelessness, which can undermine their motivation 
to continue participating in the trial. The psychological toll 
of the disease and treatment can lead to increased dropout 
rates if not adequately addressed.

Logistical and Practical Barriers

Participation in a clinical trial often requires frequent visits 
to the trial site for treatment administration, monitoring, 
and assessments. For patients with advanced NSCLC and 
bone metastasis, traveling to the trial site can be physically 
exhausting and logistically challenging. This is especially 
true for those living in rural areas or far from major medical 
centers.

Lack of Support Systems

Effective participation in clinical trials often requires strong 
support systems, including family, friends, and healthcare 
providers. Patients who lack adequate support may 
struggle with the logistical and emotional demands of trial 
participation. Caregivers play a crucial role in assisting with 
transportation, medication management, and emotional 
support, all of which are essential for maintaining patient 
retention [4-7].

CASE DESCRIPTION

Patient Profile:

Age: 65

Gender: Male

Diagnosis: Non-small cell lung cancer (NSCLC) with bone 
metastasis

Treatment History: Multiple lines of chemotherapy, 
radiation therapy, and targeted therapy

Trial Overview:

Drug: Investigational anti-cancer medication (Name 
withheld for confidentiality)

Phase: III

Duration: 12 months

Enrollment: 256 patients

Primary Endpoint: Progression-free survival

Secondary Endpoints: Overall survival, quality of life, and 
safety profile

Challenges in Patient Retention

Severe Pain and Mobility Issues:

Issue: Bone metastasis caused significant pain and mobility 
issues, complicating the patient’s ability to attend regular 
clinic visits.

Impact: Difficulty in travel and increased physical discomfort 
led to missed appointments and interruptions in treatment.

Adverse Effects:

Issue: The investigational drug caused adverse effects such 
as nausea, fatigue, and bone marrow suppression.

Impact: Severe side effects diminished the patient’s quality 
of life and willingness to continue with the trial.

Psychological Distress:

Issue: The burden of a terminal diagnosis and aggressive 
treatment regimen led to anxiety and depression.

Impact: Psychological distress contributed to decreased 
motivation to adhere to the trial protocol.
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Logistical Challenges:

Issue: Frequent travel to the trial site for treatment and 
monitoring was demanding, particularly given the patient’s 
compromised physical state.

Impact: Logistical difficulties and the lack of local trial sites 
hindered consistent participation.

Lack of Support Systems:

Issue: Limited assistance from family or caregivers to 
support travel and treatment adherence.

Impact: The absence of a robust support system exacerbated 
the patient’s challenges in remaining in the trial.

DISCUSSION

Retention challenges in clinical trials for advanced non-
small cell lung cancer (NSCLC) with bone metastasis 
are multifaceted and significantly impact the integrity 
and success of the trials. This discussion explores these 
challenges in depth and provides problem-solving strategies 
to address them, ensuring improved patient retention and 
ultimately more reliable trial outcomes.

Health Deterioration and Symptom Burden

Challenge

Patients with advanced NSCLC and bone metastasis often 
experience rapid health deterioration and a high symptom 
burden, including severe pain, fatigue, and bone fractures. 
These symptoms can severely affect their quality of life and 
make it difficult to adhere to the trial protocol.

Solutions

Comprehensive Pain Management

Implementing an aggressive pain management plan that 
includes medications such as opioids, non-steroidal anti-
inflammatory drugs (NSAIDs), and adjuvant therapies can 
help manage severe pain. Integration of non-pharmacological 
approaches like physical therapy and acupuncture can also 
be beneficial.

Symptom Monitoring

Regular monitoring and prompt management of symptoms 
through a patient-centered approach can help address 
issues before they become debilitating. Utilizing electronic 
patient-reported outcomes (ePROs) tools can help in real-
time symptom tracking and management.

Adverse Effects of Treatment

Challenge

Adverse effects from the investigational drug can lead to 
discontinuation due to decreased quality of life. Common 
side effects such as nausea, fatigue, and bone marrow 
suppression can be particularly discouraging for patients.

Solutions

Proactive Side Effect Management

Preemptive treatment of common side effects, such as 
antiemetics for nausea and granulocyte colony-stimulating 
factor (G-CSF) for neutropenia, can help manage and mitigate 
adverse effects.

Dose Adjustments and Supportive Care

Providing dose adjustments based on individual 
tolerance and integrating supportive care measures can 
help maintain patients in the trial. Regular assessments 
by the clinical team to tailor treatments to the patient’s 
needs are crucial.

Psychological and Emotional Stress

Challenge

The psychological burden of a terminal illness and the 
demands of the trial can lead to anxiety, depression, and 
decreased motivation to continue participation.

Solutions

Psychosocial Support Services

Offering access to counseling, support groups, and mental 
health services can significantly alleviate psychological 
distress. On-site or telehealth counseling can provide 
ongoing emotional support.

Mind-Body Interventions

Incorporating mind-body interventions such as meditation, 
mindfulness, and stress reduction techniques can help 
improve patients’ psychological resilience.

Logistical and Practical Barriers

Challenge

Frequent travel to the trial site for treatment and monitoring 
is a significant burden, especially for patients with limited 
mobility or those living far from the clinical center.

Solutions

Telemedicine and Remote Monitoring

Utilizing telemedicine for follow-up visits and remote 
monitoring of vital signs and symptoms can reduce the need 
for frequent travel. Implementing home-based clinical trial 
models where feasible can also be beneficial.
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Travel and Accommodation Support

Providing logistical support such as transportation services, 
reimbursement for travel expenses, and lodging near the 
trial site can alleviate the burden on patients. Partnering 
with organizations that offer patient travel assistance can 
enhance this support.

Lack of Support Systems

Challenge

A lack of robust support systems can make it difficult for 
patients to adhere to the trial regimen, especially when they 
need assistance with daily activities and transportation.

Solutions

Caregiver Support Programs

Establishing caregiver support programs that provide 
training, resources, and respite care can help caregivers 
better assist patients. Support groups and counseling for 
caregivers can also improve their ability to support the 
patient effectively.

Community and Social Support

Leveraging community resources such as patient advocacy 
groups, social services, and volunteer organizations can 
provide additional layers of support for patients and their 
families [8-12].

CONCLUSION

Addressing retention challenges in clinical trials for 
advanced NSCLC patients with bone metastasis requires 
a comprehensive, multidisciplinary approach. By 
implementing strategies for effective symptom management, 
proactive side effect mitigation, psychological support, 
logistical assistance, and robust support systems, clinical 
trials can improve patient retention. These efforts are 
essential for ensuring the collection of high-quality data, 
ultimately advancing the development of new and effective 
treatments for NSCLC.

This discussion highlights the importance of a patient-
centered approach in clinical trial design and management, 
recognizing that retaining patients in trials involves 
addressing both medical and psychosocial needs. By 
fostering an environment that supports patients holistically, 
trials can achieve better retention rates and more reliable 
outcomes, benefiting both the patients and the broader 
medical community.
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