
Background
	• Qualitative research within a target population provides a rich and in-depth 

understanding of the patient experience. Such information is critical to support 
identification of relevant measurement concepts and selection of appropriate clinical 
outcome assessments (COAs) with sufficient evidence of content validity in the context 
of use for clinical studies (e.g., to evaluate treatment efficacy and support regulatory 
and Health Technology Assessments).1-5 

	• The experience of patients with cancer varies depending on stage of disease and 
treatment received. Health-related quality of life (HRQoL) is expected to be better in 
patients with early-stage cancer compared with those with advanced disease.6-8

	• There is a need to better understand the patient experience (i.e., disease- and 
treatment-related symptoms, HRQoL impacts) of early-stage cancer to inform  
patient-focused drug development for novel treatments targeting early-stage cancers. 

Anna Roberts1; Kelly McQuarrie2;  
Claire Trennery1; Helen Kendal1; Heer Shah1; 
Hannah Rees1; Rob Arbuckle1;  
Raquel Aguiar-Ibáñez3 
1Adelphi Values Patient-Centered Outcomes, Cheshire, UK; 
2Merck & CO., Inc., Rahway, NJ, USA;  
3Merck Canada, Inc., Kirkland, QC, Canada.

Understanding The Experience of 
Patients With Early-Stage Cancers:  
A Targeted Qualitative Literature Review

References
1.	 Food and Drug Administration. Guidance for industry: patient-reported outcome measures: use in medical 

product development to support labeling claims. Fed Regist. 2009:65132. 
2.	 Food and Drug Administration. Patient-Focused Drug Development: Methods to Identify What Is Important to 

Patients. 2023. https://www.fda.gov/media/131230/download
3.	 Food and Drug Administration. Patient-Focused Drug Development: Selecting, Developing, or Modifying Fit-for 

Purpose Clinical Outcome Assessments. Draft Guidance. 2023. https://www.fda.gov/media/159500/download
4.	 Rothman M, Burke L, Erickson P, Leidy NK, Patrick DL, Petrie CD. Use of existing patient-reported 

outcome (PRO) instruments and their modification: the ISPOR Good Research Practices for Evaluating and 
Documenting Content Validity for the Use of Existing Instruments and Their Modification PRO Task Force 
Report. Value in Health. 2009;12(8):1075-1083. 

5.	 Wild D, Grove A, Martin M, et al. Principles of good practice for the translation and cultural adaptation process 
for patient-reported outcomes (PRO) measures: report of the ISPOR task force for translation and cultural 
adaptation. Value in health. 2005;8(2):94-104. 

6.	 Biparva AJ, Raoofi S, Rafiei S, et al. Global quality of life in breast cancer: systematic review and meta-
analysis. BMJ Supportive & Palliative Care. 2022.

7.	 Chaukar DA, Walvekar RR, Das AK, et al. Quality of life in head and neck cancer survivors: a cross-
sectional survey. American journal of otolaryngology. 2009;30(3):176-180. 

8.	 Esfahani K, Roudaia L, Buhlaiga N, Del Rincon SV, Papneja N, Miller WH. A Review of Cancer 
Immunotherapy: From the Past, to the Present, to the Future. Current Oncology. 2020;27(12):87-97. 

9.	 O'Regan A, Fish LJ, Makarushka C, et al. Managing Chronic Pain in Cancer Survivorship: Communication 
Challenges and Opportunities as Described by Cancer Survivors. Am J Hosp Palliat Care. Jan 
2024;41(1):78-86. doi:10.1177/10499091231164634

10.	 Phongnopakoon P, Srisatidnarakul B, Hsu YY. Exploring Discomfort Experienced During Chemotherapy 
in Thai Breast Cancer Patients. Asian Pac J Cancer Prev. Feb 1 2023;24(2):459-465. doi:10.31557/
APJCP.2023.24.2.459

11.	 Borthwick D, Knowles G, McNamara S, Dea RO, Stroner P. Assessing fatigue and self-care strategies in 
patients receiving radiotherapy for non-small cell lung cancer. Eur J Oncol Nurs. Dec 2003;7(4):231-41. 
doi:10.1016/s1462-3889(03)00046-2

12.	 Levkovich I, Cohen M, Karkabi K. The Experience of Fatigue in Breast Cancer Patients 1-12 Month Post-
Chemotherapy: A Qualitative Study. Behav Med. Jan-Mar 2019;45(1):7-18. doi:10.1080/08964289.2017.1399100

13.	 Stewart R, Richards HL, Houghton S, Sweeney P, Fortune DG. 'I Had It. I Don't Think I Have It...But I Do Feel 
It Will Come Back Somewhere': A Qualitative Investigation of the Experience of People With Non-Muscle 
Invasive Bladder Cancer. Qual Health Res. Sep 2023;33(11):969-982. doi:10.1177/10497323231170089

14.	 Shaha M, Bauer-Wu S. Early adulthood uprooted: transitoriness in young women with breast cancer. 
Cancer Nurs. May-Jun 2009;32(3):246-55. doi:10.1097/NCC.0b013e31819b5b2e

15.	 Vogel RI, Strayer LG, Ahmed RL, Blaes A, Lazovich D. A Qualitative Study of Quality of Life Concerns 
following a Melanoma Diagnosis. J Skin Cancer. 2017;2017:2041872. doi:10.1155/2017/2041872

16.	 Zubair HM, Khan MA, Gulzar F, et al. Patient Perspectives and Side-Effects Experience on Chemotherapy 
of Non-Small Cell Lung Cancer: A Qualitative Study. Cancer Manag Res. 2023;15:449-460. doi:10.2147/
CMAR.S396751

17.	 Price S, Long AF, Godfrey M. Exploring the Needs and Concerns of Women with Early Breast Cancer 
during Chemotherapy: Valued Outcomes during a Course of Traditional Acupuncture. Evid Based 
Complement Alternat Med. 2013;2013:165891. doi:10.1155/2013/165891

18.	 Moore RJ, Chamberlain RM, Khuri FR. A qualitative study of head and neck cancer. Support Care Cancer. 
May 2004;12(5):338-46. doi:10.1007/s00520-003-0532-y

Objective
	• To synthesize existing qualitative literature describing the experience of patients 

with early-stage breast, endometrial, head and neck, bladder, melanoma, non-small 
cell lung cancer (NSCLC) and renal cell carcinoma (RCC) cancers and develop a 
conceptual model of the patient experience in these populations.

Methods
Searches
	• A targeted literature search was conducted in OVID SP® (MEDLINE®, Embase®, 

PsycINFO) on October 10th 2023. Searches were limited to English language and 
to human subjects, and used relevant disease terms and/or methodological terms 
as key words and Medical Subject Headings. The literature search in breast cancer 
was limited to articles from the previous 10 years due to the extent of the literature 
available. Searches in the other cancer types were not limited by date. Review of the 
bibliographies of included articles and a supplementary Google Scholar search were 
also conducted to identify any additional articles.

Selection of studies 
	• Abstracts were considered eligible for full-text review based on the criteria in Table 1. 

Eligible abstracts were reviewed according to pre-defined ranking criteria based on 
study methodology (i.e. prioritization of qualitative or mixed-methods study designs) to 
inform the final selection of full-text articles to review. 

Table 1. Eligibility criteria used in abstract screening 

Inclusion criteria

Include if the source:

	• Includes adults (≥18 years of age), of any race or gender.

	• Includes patients diagnosed at early stage (i.e. in general, stages I to III, excluding metastatic 
cancer or unresectable stages I-III, unless otherwise specified below) with at least one of the 
following cancers:

	– Breast cancer

	– Endometrial cancer (any histology – stages I to IVA)

	– Head and neck cancer (stages I-IVA, including locally advanced)

	– Bladder cancer (muscle invasive and non-muscle invasive)

	– Melanoma

	– NSCLC (squamous and non-squamous), including:

•	 Surgically treated early-stage patients with stage Ib-IIIa NSCLC (AJCC V7), 
corresponding to stage II, IIIA and resectable IIIB (T3-4N2) NSCLC (AJCC V8)

	– Renal cell carcinoma (Stage I-IV; T1-T4, N0/M0).

	• References or describes the patient experience of early-stage cancer in at least one of the  
7 tumor types of interest (e.g., signs, symptoms and impacts of the disease, as reported 
directly by the patient).

	• Qualitative, mixed-methods, or quantitative observational studies that explore or report the 
patient experience in at least one of the 7 tumor types of interest.

Exclusion criteria 

Exclude if the source: 

	• Includes patients with metastatic or unresectable stages I-III cancers (unless specified 
otherwise in the inclusion criteria).

	• Includes any cancer types other than those specified in the inclusion criteria.

	• Reports information by anyone other than the patient (e.g., clinician or caregiver) and/or the 
information does not describe the patient experience of at least one of the seven early-stage 
tumor types of interest.

	• Is not published in English.

Table 3. Example quotes of early-stage cancer experiences 

Signs/symptoms (number of articles that reported the concept)

Pain (n=27) “Every day I’m battling pain which has totally changed me. I loved 
the way I was raised, I loved the priorities, I loved working hard, I 
loved physical activity, I loved being out in the woods, I like hiking, 
I like going camping. And all of those things are being taken from 
me.”9 (Cross-tumor: breast, head and neck and lung cancers)
“I felt pain in my leg bones and bodily aches for three days after 
receiving each chemotherapy cycle.”10 (Breast cancer)

Fatigue (n=18) “Oh I was dead beat. Slept in the morning, slept in the afternoon, 
slept at night, I’ve never felt tired like it.”11 (NSCLC)
“By the fourth treatment I had reached a state of complete 
exhaustion. Ah… I got up in the morning I remember, and I fell in 
the shower. I couldn’t hold myself up any longer.”12 (Breast cancer)

HRQoL impacts (number of articles that reported the concept)

Worry/anxiety (n=27) 
e.g., related to cancer 
diagnosis/prognosis, 
impact on family, and 
about scans/appointments 
and treatments. 

“At the time [diagnosis] I was extremely worried, as one would 
be”.13 (Bladder cancer)
“After receiving chemotherapy, I was worried about a decreased 
white blood cell count and afraid of infections, so I need to be in a 
hygienic environment.”10 (Breast cancer) 

Fear (n=18) e.g., fear 
of cancer recurrence, 
diagnosis and dying. 

“...I hope that the fear of recurrence will subside. Sometimes it 
feels like I can’t get it off my mind, especially when I have aches 
and pains. I assume the worst, which is just ridiculous. Why do I 
have to assume the worst? Why can’t I assume the best? I feel 
shell-shocked.”14 (Breast cancer)
“Fear, screaming. It’s a word [cancer] you don’t ever want to hear. 
That was my initial reaction. I was sure that, at the time, this is 
it, I’m dying, this is it. I was absolutely petrified and absolutely 
scared to death.”15 (Melanoma)

Low mood/depression 
(n=15) 

“… the phase of depression is quite hard.”16 (NSCLC)
“I felt sad every day, especially in the dead of night. I dare not cry 
in front of them, I knew they were sad too. I could only whimper 
under the blankets, sometimes all night.”17 (Breast cancer)

Low self-esteem/
confidence due to 
treatment (n=12)

“I have a lot of self-esteem problems associated with the treatments. 
The skin where they radiated does not feel the same and my mouth 
is dry all the time. I have to drink water all the time and the scar is 
noticeable don’t you think?”18 (Head and neck cancer)

Conclusions

	• Findings from this review demonstrate the significant burden of diagnosis with 
and treatment for early-stage cancers, particularly in terms of fatigue, pain, and 
psychological well-being. This review supports the assessment of these concepts 
using patient-reported outcome measures in future clinical studies that inform  
early-stage cancer drug development and evaluation.

	• Further qualitative research may help identify the most salient and clinically 
relevant concepts given the diverse range of concepts identified. Further 
qualitative research may also serve to generate data in populations where 
qualitative evidence in early-stage populations is currently lacking (i.e., RCC) or 
minimal (e.g., melanoma, NSCLC and bladder cancers). 

Table 2. Articles identified per cancer type 

Cancer type Articles (N=48)

Breast 23

Endometrial 7

Head and neck 6

Bladder 5

Melanoma 4

NSCLC 3

RCC 0

Results
Key findings
	• N=48 eligible articles were selected for review (see QR code for full reference list). 

Table 2 summarises the number of articles identified per cancer type. 

Signs/symptoms of early-stage cancers 
	• A total of 40 disease-related signs/symptoms and 25 treatment-related symptoms  

were identified across the included articles, some of which were identified as both 
disease- and treatment-related. 

	• Pain and fatigue were the most commonly reported disease- and treatment-related 
symptoms across the cancer types (breast, endometrial, head and neck, bladder, 
melanoma and NSCLC cancers); see Table 3 for supporting quotes. 

	• Otherwise, signs and symptoms reported by early-stage cancer patients generally 
corresponded with the specific cancer and/or treatment site or type of treatment 
received. For instance, respiratory symptoms in NSCLC (e.g. breathlessness/short of 
breath and cough), otolaryngeal symptoms in head and neck cancer (e.g., swallowing 
difficulties), dermatological symptoms in melanoma (e.g. dry/scaly skin, skin 
discoloration) and genitourinary symptoms in endometrial and bladder cancers  
(e.g. haematuria and vaginal bleeding). 

	• Frequently reported treatment-related symptoms included urological symptoms 
following bladder cancer treatments (e.g. urinary incontinence), lymphoedema as a 
common complication of surgery and radiotherapy, and hair loss, vomiting and nausea 
as common side effects of chemotherapy. 

HRQoL impacts
	• A total of 52 disease-related HRQoL impacts and 25 treatment-related HRQoL 

impacts were identified across the articles, some of which were identified as both 
disease- and treatment-related. 

	• Psychological impacts were most frequently reported across cancers, primarily  
worry/anxiety, fear of recurrence, of their diagnosis, of dying, low mood/depression 
and low self-esteem due to treatment effects; see Table 3 for supporting quotes. 
Other reported impacts included impacts on social life (e.g., impact on relationships), 
difficulties with activities of daily living, physical functioning (e.g., reduced physical 
activity) and impacts on finances and work (e.g., discontinued working).

Figure 1. Conceptual model of the most frequently reported disease- and treatment-related signs, symptoms and impacts in early-stage cancer

Signs/symptoms
Systemic

Pain

Genitourinary

Otolaryngael

Cognitive

Gastrointestinal

Dermatological

Respiratory

Lumps and masses

Neurological

Other

• Fatigue/tired/lack of energy (n=13)1,4,6 (n=7)1,3,6

• Loss of appetite (n=5)1,4,6

• Lymphedema/oedema (n=5)1,2 (n=4)1,2,5

• Changes in appetite/taste (n=3)3,6

• Fever (n=3)1,4

• Infection (n=3)1,4

• Immunocompromised (n=3)1,6

• Weight gain (n=3)1

HRQoL impacts
Psychological/emotional

• Fear (n=19)1,3-6 (n=5)1,3,6 
• Worry/anxiety (n=19)1-5 (n=14)1,2,4,5

• Feeling depressed/low mood (n=12)1,3-6 (n=5)1,2,4

• Low self-esteem/body confidence (n=11)1-5

• Experiencing psychological/emotional distress
 (unspecified) (n=9)1-6 (n=3)4-6

• Identity (n=8)1-3,5 (n=4)1,2,4

• Feeling isolated/lonely (n=7)1,4,5

• Feeling shocked/disbelief (n=7)1,4,5

• Feeling unconcerned by diagnosis (n=6)1,3-5

• Feeling angry/irritable (n=5)1,3-5 (n=4)1

• Feeling hopeful/optimistic (n=5)1-4,6

• Feelings of uncertainty (n=5)1,4

• Feeling overwhelmed (n=4)1,2,5

• Blaming self/feeling regret (n=4)1-3,5

• Feeling stressed (n=4)1,2,5

• Feeling frustrated (n=3)1,5

Concept classification
n=number of sources in which concept was identified
1=Breast cancer, 2=Endometrial cancer, 3=Head and neck cancer, 4=Bladder cancer, 5= Melanoma, 6=Non-small-cell lung cancer, 7=Renal cell carcinoma
Blue text=concepts were associated with disease-related HRQoL impacts; Orange text=concepts were associated with treatment-related HRQoL impacts

Social

Existential

Financial

Sleep

Activities of daily living

• Difficulties in daily life (unspecified) (n=5)1-4,6 (n=5)1,4,5

• Difficulty doing regular leisure activities (n=5)1,4-6 (n=2)4,5

• Thinking about availability of toilets (n=3)4

• Difficulties with household tasks/chores (n=2)1

Work

• Discontinued working (n=8)1,3,6 (n=2)1,5

• Sought flexibility in working hours/location/workload (n=4)1,3,5 (n=2)1

• Work impact/ability to work (unspecified) (n=4)1,3,5

Physical functioning

• Reduced physical activities/functioning (unspecified) (n=7)1,4,6

• Difficulty walking (n=5)4-6

Neurological

• Neurocognitive impairments (n=1)1

• Peripheral neuropathy (n=1)1

• Social support (n=24)1-6

• Impact on romantic relationships (n=12)1,2,4,5 (n=4)1,2

• Impact on non-romantic relationships (n=12)1-3,5 (n=1)1

• Social support (n=7)1,5,6

• Support from others (n=4)1,4    

• Insurance (n=7)1,3,5

• Financial difficulties (n=5)1,3,6

• Financial difficulties due to treatment costs (e.g. travel) (n=3)1,5,6

• Requiring financial support (n=2)1,6

• Post-traumatic growth (n=10)1-3,5,6

• Acknowledgement of mortality (n=3)1,4

• Disruption to sleep/sleep habits (n=4)1,4,6 (n=4)1

• Poor sleep quality (n=1)1 (n=1)1

• Pain (n=16)1,3-6 (n=12)1-3,5,6

• Vaginal bleeding (n=3)2

• Hematuria (n=2)4

• Vaginal dryness (n=2)1,2

• Urinary incontinence (n=2)4

• Changes in menstrual cycle (n=2)1

• Swallowing difficulties (n=3)3,6

• Dry/sore throat/mouth (n=3)1,3

• Ulcer (n=2)1

• Loss of memory (n=2)1,4

• Nausea (n=7)1,4,6

• Vomiting (n=5)1,6

• Constipation (n=3)1,4

• Diarrhea (n=2)2,4

• Abdominal discomfort (n=2)1

• Heartburn (n=2)1,6

• Hair loss (n=6)1,6

• Scarring (n=3)3,5

• Discoloration (n=2)1 (n=1)5

• Breathlessness/short of breath (n=2)6 (n=2)1,4

• Cough (n=2)1,6 (n=2)1,6

• Mass (n=3)1,3,5

• Numbness (n=2)2,5

• Poor mobility after treatment (n=7)1,4,5

• Hot flashes/flushes (n=4)1 (n=1)1

• Menopausal symptoms (n=3)1,2

• Use of medical devices following treatment (n=3)2,4

Development of a conceptual model
	• A conceptual model was developed following data extraction and review of all  

patient-reported concepts relevant to disease-and treatment-related signs/symptoms 
and HRQoL impacts of early-stage cancer according to the article content  
(see Figure 1). 
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