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Qualitative Study to Identify Patient-Perceived Impacts of Locally Advanced Cutaneous Melanoma 

The incidence of cutaneous melanoma has steadily risen by 3% to 8% annually over several 

decades, and now represents a lifetime risk of 1 in 50 men in the United States and 1 in 25 

men in Australia ¹‚³.  Five-year survival for Stage III patients ranges from approximately 24% 

(gross nodal disease) to 70% (microscopic nodal disease), and drops to approximately 10% 

for Stage IV patients ². 

Provectus Biopharmaceuticals, Inc. is conducting a clinical program evaluating PV-10, a 

sterile, nonpyrogenic saline solution of rose bengal disodium (10% RB w/v) as an 

investigational oncolytic immunotherapy for solid tumors.  

Patient-reported assessment of symptoms and quality of life can provide a basis for 

supporting the clinical significance of objective response parameters. Provectus 

commissioned qualitative patient interviews to identify sign, symptom and impact concepts 

most relevant and important to patients with locally advanced cutaneous melanoma.  The 

interview data serve to support the content validity of concepts that may be included in a 

patient-reported outcome (PRO) measure used to assess the concepts in trials of PV-10.  
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OBJECTIVE 

METHODS 

CONCLUSIONS REFERENCES 

Adults with a clinical diagnosis of locally advanced cutaneous melanoma were recruited from 

three clinical sites (two in the U.S. and one in Australia).  Table 1  

Subjects were 18 years of age or older at the time of study screening and had AJCC stage 

IIIB, IIIC or IV M1a recurrent, satellite or in-transit cutaneous or subcutaneous melanoma. 

Each subject attended one visit to complete informed consent and the scheduling process. 

The interview sessions were conducted over the phone and were audio recorded, transcribed 

and coded using Atlas.ti software to organize concepts expressed by patients into groupings 

with similar content. Table 2  

The qualitative telephone interviews followed a semi-structured interview guide that used both 

open-ended exploration and specific follow-up probes.   Example questions from the CE 

interview guide are presented in Figure 1.   

This study involved qualitative telephone interviews in the United States and Australia with 

patients diagnosed with locally advanced cutaneous melanoma. The objectives of this 

qualitative exploration were to: 

• Understand the day-to-day experience of the signs/symptoms of locally advanced 

cutaneous melanoma from the patient’s perspective 

• Understand the day-to-day experience of the impacts of locally advanced cutaneous 

melanoma from the patient’s perspective 

• Understand, in depth, the patient’s experience of the signs/symptoms and impacts to 

explore the pattern of the locally advanced cutaneous melanoma signs/symptoms and 

impacts in terms of their frequency and severity 

Twenty-two patients were interviewed across the three participating clinic sites. Table 1  

Among interview participants, the mean age was 70 years (range 52-83), and 64% were male 

with 13 (59%) in stage IIIC, eight (36%) in stage IIIB, and one (5%) in stage IV M1a. There 

were 392 distinct patient expressions of symptoms related to melanoma in the transcript 

database.  

Through semi-structured qualitative interviews, we identified a core set of patient-relevant 

impacts that should be considered when evaluating experiences with melanoma:  
 

• Worry/Concern 

• Altered Clothing Choices  

• Limitations to Physical Functioning 
 

Additional research is needed to further refine this set for use in patient-reported assessments.  
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Table 1: Subject Recruitment by Site 

Table 2: Summary of Impact Concept Code Frequency Totals by Sub-Domain 

Figure 1: Example Questions used in CE Process 
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Symptoms most frequently described were: 

• Changes in skin appearance (72% of all symptom expressions); this includes spreading to 

surrounding skin, appearance of a bump or lump, increase in number of lesions and skin 

discoloration 

• Skin pain and discomfort related symptoms such as bleeding, itchiness, painful sores, sores 

that don’t heal and swelling made up (24%) of all symptom expressions 

• Other symptoms reported (4%) include flu-like symptoms and tiredness  
 

The impacts of these symptoms on the daily lives of patients were reflected in 498 distinct 

patient expressions identified in the transcript database. Table 2 provides a summary of the 

impact concept code frequencies.  

 

Interview participants were asked to rate the overall difficulty they had in coping with each of 

the impacts they’d experienced. Table 3 shows all reported impact (rated by 2 patients or 

more) difficulty ratings (using an 11-point NRS).  Responses ranged from 0.0-10.0.   Impact 

concepts with the highest mean ratings included: 

• Emotional Health in General  

• Sadness/Depression 

• Physical Functioning Limited 

Table 3: Impact Difficulty Ratings (Among Impacts Rated by ≥ 2 Patients)  

Site Principal Investigators CE Interviews Completed 

Moffitt Cancer Center Jonathan S. Zager, MD 17 

Huntsman Cancer Institute Robert Andtbacka, MD 3 

Melanoma Institute Australia John F. Thompson, MD 2 

TOTAL 22 

  

 

Typical open-ended questions were constructed like the examples below: 

A. To start, can you tell me when you first noticed symptoms related to melanoma?  

B. So, you have just mentioned that you felt ____, ____, ____ when your melanoma was first 
diagnosed. Can you talk a little more about these symptoms? 

 How often did you experience these symptoms?   

 Can you describe how these symptoms changed over time? 

 Did any of your symptoms go away? Did any new symptoms appear over time? 

 Looking back over the course of events since these difficulties started, how would you 
describe your worst symptom? 

C. As you have been talking, I have been writing down the different symptoms you have talked about. 
The ones you have mentioned so far are: ____, ____, ____ [read symptoms so far]   Are there any 
other symptoms that you have that might be related to the melanoma? 

D. The next section changes the focus over to how your everyday life is affected by these difficulties. 

 How does melanoma affect your daily life? 
o What activities have you had to cut back on because of your melanoma? 
o What types of activities would you do if you didn’t have melanoma? 

 How would you describe your relationships with others since you were diagnosed with 
melanoma? 

 Now I am going to describe some other ways in which melanoma can affect people’s life. As I 
read the list, please tell me if you recognize any of these. 

 Which of these impacts are the most difficult for you in terms of how they affect your life? 
 

Typical follow-up probe questions about each impact experienced by the patient: 

 How often do you usually experience this problem? 
 How does the impact change with treatment? 
 Has the severity of the impact changed over time? How has it changed for you since you first 

experienced this impact? 
 How does the location of the melanoma change this impact? 
 How do you cope with this impact? 
 Do experience any consequences from this impact? Do you go about your life differently when you 

experience this impact? 
 Is there anything that makes this impact more difficult to handle? 
 Is there anything that makes this impact less difficult to handle? 

 
IMPACT DIFFICULTY RATINGS  (0=not difficult at all, 10=extremely difficult) 

Impacts Reported on….. 
Subjects N=22 (100%) 

n Mean Median SD Min Max 

Emotional Health/Self-Perception:  

Emotional Health in General 5 8.7 9.0 1.0 7.5 10.0 

Sadness/Depression 3 7.7 8.0 2.5 5.0 10.0 

Stress 3 6.0 8.0 5.3 0.0 10.0 

Fear 3 5.3 8.0 4.6 0.0 8.0 

Worry/Concern 9 4.7 5.0 1.9 2.0 8.0 

Anxiety 2 3.5 3.5 4.9 0.0 7.0 

Limitations to Lifestyle and Activities: 

Exercise/Sports 8 7.6 8.0 2.1 3.0 10.0 

Social Activity 6 7.5 8.0 2.0 4.0 10.0 

Physical Functioning 11 6.9 7.0 2.0 4.0 10.0 

Work/School 4 5.9 6.3 2.3 3.0 8.0 

Leisure Activity 8 5.3 6.0 3.0 0.0 9.0 

General Productivity 2 4.0 4.0 1.4 3.0 5.0 

Relationship Difficulties:   

Relationships with Partner 3 7.0 8.0 1.7 5.0 8.0 

Relationships with Others 3 4.3 3.0 3.2 2.0 8.0 

Coping Strategies:   

Sun Protection 4 5.0 4.5 3.9 1.0 10.0 

Altered Clothing Choices 9 3.7 3.0 3.0 0.0 10.0 

Other Impacts:   

Sleep Disturbances 2 7.8 7.8 3.2 5.5 10.0 

Treatment Burden 2 3.0 3.0 4.2 0.0 6.0 

 

Melanoma Related Impact 

Sub-Domains 

Number 

Patient 

Language 

Expressions 

within Concept 

% of Total 

Impact 

Expressions  

(N = 498)  

Number of 

Transcripts 

Contributing 

to Concept 

Expression 

% of 

Transcripts 

Contributing  

(N = 22) 

Emotional Health/Self-Perception 203 40.8% 21 95.5% 

Limitations to Lifestyle and 

Activities 141 28.3% 19 86.4% 

Coping Strategies 101 20.3% 18 81.8% 

Relationship Difficulties 26 5.2% 10 45.5% 

Additional Impacts* 27 5.4% 10 45.5% 

*Additional Impacts include: sleep disturbances, treatment burden, financial burden, weight gain and overall quality of 

life. 

 


