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Pre-defined 

metrics

Proceed with 

minor changes

Proceed with 

significant 

modifications

Do not 

proceed

Results

Recruitment 50 or more 

patients recruited

25 – 49 patients 

recruited

24 or fewer 

patients 

recruited

28 participants randomised

Treatment 

fidelity

At least 80% of 

randomised 

participants 

receive allocated 

treatment

At least 70% of 

randomised 

participants receive 

allocated treatment

Less than 69% 

of randomised 

participants 

receive 

allocated 

treatment

No participants chose to change 

treatment arms or withdraw from 

their allocated treatment

20 (71%) of participants 

received allocated treatment. 

Eight participants deviated from 

planned treatment, but 

deviations were in line with 

protocol and standard practice.

Rate of 

assessment 

attrition at 3 

and 6 months

Less than 30% at 

3 and 6 months

Less than 60% at 3 

and 6 months

61% or more 

at 3 and 6 

months

14 (50%) did not provide 

useable QLQC-30 Global Health 

Status outcome at 3 months

16 (57%) did not provide 

useable QLQC-30 Global Health 

Status outcome at 6 months

• 276 patients with stage III-N2 NSCLC were assessed for 

eligibility; 224 (81%) were ineligible. 

• Of the 52 eligible patients, seven declined a research 

consultation (e.g., not approached due to strong 

treatment preference and therefore did not want to 

discuss the study), 17 patients formally declined.

• Of the 45 patients approached, 28 (62%) patients and 

nine of their carers consented. 

• COVID-19 delayed site opening and impacted 

recruitment. 

• No patients swapped or withdrew from their 

treatments; 13 (46%) patients completed 6-month 

questionnaires. 

• Feasibility metrics (amber rating) were met but with 

significant challenges. 

Results

All  patients with N2 discussed at 
recruiting MDTs (n=276)

Eligible 
(n=52)

Randomised 
(n=28)

Surgery 
(n=14)

Baseline 
(n=14) 

Questionnaires 
returned (n=12)

Questionnaires 
with valid 

QLQC30 global 
score (n=12)

No 
surgery 
(n=14)

Baseline 
(n=14) 

Questionnaires 
returned 

(n=14)

Questionnaires 
with valid 

QLQC30 global 
score (n=12)

Declined 
(n=24)

Declined 
research 

consultation 
(n=7)

Patients 
had 

treatment 
preference 
and did not 

want to 
discuss the 

study

Declined 
participation 

(n=17)

Reasons for decline:

- Treatment preference (n=9)

- Unknown (n=6)

-  Did not want to complete 
questionnaire (n=1)

-  Concern about 
randomisation and treatment 

preference (n=1)

Ineligible 
(n=224)

Reasons for ineligibility:  

- Lack of fitness (n=105)

- Unresectable (n=67)  

- Lack of fitness and 
unresectable (n=36)

- MDT did not have 
equipoise (n=8)

- Other (n=8)

Background & Aims

• Optimal treatment for stage III-N2 non-small cell lung cancer 

(NSCLC) requires surgical or non-surgical multi-modality 

treatment. 

• Studies have failed to demonstrate superiority of either 

approach. 

• Evidence exploring patient/carer quality of life across the 

different treatment pathways is limited. 

• Data describing the N2 population in the United Kingdom 

(UK), and the proportion of patients with resectable disease 

is also limited.
Aim: To determine the feasibility and acceptability of 

conducting this trial whilst addressing the above. 

Figure 2: Consort diagram showing flow of patients through the recruitment phase

Table 1: Pre-defined feasibility success metrics and how they were met

Participant group Overarching theme Sub-theme Quote

Consented patient

Pre-trial experience
Motivation to 

participate

“You know, if there’s anything I could do to help then 

I would do. So that’s why I got introduced to the 

PIONEER study really.”

Impact on patient and 

carer QOL

Impact on patients 

QOL 

“So that’s the impact, my social life has been 

curtailed but it’s been if you like tweaked and finer 

tuned so that I can carry out the important things, if 

it’s a family meeting or whatever”

Consented carer

Impact on carer
Psychological 

impact

“Yeah it’s obviously quite a worrying time, there’s 

lots and lots of information that needs to be 

processed, there’s lots of decisions that need to be 

made that could be life altering so yeah 

psychologically I think it’s a tough period for anybody 

to go through”

Role of carer Attitudes to caring

“I wouldn’t say it was a burden because you know I’d 

do anything for friend or family or somebody I was 

caring for so I wouldn’t say it was a burden”

Multidisciplinary 

team (MDT) 

member

Role of clinician Clinician bias

“If they are of a good performance status then any 

difficulty in recruitment is generally clinician based, 

not wanting to recommend the trials”

Patient factors Patient preference
“I think if they were a bit older they kind of wanted 

the radiotherapy route rather than surgery, if they 

were a bit younger they wanted the surgery route” 

Declined patient
Decision making 

process
Reason for decline

“But because of the two treatment paths and I had a 

kind of clear way forward that would suit me better, 

that was the only reason I turned it down. And I was 

a bit sad to do that” 

Table 2: Examples of themes from qualitative interviews

Methods: Randomised controlled feasibility trial recruiting 

from eight UK sites. 

Figure 1: Flow diagram showing trial methodology 
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