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Setting: The TARGIT-A randomised clinical trials of targeted intraoperative radiotherapy during 
lumpectomy (TARGIT-IORT) vs whole breast radiotherapy (EBRT_ and delayed TARGIT-IORT vs 
EBRT (n=1153), recruited women with early breast cancer diagnosed in 33 centres in 12 
countries, between March 2000 to June 2012. 
We planned to recruit all UK patients from the TARGIT-A trials for extended follow-up. This was 
the first randomised trial of intraoperative radiotherapy for breast cancer.

Recommendations for future research: To investigate why treatments proven in large 
international randomised trials showing patient benefit and are cost-effective, are not widely 
adopted in the UK whilst they are included in almost every other country’s clinical practice 
guideline and widely adopted worldwide, to assess the influence of preconceived notions, 
conflicts of interest, and improve NICE processes. 

Conclusion: 
• In the UK, 95% patients are willing to be followed up long-term. 
• It is feasible to collect follow up data for long-term health conditions accurately from patients 

with direct patient contact together with NHS Digital. 
• It leads to a substantial increase in the length of follow up and number of relevant events, at 

a low cost. 
• Our new approach could be adopted as an efficient method of obtaining long-term follow up 

data from patients in randomised clinical trials.
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Results: 
• 607 of 714 UK patients originally recruited in the TARGIT-A trials were initially eligible 

(dead/withdrawn not eligible). 
• Of these, 94.5% (574/607) status / reason for non-participation was ascertained.
• Of these, 87% (502/574) patients’ health status could be determined. 
• Of these, 73% (366/502) or 60.3% of the total (366/607) were found to be in good health, 

provided valid consent for TARGIT-X and their health status.
• Less than 5%(25/502) patients were unwilling to participate: 23 declined and 2 withdrew. 
• An additional 103 deaths recorded: doubling the initial number to 203. 
• A 65% overall survival at 15 years shows that unlike other PBI trials, TARGIT-A was NOT a 

low-risk cohort
• The quality of data returned by patients was very good (e.g., mismatch rate for recording 

date <0.1%(1/1470 forms). 
• Patients  who participated increased their follow up by a median 6 years (to 14 years (IQR 

13 to 16)). 
• The cost, including research funds, was < £60/patient/year of follow up.
• Limitations included difficulties in receiving data from NHS Digital due to their due to 

repeated organisational changes, plus unexpected price rises in the costing of data 
download.
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Methods: 
• We assessed the feasibility of recording whether patients are alive and their current health 

status including events related to breast cancer, and effects of radiotherapy such as lung 
cancer diagnoses, by direct patient contact and data from NHS Digital (health episodes, 
diagnoses and death). 

• Patients were consented in collaboration with the recruiting site and then contacted annually, 
if appropriate, directly by the trial centre. 

• We calculated the proportion of eligible patients whose status could be ascertained, 
contacted, consented and provided follow up information via direct patient contact and/or 
NHS Digital data. We estimated the additional years of follow up and its cost. 

Introduction: Many diseases including breast cancer have a long natural history. Therefore, 
longer-term effects of treatments are important for patients and for their full evaluation. 
However, trial follow up data are collected by specific staff and funded for a relatively short 
duration. We evaluated whether we could collect follow up information for patients in a breast 
cancer randomised clinical trial by direct patient contact and data from national registries. 


