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Background
• Improved quality of life (QoL) with 177Lu-DOTATATE treatment in GEP-NETs 

has been documented in clinical trials
• In clinical practice there is a focus from disease-centered to patient directed 

model
• Better integration of patient perspectives and improved communication 

between patients and physicians is facilitated by clinical use of QoL tools
• The standard QoL assessment for GEP=NETs is with the EORTC QLQ-C30 and 

QLQ-GI.NET21 which are time consuming and complex to score and 
interpret

• The ESAS-r is a simple validated tool designed for clinical QoL assessment 
but has not been assessed in NET populations

Methods (Click)

• Prospective non-randomized open label phase II clinical 
trial

• Enrollment April 29, 2014 - ongoing

Study Design

• Age ≥ 14 to 90 y.o.
• Metastatic un-resectable GEP-NETs
• Somatostatin receptor positive with size at least 1.5cm
• Bloodwork within accepted range

Study Population

• EORTC QLQ-C30 with GI.NET21 and ESAS-r
• Performed at baseline and prior to every treatment

QoL Assessment

• STATA 15
• Repeated measures ANOVA

Data Analysis

Results (Click)
• 85 patients included for analysis

• 68% G.I. 24% pancreatic and 11% unknown but suspected GI 
primary

• Relatively high mean global health status of 68.1 by EORTC and 
low total symptom distress score (TSDS) of 18.2 by ESAS-r at 
baseline

• No change in mean global health status or TSDS after four 
treatment cycles

• Clinically and statistically significant improvement in insomnia, 
endocrine symptoms and G.I. symptoms in addition to social 
functioning by EORTC questionnaires

• Statistically but not clinically significant improvement in mean 
anxiety and emotional distress by ESAS-r questionnaire

Each QoL assessment tool has inherent benefits and limitations which must 
be considered in clinical use. The EORTC questionnaires remain the standard 

and incorporation into clinical practice with modifications such as 
computerized assessment and scoring could encourage its use. The utilization 
of a QoL tool, rather than none, is preferred; consequently, the utilization of a 
simple tool such as the ESAS-r can still offer some benefit to the patient and 

help direct treatment - as long as its limitations are kept in mind. 

Discussion
• Ours is the first study to evaluate QoL tools for direct clinical 

application in GEP-NETs
• ESAS-r provides a quick and easy to interpret tool for QoL

evaluation
• It is not NET specific and as such may not be as sensitive in 

this population
• It does detect changes in QoL but not to the same degree as 

the EORTC QLQ questionnaires
• EORTC QLQ-C30 with GI.NET21 is a NET specific validated tool

• It is more complex and time consuming, but better reflects 
QoL in the NET population

Conclusion

Figure 1. ESAS-r Scores
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Materials and Methods

• Typical regimens consist of a maximum of four cycles of Lu with mean activity 5.2-5.55GBq per cycle
• Our protocol: up to 12 cycles

• Induction: 4 cycles of up to 5.55GBq per cycle q10weeks 
• Maintenance: up to 8 cycles of low dose 3.7GBq per cycle q6months

Lutetium Treatment

• Questionnaire administered at baseline and each follow-up visit
• European Organization for Research and Treatment of Cancer (EORTC) quality of life questionnaire, Version 

3.0 (QLQ-C30) and QLQ-GI.NET 21
• - Validated patient based QoL questionnaire
•- 30 questions assessing parameters through single or multi item questions
• - Global health status, functional scales, symptom scales

• - All parameter scores transformed through grading scale calculations to 100 point scale
• - Clinically significant changes are established as mean score change of at least 5 to 10 points

• Edmonton symptom assessment system revised (ESAS-r)
• - Easily completed by patients within minutes

• - Commonly utilized in both palliative care and general oncology
• - Assesses 9 individual symptoms on a 10 point scale with option for additional patient reported 

symptom
• - Scored as single symptom 10 point scores and three simple summative scores

• - Total symptom distress score (TSDS), emotional score (ES), physical score (PS)
• - Clinical significant changes for single items are 1 point, 3 points for TSDS and PS, 2 points for ES

QoL Assessment
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Results Part 1

Table 2. NET Diagnosis
N (n=85) (%)

Site of Primary
Pancreas 20 24
GI 58 68
Unknown Primary
(presumptive GNET)

9 11

Metastasis
Liver 77 91
Bone 19 22
Mesentery 18 21
Lymph Nodes 20 24

Ki-67
<2% 26 31
2-20% 33 39
>20% 3 4
Unknown 23 27

Table 1. Patient Characteristics
N
(n=85)

(%)

Age
20-49 10 11
50-69 49 57
70-90 26 31

Sex
Male 49 58
Female 36 42

ECOG
0 54 64
1 27 32
2 4 5

Previous 
Treatment

Surgery 62 73
SSA 61 72
Chemotherapy 12 14
mTOR, TKI 5 6
Locoregional
Therapy

6 7

Table 3. EORTC QLQ C-30 and GI.NET21 

** P < 0.05

Table 4. ESAS-r

CLICK TO ADVANCE 
TO GRAPHS

TAP TO GO BACK 
TO KIOSK MENU



Results Continued
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Figure 2. QLQ-GI.NET21 Scores
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Figure 3. QLQ-C30 Scores
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