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Background

mproved quality of life (QoL) with 177Lu-DOTATATE treatment in GEP-NETs « 85 patients included for analysis ESASIaal Scores

nas been documented in clinical trials * 68% G.l. 24% pancreatic and 11% unknown but suspected Gl Wellbeing

n clinical practice there is a focus from disease-centered to patient directed primary Anxiety

model e Relatively high mean global health status of 68.1 by EORTC and T

Better integration of patient perspectives and improved communication low total symptom distress score (TSDS) of 18.2 by ESAS-r at

between patients and physicians is facilitated by clinical use of QoL tools baseline DySp”-ea

The standard QoL assessment for GEP=NETs is with the EORTC QLQ-C30 and « No change in mean global health status or TSDS after four Lack of appetite

QLQ-GI.NET21 which are time consuming and complex to score and treatment cycles Nausea ME———

interpret  Clinically and statistically significant improvement in insomnia, Drowsiness | — I
The ESAS-r is a simple validated tool designed for clinical QoL assessment endocrine symptoms and G.l. symptoms in addition to social TN eSS T —
but has not been assessed in NET populations functioning by EORTC questionnaires P i

o
o

, * Statistically but not clinically significant improvement in mean _ 05 1.0 15 50 55 3.0 35
Methods (CIle) anxiety and emotional distress by ESAS-r questionnaire Composite Scores

Emotional T

° Prospective non-randomized open label phase Il clinical e Qursis the first study to evaluate Qol tools for direct clinical
trial application in GEP-NETs
e Enrollment April 29, 2014 - ongoing * ESAS-r provides a quick and easy to interpret tool for QoL Physical I—
- evaluation Better Worse
e Itis not NET specific and as such may not be as sensitive in 0.0 20 Y e SO 20 L0 A Aes 1s0 200

[ ]
ge 2 = 0 vo * It does detect changes in QoL but not to the same degree as

e Metastatic un-resectable GEP-NETs the EORTC QLQ questionnaires
o Somatostatin.receptor positive with size at least 1.5cm . EORTC QLQ-C30 with GI.NET21 is a NET specific validated tool The authors have no financial relationships to disclose
* Bloodwork within accepted range * Itis more complex and time consuming, but better reflects

Acknowledgements

QoL in the NET population

Conclusion

- i
Each QoL assessment tool has inherent benefits and limitations which must - ﬁl"f:r .. .E
be considered in clinical use. The EORTC questionnaires remain the standard _ Cl HR | RSC Alberta Health A H F‘M R
and incorporation into clinical practice with modifications such as o serviees roRneDtci estaci
computerized assessment and scoring could encourage its use. The utilization

of a QoL tool, rather than none, is preferred; consequently, the utilization of a Correspondence

° simple tool such as the ESAS-r can still offer some benefit to the patient and ,
o ;ZApTeA;tleSd measures ANOVA i help direct treatment - as long as its limitations are kept in I?nind. B!anka >aravana-Bawan, MD i AN]{.JV]iRES II.I-{IIQA
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e EORTC QLQ-C30 with GI.NET21 and ESAS-r
e Performed at baseline and prior to every treatment
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i e Typical regimens consist of a maximum of four cycles of Lu with mean activity 5.2-5.55GBq per cycle
AR R e Our protocol: up to 12 cycles
l e Induction: 4 cycles of up to 5.55GBq per cycle g10weeks
e Maintenance: up to 8 cycles of low dose 3.7GBqg per cycle gbmonths

breatmet L asvannaires

e Questionnaire administered at baseline and each follow-up visit
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S ety e European Organization for Research and Treatment of Cancer (EORTC) quality of life questionnaire, Version
l 3.0 (QLQ-C30) and QLQ-GI.NET 21
. - Validated patient based QoL questionnaire
& AW g CODWWIC==mT . . . . . .
[ oL el 1 e - 30 questions assessing parameters through single or multi item questions
l . - Global health status, functional scales, symptom scales

o - All parameter scores transformed through grading scale calculations to 100 point scale
e - Clinically significant changes are established as mean score change of at least 5 to 10 points
mmmmmmm . * Edmonton symptom assessment system revised (ESAS-r)
s . - Easily completed by patients within minutes
e - Commonly utilized in both palliative care and general oncology
ttttttttttttt e - Assesses 9 individual symptoms on a 10 point scale with option for additional patient reported

blosodwaork to (T oy
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symptom
i e - Scored as single symptom 10 point scores and three simple summative scores
o IS IEDDW . - Total symptom distress score (TSDS), emotional score (ES), physical score (PS)
i e - Clinical significant changes for single items are 1 point, 3 points for TSDS and PS, 2 points for ES
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Please circle the number that best describes how you faal NOWY:

Mo Fain o 1 2 3 4 5 6 T B 9 10 WWorst Possible
Hain

Mo Tiredness o 1 2 3 4 5 6 T B 9 40 VWorst Possible
[ Troamess = fack of anangy) Tiredness

MoDrowsimess 0 1 2 3 4 &5 6 T B 9 10 Worst Possible

(Mroawsnass = faahng sheeoy) Orowsiness

Mo Mauses 0 1 2 3 4 &5 & T B 9 10 ‘Worst Possible
~EUsSEs

Mo Lack of o 1 2 3 4 5 6 T B 9 10 Worst Possible

Apoetite Lack of Appetite

Mo Shortness o 1 2 3 4 5 6 T 8B 9 10 WWorst Possible
of Breath Shortness of Breath

MocDepression 0 1 2 3 4 &5 6 T B 9 10 WWorst Possible

(ODopressian = fesing sod) Depression
Mo Anxiety o 1 2 3 4 &5 6 T 8 9 10 VWorst Possible
(Armnoty = fechng noervous) Anxiety

Best Weallbeing o 1 2 3 4 5 6 7 8B 9 10 WWorst Possible
(Haihaing = bow pou el ouans] (g gzl o lgle

Mo 0 1 2 3 4 5 6 T 8 9 10 Worst Possible
Othar Problem (far sxarms corsipanan

Completed by (check cne):

Fatient's Name [] Fatient
Clate Time (] Family caregiver |
(] Health care professional caregiver

[] Caregiver-assisted

BODY DlAGRAM O REVEREE SI0E
ESAST

Aras: “ExnwEr-a 310



& ENGLISH

EORTC 0OLO - GINET21 TAP TO GO BACK

TO KIOSK MENU

Patients sometimes report that they have the following symptoms or problems. Please indicate the extent
to which you have expenenced these symptoms or problems duning the past week Please answer by
curcling the mumber that best applies to you

During the past week: Not A Quite Very
atall lLitde abit much

31. Dhd you have hot flushes? 1 2 3 4
32. Have you noticed or been told by others that you looked flushed/red? 1 2 3 4
33. Ihd vou have mght sweats? 1 2 3 4
3. Ihd you have abdomanal discomfort? 1 2 3 “+
35. [Dhd you have a bloated feeling m your abdomen? 1 2 3 4
36. Have you had a problem wath passing wind/gas/flatulence? 1 2 3 =
37. Hawve you had acid indigesthon or beartburn? | 2 3 4
38. Have you had difficultes wath eating’ 1 2 3 -
39. Have you had side-effects from your treatment?

(If vou are not on treamment please circle N/4) N/A 1 2 3 -+
40. Have you had a problem from repeated mjections?

(If not having mjecrions pleasze circle N/A) N/A 1 2 3 4
4] Were you womed about the tumour recurmng m other areas of the body? | 2 3 4
42. Waere you concerned about disrupton of home hfe? 1 2 3 4
43. Have you womed about your health 1n the future? 1 2 3 4
44. How distressing has vour illness or treatment been to those close to you? 1 2 3 4
45. Has weight loss been a problem for you? 1 2 3 4
46. Has weight gain been a problem for you? 1 2 3 4
47. Dhd vou worry about the results of your tests?

(If vou have not had tesiz please circla N/A) N/A 1 2 3 4
48. Have you had aches or pains m vour mmscles or bones? 1 2 3 4
49. [hd you have any hmutations m your ability to travel” 1 2 3 4
During the past four weeks:
50. Have you had problems recerving adequate informaton

about your disease and treatment? 1 2 3 4
51. Has the disease or treatment affected your sex life (for the worse)?

(If not applicable please circle N/A) NA 1 2 3 4

- QLQ-GINET?] Copyright 2004 EORTC Quality of life Group. All rights resarved. (phase I modul)



Table 1. Patient Characteristics

Age
20-49
50-69
70-90

Sex
Male
Female

ECOG
0
1
2

Previous

Treatment
Surgery
SSA
Chemotherapy
mTOR, TKI
Locoregional
Therapy

Table 2. NET Diagnosis
Site of Primary
Pancreas

Metastasis

Ki-67

Gl

Unknown Primary
(presumptive GNET)

Liver

Bone
Mesentery
Lymph Nodes

<2%
2-20%
>20%
Unknown

N
(n=85)

10
49
26

49
36

54
27
A

62
61
12

N (n=85)

20
58
9

77
19
18
20

26
33

23

(%)

11
57
31

58
42

64
32

/3
72
14

(%)

24
63
11

91
22
21
24

31
39

27

Results Part 1

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

EORTC scale Mean (p-value)
Baseline Past Treatment 4
Global Health Status B3.1 66.4
[60.57, 75.62] |57.33, 75.52]
Functional Scales
Physical Functioning | 80.50 82.13
[73.76, 87.25] [75.86, B8.41]
Rale Functioning | 76.74 77,13
[68.14, B5.35] [67.9, B6.36]
Emotional Functioning | 70.14 73.15
[62.15, 78.13] [64.51, 81.78]
Cognitive Functioning | 75.0 76.39
[65.52, B4 48] [66.45, B6.33]
Social Functioning | 76.85 83.33**
[68.09, 85.62] [75.02, 91.64]
Symptom Scales
Fatigue | 32.56 30,36
[24.78, 40.36] [22.57, 38.15]
Nousea and Vomiting | 5.04 6.98
[1.77, 8.31] [1.47, 12.45]
Pain | 24.81 22,48
[16.40, 33.21] [13.68, 31.29]
Oyspneg | 19,38 21.71
[10.36, 28.40] [13.99, 29.42]
Insomnio | 36.43 25.58**
[26.47, 46.40] [16.96, 34.20]
Appetite Loss | 12.40 11.63
[6.06, 18.74] [5.76, 17.50]
Constipation | 13.18 11.63
[6.05, 20.31] [2.30, 20.26]
Diarrhea | 36,19 31.43
[26.42, 45.96] [21.83, 41.03]
Financial Difficulties | 20.0 20,95
[10.71, 29.29] [11.71, 30.20]
Endocrine Symptoms | 20.37 14.81**
[13.58, 27.16] [9.37, 20.26]
Gl Symptoms | 22.28 16.67**

[16.16, 28.39]
** P <0.05

[12.17, 21.17]

Table 4. ESAS-r

ESAS-T Mean (p-value)

Baseline Past Treatment 4
Fain 1.61 1.46

[0.94, 2.28] [0.82, 2.09]
Tiredness 3.25 2.73

[2.56, 4.14) [1.99, 3.47]
Drowsiness 2.07 1.46™*

[1.22, 2.92] [0.78, 2.13]
Nousea 0.80 0.77

[0.33, 1.26]) [0.28, 1.26]
Lack af Appetite 1.32 1.09

[0.66, 1.97] [0.59, 1.59]
Dyspned 1.61 1.75

[0.84, 2.39] (1.1, 2.4]
Depression 1.73 1.41

[(0.94, 2.52] [0.77, 2.05]
Anxiety 3.07 2.36™*

[2.15, 3.40] [1.59, 3.13]
Overall Wellbeing 2.72 2.40

[1.92, 3.53] [1.68, 3.12)
Physical Score 10.66 9.25*

[7.31, 14.01] [6.39, 12.11]
Emotional Score 4.80 3.77**

[3.23, 6.37] [2.44, 5.10]
Total Symptom Distress 18.16 15.36**
Score [12.95, 23.37] [10.90, 19.83]
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