SOMPAS: A prospective, non-interventional study (NIS) of the management of symptomatic chemotherapy (CT)-induced anemia (CIA)
in patients (pts) with colorectal (CRC), breast (BC) or lung cancer (LC) in Austria (AT) and Switzerland (CH)
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 Erythropoiesis‐s mula ng agents (ESAs) are approved for the
treatment of symptoma c anemia associated with chronic renal
failure in adults and pediatric pa ents and for the treatment of
symptoma c anemia in adult cancer pa ents with non‐myeloid
malignancies receiving chemotherapy in Switzerland and Aus‐
tria.1,2
 In chemotherapy‐induced anemia (CIA), all ESA labels recom‐
mend the administra on of an ESA to pa ents with anemia
(hemoglobin [Hb] ≤10 g/dL in EU; <10 g/dL in Switzerland) in or‐
1,2
der to increase Hb to not greater than 12 g/dL.
 The European Organisa on for Research and Treatment of Can‐
cer (EORTC) guidelines recommend ESA treatment ini a on at
3
Hb 9‐11 g/dL with a target Hb of 12‐13 g/dL.
 Systema c evidence on the implementa on of the current
EORTC guidelines and the recommenda ons of the respec ve
ESA label in daily clinical prac ce is limited.

AIMS
 SOMPAS was conducted in Austria and Switzerland with the aim
to describe
 the adherence of daily clinical prac ce of CIA treatment to
EORTC guidelines and ESA labels
 CIA management strategies (ESA use pa erns, red blood cell
transfusions [RBCTs], iron use, etc.)

METHODS
Study design
This was a mul ‐center, prospec ve, non‐interven onal, observa‐
onal study. The choice of ESA was free in Switzerland and
restricted to Darbepoe n alfa (DA) in Austria.
Eligibility criteria
 Adult (≥ 18 years) colorectal, breast or lung cancer pa ents with
symptoma c CIA planned to receive ≥ 3 addi onal chemothera‐
py cycles in combina on with ESA treatment were included.
 Pa ents with contraindica ons to ESA use, as well as pregnant
or nursing pa ents were excluded.
ObjecƟves and outcome measures
 Primary: adherence to EORTC guidelines and ESA labels as deter‐
mined by the respec ve Hb threshold at ESA ini a on
 Secondary: Hb trajectory, ESA use pa erns, RBCTs, iron supple‐
menta on and hospitaliza ons
StaƟsƟcal analysis
 A descrip ve analysis of all pa ents, who met eligibility criteria
(Full Analysis Set [FAS]), was conducted.
 Hb values within 28 days a er RBCTs were excluded.
 The pooled analysis of both par cipa ng countries is presented.
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RESULTS

STUDY POPULATION

BACKGROUND

14 Austrian and 15 Swiss centers enrolled a total of 273 pa ents,
of which 270 were analyzed (FAS); 3 pa ents received no ESA and
were excluded from the FAS; 241 pa ents had ≥3 documented
cycles.
Table 1. Pa ent demographics and baseline characteris cs

Gender M/F, %
Median age, years (Range)
ECOG 0‐2, n (%)
Tumora, n (%)
Breast cancer
Small‐cell lung cancer
Non‐small‐cell lung cancer
Colorectal cancer
Tumor stage III‐IV, n (%)
a
Prior therapies , n (%)
Chemotherapy
Radiotherapy
Surgery
Treatment intent, n (%)
Pallia ve
Cura ve
Adjuvant
Neoadjuvant
Unknown
Comorbidi es and pre‐exis ng condi ons
None
Hypertension
b
Other
Thromboembolic events
Cardiopathy
Cerebrovascular disease
Transitory ischemic a ack
Unknown

Overall
(n=270)
33/67
64 (33‐86)
257 (95)
127 (47)
23 (9)
77 (29)
58 (21)
219 (81)
219 (81)
155/219 (71)
90/219 (41)
148/219 (68)
208 (77)
18 (7)
37 (14)
5 (2)
2 (1)
141 (52)
62 (23)
54 (20)
27 (10)
14 (5)
6 (2)
4 (1)
15 (6)

Mul ple nomina ons possible; bPolycythemia vera rubra; hypothyreosis, COPD; hyper‐
lipidemia, factor VII deficiency, diabetes mellitus, liver cirrhosis, chronic hepa s, asthma
bronchiale, arthri s urica, acute myeloid leukemia; ECOG, eastern coopera ve oncology
group

Table 2. Iron status and C‐reac ve protein at baseline
Overall
(n=270)
Iron, µmol/L (n=42)
Mean (SD; 95% CI)
Median (Q1; Q3)
Min‐Max
Ferri n, µg/L (n=51)
Mean (SD; 95% CI)
Median (Q1; Q3)
Min‐Max
Transferrin satura on, nx100% (n=25)
Mean (SD; 95% CI)
Median (Q1; Q3)
Min‐Max
Transferrin, g/L (n=29)
Mean (SD; 95% CI)
Median (Q1; Q3)
Min‐Max
CRP, mg/L (n=153)
Mean (SD; 95% CI)
Median (Q1; Q3)
Min‐Max

48.6 (78.3; 24.2‐73.0)
28.0 (9.4; 51.3)
1.7‐400
379 (605; 210‐547)
206 (81; 424)
13‐4159
0.47 (0.79; 0.14‐0.79)
0.22 (0.14; 0.57)
0.04‐4.00
11.8 (18.6; 4.7‐18.8)
2.7 (2.1; 22.2)
0.9‐94.0
36.5 (46.3; 29.1‐43.9)
16.5 (5.7; 53.0)
0.3‐233.0

CRP, C‐reac ve protein

 Most pa ents had received prior an ‐tumor therapies and
received pallia ve chemotherapy during the study.
 The most common comorbidi es/pre‐exis ng condi ons were
hypertension and thromboembolic events; 52% had no comor‐
bidi es.

Overall
Hb threshold at ESA ini a on, n (%)
a
9‐11 g/dL (EORTC guidelines)
≤10 g/dL (ESA labels)
Planned mean (SD, range) target Hb, g/dL
Planned target Hb <12 g/dL, n (%)
Planned target Hb ≥12 g/dL, n (%)
Mean (95% CI) Hb, g/dL
ESA ini a on (n=270)
b
ESA treatment termina on (n=241)
Achievement of Hb >10 g/dLd, n (%)

191 (71)
132 (49)
11.5 (8.7; 7.3‐14.0)
89 (33)
180 (67)
10.2 (10.1‐10.3)c
c
10.9 (10.7‐11.1)
243 (90)

a

excludes pts with Hb > 11‐11.9 g/dL and declining Hb trend; blast available Hb value; cdiﬀerence
sta s cally significant [non‐overlapping CIs]; din ≥1 cycle

 Primary outcome measure: 71% of pa ents were ini ated on
ESAs according to EORTC guidelines at Hb 9‐11 g/dL;
 49% of pa ents were ini ated on ESAs at Hb ≤10 g/dL.
 ESAs should not be used to increase Hb to greater than 12 g/dL
as per label. 6% of pa ents, however, were ini ated on an ESA at
Hb ≥12 g/dL.
 The mean Hb at ESA ini a on was 10.2 g/dL, with a mean Hb at
treatment termina on of 10.9 g/dL. The Hb diﬀerence between
treatment ini a on and termina on was sta s cally significant.

 Data on relevant parameters of iron status were available for
very few pa ents only, especially for the later cycles.

 A total of 80% of pa ents with Hb ≤10 g/dL at baseline achieved
Hb >10 g/dL during the study.

 Maximum values of these parameters are very large in some pa‐
ents, indica ng that the median might be a more useful de‐
scrip on of the average values.

Table 4. Anemia symptoms at cycle 1 and across all cycles

 Iron parameters varied strongly over me and with large CIs and
interquar le ranges (IQR).
 The inflamma on marker CRP decreased between cycle 1 and 6
from a median of 16.5 (IQR 5.7‐53.0, n=153) to 7.1 (IQR 3.2‐
25.3, n=39); pa ent numbers were too small to show meaning‐
ful trajectories over me for other iron parameters.

a

 The study popula on had a high median age, mostly advanced
tumor stage, with a generally good ECOG performance status.

Table 3. Hb management
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Fa gue
Respiratory distress
Pallor
Depression
Nausea
Headache
Dizziness
Reduced cogni on
Tachycardia
Metabolic dysfunc on
Confusion
Immunodeficiency
Other symptoms

Cycle 1
N=270

All cycles
N=1226

195 (72)
44 (16)
51 (19)
42 (16)
21 (8)
24 (9)
23 (9)
16 (6)
14 (5)
4 (2)
5 (2)
2 (1)
78 (29)

722 (59)
178 (15)
178 (15)
168 (14)
87 (7)
73 (6)
71 (6)
64 (5)
42 (3)
19 (2)
14 (1)
15 (1)
421 (34)

 The most frequent anemia symptoms were fa gue, respiratory
distress, pallor, and depression.
 Symptom burden was generally reduced in later cycles com‐
pared to cycle 1.
Table 5. Anemia management in clinical prac ce
Overall
ESA type at baseline (n=270), n (%)
DA
Other ESA
No ESA
ESA type at cycle 6 (n=100), n (%)
DA
Other ESA
No ESA
DA dose (µg; all doses, n=771), n (%)
500
300
150
DA dosing interval (all doses, n=771), n
(%)
Q3W
Q2W
QW
Other
DA dose changes between any two cycles
(all cycles, n=582)a, n (%)
Dose reduc ons
Dose increases
Indica on for ESA use by target Hb
(Hb <12 [n=89] versus ≥12 g/dL [n=180]),

236 (87)
34 (13)
0
49 (49)
14 (14)
37 (37)

 Most pa ents received DA 500 µg Q3W, as recommended in the
label. Changes in dose or dosing interval were required rarely.
 73 % of pa ents remained transfusion free during the en re
study dura on. RBCT transfusions were administered slightly
more frequently in or a er week 5.
 Iron supplementa on was required in 5% of cycles.
Table 6. Outcomes of an ‐tumor treatment
Overall
N=260a
Complete remission
Par al remission
Stable disease/no response
Progressive disease
Not assessed
a

36 (14)
78 (30)
37 (14)
89 (34)
20 (8)

10 Pa ents were not valid

 A total of 44% of pa ents had complete or par al remission.
603 (78)
122 (16)
46 (6)

SAFETY
 Across all 1226 documented cycles, 87 hospitaliza ons occurred.
 No (serious) adverse drug reac ons were reported.

606 (79)
67 (9)
55 (7)
43 (6)
54 (9)
27 (5)
27 (5)

Quality of life
74 (83) versus 169 (94)
RBCT reduc on
15 (17) versus 9 (5)
Other
0 versus 2 (1)
RBCT requirements, n (%)
no
196 (73)
Yes
74 (27)
Week 1‐4
34/74 (46)
Week ≥5
40/74 (54)
Iron supplementa on (all cycles, n=1226)
55 (5)
a

 ESAs were mainly ini ated to increase pa ents‘ quality of life.

a total of 1225 doses in 270 pa ents results in a total 582 possible dose changes;
QW, once weekly; Q2W, once every 2 weeks; Q3W, once every 3 weeks

DISCUSSION
 The label as well as the EORTC guidelines recommend an individ‐
ualized treatment with ESAs, taking under considera on the
symptom burden and Hb trend.
 In SOMPAS, treatment followed the EORTC guidelines with a rec‐
ommended Hb range at treatment ini a on of 9‐11 g/dL in the
majority (71%) of pa ents, whereby pa ents with a Hb between
11 and 11.9 g/dL and a falling Hb trend are not included in these
numbers.
 51% of pa ents were ini ated on ESA treatment above the EU
SmPC‐recommended Hb threshold of ≤10 g/dL (Swiss label: <10
g/dL.
 The label recommended DA dose of 500 µg Q3W was main‐
tained in most pa ents over the en re dura on of the study.
 RBCTs and iron supplementa on were rare.

CONCLUSIONS
 ESAs were used as per EORTC guidelines in 71% of paƟents.
 49% of paƟents were iniƟated as per ESA label at Hb ≤10g/dL.
 80% of paƟents with Hb ≤10 g/dL at baseline achieved Hb
>10 g/dL during ESA treatment.
 A large proporƟon of paƟents avoided RBCTs while treated
with an ESA.
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