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BACKGROUND

R E S U LTS DOB: July 15, 196
-, Age: 48Y
PATIENTS N=21 s -~ :

Gender 13M/8F
58 (35-76)

Grade 2 neuroendocrine tumors (NET) have
an intermediate proliferative rate and
progress more aggressively than low-grade
NETs. The combination of capecitabine and
temozolomide (CapTem) has been shown to
achieve response rates of 61% in this
population. Capecitabine is synergistic with
radiation and often used concurrently in
other malignancies. We investigated the
safety and tolerability of combining CapTem
with Y90 radioembolization (TARE) for
progressive Grade 2 NETs with liver-
dominant metastases.

Age (mean, range)
PRIMARY TUMOR
Pancreas 8 (38%)
Gl 7 (33%)
Bronchial 4 (19%)
PRIOR THERAPIES
Octreotide 20 (95%)
4 (19%)

Liver-directed (resection/embo/ablation)

Arterial-phase enhanced MRI before and 1-year after CapTemY90,

0
10 (48%) showing complete resolution of enhancing liver metastases.

Cytotoxic chemotherapy 2 (9.5%)
5 (24%)

Primary resected

> A total of 236 cycles of CapTem were administered, median 8 per

Eviroli
virolimus patient (mean 11, range 4-32). 9 patients had dose reduction or

METHOD_S _ _ TOXICITIES interruptions for cytopenias (5), fatigue (4), nausea (3), and/or hand-foot
‘Patients with liver dominant G2 NET were skin reaction (2). CapTem was finally stopped due to chronic clinical
treated with capecitabine 600 mg/m2 twice FATIGUE toxicity (fatigue/nausea) in 8 patients, thrombocytopenia in 5, elevated
daily for 14 days and temozolomide 150-200f |THROMBOCYTOPENIA liver function tests in 3, hand-foot skin reaction in 3, tumor progression
mg/m2 in two divided doses on Days 10-14 BILIRUBIN in 3, and sustained response beyond two years in 2, with 3 patients
with 14 davs between cveles ’ NAUSEA having more than one indicator. | |
y y : HESR > 19/21 patients completed the prescribed TARE protocol; 2 did not get
the second lobe treated due to post-embolization toxicities.
Simulation angiography and MAA scan for 31% o e » Toxicities were as expected for CapTem and Y90 individually.
TARE planning were performed during the | _RECIST Response In Liver Change in CgA Level » ORR in the liver was 74%, including 3 CR, 11 PR, 5 SD, 2 unevaluable.
firet e of ch ‘h o % | > ORR outside the liver was 55% including 6 PR and 5 SD among 11
IrSt cycle of chemotherapy. P S i IR ARRRREEEN] evaluable patients.
e > Median reduction in CgA was 87%, with 16/20 achieving >50%
*During the second cycle, TARE with resin B N N o N N | w TR reduction.
microspheres was performed to one lobe 0 » At median f/u of 22 mo (10-52 mo), median TTP was not reached. Mean
on Day 7. The other lobe was treated if o A8 s TTP was 38.5 mo [30-47 mo] and mean TTHP was 42.5 mo [34-51 mo].
rd th oSk 113%
needed on Day 7 of the 3" or 4'" cycle. CONCLUSIONS
Progression Liver Any Progression - - - -
CapTem was continued monthly. Clinical wof - wf Ty ng_‘[_emIQO_ |s_t_a fea;;lble and tolterab?é'eglrtr_len with
d laboratorv toxicit d so S e — sof 1 additive toxicities. Response rate and duration are
and faboratory toxicities were assesse oo oo e encouraging and support further evaluation in a Phase 2
monthly. Imaging was every 3 months after of ol trial.
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