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Backaround:
NWALT-11 randomized trial showed that PCI reduced the propostion of stage Ill NSCLC patients with symptomatic BM from 28 % to 5 % (Groen
ASCO 2017). Here, we raport on tha toxicity.

Method:
W randomized between PCl or observation in radically treated stage Il MSCLC. Primary endpoint: incidence of symptomatic brain metastases;
secondany endpoints: O, toxicity and quality of life.

Result:

Between 2009 and 2015 a total of 195 pts were registered, 175 were randomized, B7 received PCl and 88 pts were in the obsarvation arm. Median
follow up: 48.5 months (85% Cl, 39-54). Neurological adverse events (AE) of all grades that occuwred more frequenty in the PCI ve. the cbsensation
arm: cognitive disturbance (18 vs. 2 pt; p= 10{-4]) and memaory impairment (25 vs. 7 pt; p<10{-3]). Mo significant difference in G3-4 cognitive
disturbance and memorny impairment. Mon-neurclogical AE of all grades that were more frequent in the PCI arm: alopecia (36 vs. b pt; p<10[-E]),
fatigue (55 va. 29 patients; p<10{-4]), nausaa (30 vs. 15 patients; p=0.01), anoraxda (6 vs. 0 patients; p=0.01) and dysphagia (11 vs. 2 pt; p=0.01). OF
the (33-4 AE, only fatigue was significantly more present in the PCl arm (13 vs. 2 pt, p < 0.01). Scored as treatment-related, neurclogical toxdcities of
all grades that cccumad more fraquently in the PCl vs. the cbservation amn: cognitive disturbance (7 vs. O pt; p=0.01), dizziness (7 vs. 0 pt; p=0.01)
and memory impairment (14 vs. 0 pt; p<10[-4]). Mo significant differences in G3-4 toxicities, with only one patient reporting severe cognitive
disturbance in the PCI group. Scored as treatment-related, non-neurclogical toxicities of all grades that were more freguent in the PCl arm: alopecia
(26 ws. 1 pt; p<10[-6]), fatigue (19 vs. 2 patients; p<10[-4]), nausea (16 vs. 0 patients; p<10[-E]), headache (19 vs. 1 pt; p=10{-E]), rash {8 vs. 0 pt;
p<0.01) and vomiting (9 vs. 0 pt; p<0.01). No significant differences in G3-4 toxicities, with 3 patients reporting severe fatigue, 2 nausea and 1
vaomiting, all in the PCI group. Overall Qol was worse in the PCl arm 3 months post-treatment, but was similar to observation thereafter.

Canclusion:

PCI related symptoms were mainly grade 1-2 memory and cognitive disturbances and fatigus. G3-4 toxicites were very rare. Qol was onlhy
temporarily affected by PCl. The side effects of PCl should be balanced against deteriorating BM symptoms and the lack of OS5 benefit (Groen
ASCO 2047).



