F49K B [E R R FEMABIRIFELE Vol.49 No.1

2022 4F 2 H Journal of International Neurology and Neurosurgery Feb. 2022

.i@% L]

W F EF R

#r B B R FE 3% iR 9T (R TT & & B s B B 40 B 78
HURTREE (Bl (BB R R IR RIRIE T7 R

TR, AR, B, i, &R, Roxt, X Eg
1. PRk F it ERAZIME, HE K 410008
2. MR ERAEMERARNS ,Hd KV 410000
. P RFREERET S emGF AR PO, 3d ki 410008
4. P EARMHKE R ERAMNZINH, 7 100853

8 E . ZIB PR TR AR (GBM) 2 B & i Ao m S 5t 3 e i g — R JloRe , R (RLE J i B TS AR 22 . R s 33607
(TTE) WAL TR 97 GBM HEA RAFIYTRL. (EUR, i TR e B GBM B R TTF IR YT IR IR PR, 120l — I &
PE GMB Y RTHETE B A ERREMEIG PRIRIS Jr 58 o IR0 R 28 3 R (9 07 B g 'L 303397 3R 98 ASCLU-300, X 2 I #E4 7
BT . FEREIPMIZIRTT RGN A TERN AT . W TR SR OGN BRI 4 f A A B, SO AR HE s ] (TTP) FLR A A7
W1 COS) ATEAN G ST R 5 AR 1 28 B8 96 97 S0 AN (RANOBRAESEATPFAG | 38 3 % bt MRTAS: £ 8 22 TTP, I3 i Rl e 4 0S 5
o5 VAT AR N B RE PGB T 1R 75 7% s 18 1 Kaplan-Meier J5 W34l TTP #10S. 33X W41 AEBF 506 it — 25 (0 AL
BT R SR [R]85 A SR B R L IR YT R G RE IS A RUAYT GBM, Il GBM AR ST B3R 7 22 (I PRI FE A -
NCT0441793;F 202046 A 8 H iF#ft.) [EFRERFEMEIIFIFERTE, 2022, 49(1): 1-7.]
KR IR R R I B RE AN T -

FESES:R739. 41 DOI:10. 16636/j. cnki. jinn. 1673-2642. 2022. 01. 001

A new tumor electric fields treatment system for patients with relapsed glioblastoma:
study protocol for a prospective, unicentre, open-label, single-arm, exploratory clini-
cal trial
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Abstract:  Glioblastoma multiforme (GBM) is the most malignant primary brain tumor with rapid progression and poor
prognosis. Tumor treating fields (TTF) has been approved for the treatment of GBM exhibiting promising efficacy. However,
there is no clinical data about the treatment of TTF in Chinese patients with GBM. Herein, we conducted a prospective, sin-
gle-center, single-arm, exploratory study. The participants will receive the treatment of the ASCLU-300 system. The prima-
ry outcome measurement is the safety and feasibility. The treatment response is estimated by the number of patients who ex-
perienced a treatment-related adverse event, time to progression (TTP) and overall survival (OS). TTP is determined by
contrast MRI examination according to response assessment in neuro-oncology (RANO) criteria and OS is collected during
follow-up. Evaluation of treatment-related adverse events will be based on descriptive method. TTP and OS distributions are
collected by Kaplan-Meier method and analyzed by the log-rank test. This pilot study will pave the way to further large-scale

trials, and we expect the new system could treat GBM with promising efficacy and high cost-effectiveness. (Trial registra-

http://www.jinn.org.cn

tion: NCT0441793; Registered 8th Jun, 2020 — Retrospectively registered. )

[Journal of International Neurology and Neurosurgery, 2022, 49(1): 1-7.]
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