(e 4)
[16im0210804h0001]
VR 29 4E5 A 31 A

Rk 28 A E 0 & OGEMF 2R BH O3 Rk R oW 5 E

I EAXER

¥ A (BAKER) BERSBARIE AR R B %2
PEFHHEER A ) N—va VAT m 7 F A (ACT-MS)

¥ 7E) Medical Research and Development Programs Focused on Technology
Transfer

Acceleration Transformative Research for Medical Innovation (ACT-MS)

WFERRsEIRES © (AAREE) s AOEBIHkER 2 B8 L 7o ACINA BAn IR ik Hidkas DB %8
(¥ FE) Development of an ACTN4 gene quantification system for the

individualized medical treatment of lung cancer

WFEBATAE YA (AAGE) ENIAANIZEE & —WF9ERT  AIRERIRITIE 0 R
Hi =]

ArE %Wk K4 @ (3% FB) Tesshi Yamada
Chief, Division of Chemotherapy and Clinical Research,

National Cancer Center Research Institute

£ b B M FRk284 10 A28 ~ FERL294E3 H 31 H

I FROBME (RIEHERE)

BRI 31T 2 85 7R O X, FEEMY R & /- FISH (fluorescence in situ
hybridization) £ —#&HNZHW S TR Y . HER2 TIXERMBAE L L THY. LT\ 5, Fix b
ACTN4 O s RO HICIE FISH £ W TV 5 23, FISH (AT L 7= Hhfilc X 2 Bk
85T COHFENMLET, BB M OFIMEICHER S 5, ETfETORNET 7T L0
FUIREFIZSZ RO &R D, & 512, FISH MBI SR E 2 0 0 . HER2 (2 b~
DRV ACTN4 s TR H 2 B MR & L CERALT 511X, kD FISH Linb 5,
TR CTE R « FHMEICEN D EROBREPLIETH 5,

—H ARy ATIL, KRB CEMA R £EHBE CEE 22 U =4/ PCR ZB% L.
RS & L C 2017 HE D iz HfELCWiz, Z U =H/L PCRZHAW\5Z LT, LE
BEORKEZEEICE Y NI 5720 T, BEFHIN-BL A HRELE 2~3 H TITR2 5 2 LT

1



&%,7 Y =71/ PCR %M\ TACTN4 OBz AT 5 2 &3 A6 & 2, e,
AOHIIMEOHR SNIZRERREGL Z ENAREL D,

AREIZBNWTIE, MR OWEBMEERZ Bfs LR RE S LTEMET 22 2 AME L
T, 7 U =APCR ZHWT, il « s OEkEE (C ACTNS BT OHE A H 9~ % By
BT D,

SEEITENN AT o 2= ARy 7 ZARA S E OIEFRIT, 7 U =% PCR & FISH
BADRSEMEZ R L, WA ICEOHBEDN DL LR LT,

[Background]
Fluorescence in situ hybridization (FISH) using pathological tissue sections is generally performed to
detect gene amplification in clinical specimens, and it is an established clinical test for HER2 gene
amplification. As already mentioned we also use FISH to detect gene amplification of ACTN4. However,
the results with this method must be interpreted microscopically by a skilled technician, and there are thus
problems with objectivity and reproducibility between facilities. Also, interpretation of the fluorescent
signal in a darkroom imposes considerable burden on inspectors. Moreover, FISH is time-consuming and
expensive, and a new and better clinical test method for practical detection of gene amplification of ACTN4,
which is less frequent than HER2 gene amplification, would be highly welcome. To that end, it will be

necessary to develop a technique that is rapid, with excellent quantitative and reproducibility characteristics.

[Construction of an ACTN4 gene amplification measurement system using clinical PCR]

In this respect, Sysmex Corporation have developed a fully automated, highly sensitive PCR assay of gene
levels that can be used in the clinical setting, aiming for commercial launch as a clinical testing apparatus
in the fiscal year 2017. The use of clinical PCR enables accuracy controlled gene level testing within 2 to
3 hours by merely setting the necessary amount of specimen in the apparatus. If it becomes possible to
detect ACTN4 gene amplification using clinical PCR, it will be possible to conveniently obtain a test result

assured of high reproducibility.

[Result]
The possible detection of ACTN4 gene amplification using clinical PCR was revealed in a small patient

population. It will be necessary to examine a larger patient cohort and confirm the result.
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