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ABSTRACT —— With the recent progress in medical science, precision medicine is being implemented in cancer
treatment to tailor medical treatments to individual characteristics. In the lung cancer field, several target thera-
pies, including tyrosine kinase inhibitors for the treatment of EGFR, ALK, and ROS1-mutant non-small cell lung
cancer, as well as PD-1/PD-L1 immune checkpoint inhibitors, have been administered to selected patients, based
on the results of companion diagnostics. In this review, we provide an overview of the companion diagnostics for
lung cancer in Japan and possible problems—mainly regarding quality control—from the perspective of patholo-
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Table 1. Social Insurance-approved Companion Diagnostics for Lung Cancer in Japan (February 2018)
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Figure 1. The macrodissection procedure for the EGFR
molecular test in our hospital. On an unstained glass slide
(left), the tumor area was marked according to the serial-
cut hematoxylin-eosin-stained slide (right), and was then
scraped off for DNA extraction. This step condensed the
tumor cell proportion, generating an appropriate sample
for further processing, even in specimens with a low pro-
portion of tumor cells. EGFR, epidermal growth factor re-
ceptor; DNA, deoxyribonucleic acid.
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T O=F L f oaHREKOEE(CA AT A F—)H
AR ENTWA. MlEY >~ 7 Vid FFPE WHC, #il
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Figure 2. The ALK-IHC test: a comparison of immunohistochemical staining with different antibod-
ies. A case of lung adenocarcinoma showed moderate positivity for 5A4 clone (Dako, left) and strong
immunoreactivity for D5F3 clone (Ventana; right). D5F3 shows a more distinct brownish color in com-
parison to 5A4. ALK, anaplastic lymphoma kinase; IHC, immunohistochemistry.
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PD-L1 ¥ > /% 7 oMM F X 4 > % @Zik$ % Pl PD-
Ll €/ Z7u—Fudifk(== A, 1gGl, 7 a— 22C3)
T, IAEP & FMER Y v — BRI~ 7 R Ig dilk
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DoGFFRBIZFDRELPMETE RV, T DO7DIEHE
Zh 7o TIHEBOMAEITO T IR 2D, ZHOY)
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# X N7- FFPE #lfk % A3 2 X& TH 255, FE
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FIEABEE EN D B E 45D, WY& BRTEOLD
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I 55 o TLE ) WEglkEDH 505, 4
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ARE LN RIS 2 5 OFRAMIL © seHA T [Z2 5000
78 (168%) ] Roche Diagnostics (fii%ft3), [HEMMWHS -
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