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(1) HEVARHZ > b DBE% L MEESEAf
HEV EEHL D2 & 72 - TIL T A /L A RNA ROAFERFUR DI H 232 OZWHBNC AW S 5203, IR R Y
FNZB W TIHUA O A RNA IZEE L TIRWZ E R E 22> T D, TR T HEY ik 2 B
)& LI RN SEBR R R L. FERPURDIER AT /2 o7z, & NUKEA~ U RIZHEV HiUJimZ L, Bt
KPEEAB MO o —= %P Lz, SHICINLOMIRLE Y, [g6 BT D7 m—=2 7 RUORH X
IgG PR DIER Z D, 3 7 m—r DR REUAZGT-, WATL T, ENOBEEDOEFRMEEICH ) 2 KE L T
HEV HUARBG M O E N IILE A UL U7z, 2019 4RSI 7 B (RIAE L7, 2 4F BT HEV FFEAY TgM B8 LU TgA @
R R FE (2T (BN HEV Uik 3 & in house ELISA Zhtili L7=, Z i E TITUNLE L 7= [EN HEV
RNA BPE MR AR (80 #ufA) Z T T, TgA, IgG ZJIE L7-fE 58, EAMHZRIEL Y & in house
ELISA DG BRI E 2 G2 2 LR ENTz, 3FEBILTROB IR & &8 TR 217 > 72,
MERERIE Y (HEV RNA B5E) iR O CTRENT L 72 #5238, in—house BLISA IXHiRMHFRZL L & HEV IgM
BIOTgA ORHIZBWTEWEE LA R LT, F7o, HEV Era "—2 g L)L & -V CEPT L7 56
B in-house ELISA IZfiflRf 3K L v & BHIC HEV IgM OMEA M L7, DLEORE RS, B L
in-house ELISA IZiRMHFAIE L 0 b EmWHEMEREEL AT 52 LRI,
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(2) BY 2 F L OEMEREABICHEL 250 7 F v Ry —FEBBEORRHRE DA

HB U7 FrOEMERticL Y VI F oo R r—7EREOHEINEIREN TS, ZOT7F TR
br— 7B o 72 HBV BRIX HBs FURDMHIH A EHE LW 2 E STV 5, 1 4F B 1T HBs HUEHIE H R 2
Wi DU 7 F o X — TR BB REIS DV TIREMT L7, HBs IZ HiBiT-tag-linker v3 &G SH/ZL 2
4., HBs IZHMIRaSMC 2R K < b S 4L, luciferase iEMEE L CHiBiT-HBs & EE CEX 5 Z LA LN E 22
olz, o, ZOVRAT L&MW THRE L72fER, B3I Lo T AR K0 BIEMEIC A2 B 5 ATRedtE
DRI, 24FBICIEARY 282 b HBs FUR & WG 21T o 72, ZOFEH. HBV Oif{s 74
L0 WBs PR ERHAY Y hOWEMR R D L, VI F Ay —TERTHD GL45R Z RO TIE
%< OF v T HBs FUBEMIMEE L 702 Z ENRH B E7pofz, F7, HOV Hrédets i FHFRSE, HCV RNA
EHRAEE, HOV HURHIE HRBE O MERERAE 21T o 72 WD F v MW T H o725 & R M iR
Sz, 3BT HBV BERMIA 80 Mk & M 64 MR % Fv T, HBV DNA JHIZERFZEE 6 %~ b, HBs $i
FUERRIE S & v b, HBs PUFEMERIEK 4 v b, WBs PUA &/ 7 v~ FRIK 2 v b OVERETHE 21T -
oo TOFRER, NWTHOF v MTEBBWTH H0 72 &R MR S T,

(3) HILV-1 (&AW M REETA

HTLV-1 (RSB WS OYEREREAT 217 5 72, 1B TER MMk 2 OAFFEBR S~ ORI 3 2 fiét)
IZHEED S AT LY BARRFFAEN S IRZINEE, &, FBiht HILV ik 2 7 U — = 7dalde
TIRAERRE & 22 DA 2 & Te SRV Z2ERL L 7=, C.0. I i 1. 0~20 THEEAZZ T 7-MA T, 20 koo 5 5
SHRIEMNEA LT R CO—KIRAERTECHME, TXTOMETREREL 27D 6 ik ThoTz, 24

Bixpt HTLV Hukia A IR O BRI 2 AW FHMc & 32 BT, BRARIVHIBNR T ik %
%UN*w®ﬁW%thoSEE’ﬁﬁth*wﬂmN%é-ﬁéﬁw)%ﬁ%b 545 11 5B o

Pl L7z, o RA oy FIEZ BT 28 AR DO — R A2 W 313, HT HTLY SURmER A I 2 e T
/JT-MWJfHHWl%@itian%@tﬂméﬂtA6ﬁ%?mf%%@&#mf%t lZxt L
AREANEN 2 B TEREN L, 2 RIROBEERS 57, BHFEETEORRML S B 2iEs L, B
AR A~DOBEBEX DOV ICL Y | FRREZEE STREEDNR EL T D[S R L,

(4) EFEER KON A E G OSMTIEEE R & R 7 M B3 5 i OB MFAA

HESL DRSNS W = 3 5 6 2 Y SR O )G IZ DWW T FCKORPLUIZOWTHRAE L 72, 14H O
BT, BINZBWTIEE 72 ISR 2l H E R R R (IVDR) 2351 T Sdv, AGREEICIRD T AT A3 K
IEICSGET SR Th -T2, TRDL, WEEFEDO Y A7 TS 7 7 A5V — V2 L, 5
%%%E%%@ﬁ*@%%ﬂﬁ%%#boo%é 81 2 1 HIV, HCV, HBV, HTLV-1/2 |ZR84 % Mt
7T A D, MBS VENRERE T TS, 24 H 13 SoGAT D F N A K USKE ORPLIT ST
A L7=, SoGAT £33 Tlk, HSV-1 DNA, HSV-2 DNA, WNV RNA, MERS Hif&, SARS—CoV-2 RNA, SARS-CoV-2 #i
RO [E AL ORERIR LA S, 72, AR ESE RIS %?é%l@ﬁﬁ%%@ﬁm@%
BETIE, VAZITNUT3ERICy 7 A551F &4, @Y A7 O class 111 TIXRATARL, H U R 7D
class II TIEXMRATESR SN D, 3HEHOFAE TIL, BORSBER A M £ Hlic %IW?%%%
HOFEMNEH OEBEFAMPED LN TND Z EBRPA LN E /o7, EU TS A L ko fsishrskiss
BT LUWMESA 2 I E RS SR RN 22T 5, SARS-CoV-2 AR &7 T AN AT & 72 % 1K
PG &V | MR~ OB R OG- 23 b SD RIAZ TH 5,

(5) R 2T B 3o DR BGERIE D 72 0 DRYRE R T 4 — BNy 7 FHEEOHESL L 52U B3R & D&
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RATRER DO H Y FH Okt

RNV RS OVERBOUCGEMEED T2 8 | BRI H S & TAMED ¥ A /L 2 FIRSN 2 Wi S JR Bt - i
W W) 8oL L., 2019 4 5 AT 2 e L, Wi CITPE 2 L OMEREi & O Ll & il
HHEZRE Lz, 1EBICIBRE S L2 = BBV 38 X OVHCY JlE AN O MERER A, 2 45 H
(21X HBV DNA, HBs#Ui, HCV RNA, HCV =77 Hfil, HCV HUARRH 042 » b OVERERA. 3 4 H IZi13H
HTLV-1 HUiRm RSN 2 S O REREAMIZ B L C | BRIR MR IR 2 & W 2 B L. MEREFH A O F A d i
ERE LTz, —F, BERFEARHFEREOARATRBRO & 7 ORFHI I TIE 2019 44 9 AICEANZEH
EHEMLOAGRATBMOMBHEED > b, 77 IV T=r7a~v—7 4 ADMRet 243 170, X85 H )
HOHIRAENES Ui, E70BMEE LT, 28 BICARIE{L L7z SARS-CoV-2 # IMAEIZ A /31 7 L, #@@
SRS OER UEEGERIZ B W CHEREAIT S & & bIc . ERS R ZEH L7, 3FRIC
SARS-CoV-2 OEMRADERMICEE L, ENTHRIEHINWTERK (TAT7 7, X—=2, T~ 7*/1/5’\
FI 7 v k) EHOTRIAS ANV OERZITV, ERBEIC XV EST 21T o7,
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(1) Development and performance evaluation of HEV detection kits

A specific antibody to HEV was prepared to obtain a specific antibody of 3 clones. In parallel, HEV antibody
positive domestic serum was collected. Using these samples, we developed in-house ELISA. In-house ELISA
showed higher sensitivity in the detection of HEV IgM and IgA than in the commercial detection reagent.

(2) Evaluation of detection ability of vaccine escape mutants

Recombinant HBs antigen for the detection of HB vaccine escape mutations was evaluated. As a result, the
detection of HBs antigen was low in many commercial kits in the vaccine escape mutant. In addition, performance
evaluation of reagents for detecting HCV antibodies, HCV RNA, and HCV antigens were evaluated. Sufficient
sensitivity and specificity were confirmed in both kits.

(3) Performance evaluation of HTLV-1 in vitro diagnostics

A panel was prepared by the Japanese Red Cross Society to provide samples that positive for low HTLV-1 levels.
The performance of the commercial kit was evaluated using this panel. Due to replacing them with new generation
products, there was a tendency that sensitivity was improved without dropping the specificity.

(4) Investigation of the latest trends in external accuracy evaluation systems for international standard
products and in vitro diagnostics

We investigated the situation in Europe and the United States regarding the response of regulatory authorities to in
vitro diagnostics overseas. It became clear that international harmonization of the examination system of in vitro
diagnostics was advanced between each country.

(5) Establishment of effective feedback methods to promote product improvement of in vitro diagnostics
The Clinical Laboratory Drug Association and AMED research group were held regularly to promote the
improvement of the performance of in vitro diagnostic drugs. As an additional problem, a reference product for

SARS-CoV-2 nucleic acid test and a specimen reference panel for mutants detected in Japan were prepared.



