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Annex 20 Infection with koi herpesvirus

(R 4.1. BRGBYOY—RA SR EBRMICHEZRIT-BYOREDT=HIC 0IE AMH#ET
SEMELE TDREILNIL)

A. Surveillance of apparently B. Presumptive diagnosis of C. Confirmatory diagnosis' of a
healthy animals clinically affected animals suspect result from surveillance
or presumptive diagnosis
Method
Early
Early Early
Juvenile | Adul life Juvenil Adult Juvenile
life Lv Lv life Adults LV
s? ts stage es? s s?
stages? stages?
52
Wet mounts
Histopathology® ++ ++ 1
Cell - culture ++ ++ 1
Real-time PCR +++ +++ +++ 3 +++ +++ +++ 3
Conventional PCR ++ +++ +++ 1 ++ ++ ++ 1
Conventional
++ ++ ++ 1 +++ +++ +++ 1 ++ ++ ++ 1
nested PCR
Amplicon
+++ +++ +++ 1
sequencing*
In-situ hybridisation
Bioassay
LAMP +++ +++ 1
IFAT + + 1
ELISA
Other antigen
detection methods®
Other method®
aAA b

LITOERBM S, Conventional nested PCR A Lvl, "+ B LV +++ "Dl Z S h TSR %E
HAZTIELLY,



Conventional nested PCR [&. Englesma et al. (2013) A'#R& L= PCR;EZHLTLEEES
M. Engelsma et al. (2013) [T XDF THREBRELIFEMEH ZHE L TLVELY, Engelsma et
al. 2Q013) DAEIE. 2L RASNTULVEWVH, —D2DOTIRX ("+") THSH. "KiRICk->TIE
FRATESM. OX bk, EHE%. BEOXRM. TOMOERICKYBERALEL CHIREN L HE
LThHhDEROND,

LM LEMNS, Table 4.1 TlX, 5D PCRIEIZHR LT, Lvl, "+H+'H XUV ++"DFEHEMALZ S h
TW%, Lvl OFHEIZZ (T 5 ICIFREHERECRERICET ST 20 Kk$H5Mn 5 (0IE Manual
2019), Ff=. "+ OFAIE “BUEHETHIN. SOLLIRIANVBELBENHD” ZEH
fif, “+++"DFHEIE “REINF-BMOHITHRII SNz #RAE T, EEILOIE Validation Pathway
DAT—UICERL TS BRI LTEZONAFFETH S,

+++ = RENTZEMO-OICRI S NI HEAET, BEILOIE Validation Pathway DX 57— 3 [CEHL TV B,
+ = BYLBHETH DN, SOLLIRAVDELZENH D,

+= RBITKS>TIFEATESH. IR+, EFEHE. REORN., ZTOMODERICKYERAHILEHL CHIBRESN D,
mENT = COBMICITEYTIEAL,

LV = REHFEROBRIEL NI, UTORDELYITREEETT I

[Preliminary considerations |

Assay T 5l t , | Reagents and controls ]
efinition of the udy aesign

Development intended purpose of the [—> and ¥

Pathway assay protocol Optimisation, I

f'— Calibration to Standards

Repeatability and
STAGE 1 < preliminary Reproducibility

I Analytical specificity .—)

- e Analytical Candidate test compared with
I Analytical sensitivity '—) characteristics < standard st moihod

I Diagnostic specificity I—} ¢ Samples from reference animals or
STAGE 2 experimental animals (where used)
Assay | Diagnostic sensitivity '—) : .
Diagnostic

Validation  I'c ¢ determination >  characteristics —>|_Provisional recognition
Pathway
[ Select collaborating labs | : :
STAGE 3 Assay designated as “validated
I Define evaluation panel {_) — for the original intended

Reproducibility j—)  Reproducibility purpose(s)

[ SRS F M SO I_) STAGE 4 (——{ Reference standards selected [
|Deploymentto other labs I—‘) Implementation (—l International recognition (OIE) I

Replacement of >
depleted reagents

oy Monitor precision and accuracy |
Validation Monitoring < ‘I
alidatio e

Status. Assay'momﬁgzﬂzzgg —> maintenance Daily in-house QC
Retention of validation criteria : -
Comparability assessments '-) Proficiency testing

OIE Manual 2019. PRINCIPLES AND METHODS OF VALIDATION OF DIAGNOSTIC ASSAYS FOR INFECTIOUS DISEASES
(https://www. oie. int/fileadmin/Home/eng/Health_standards/aahm/current/chapitre_validation_diagnostics_assays
.pdf) &K YBIH




(4.4.2. B PCR) (EA/HE)

51T, BEERMICEE LI-04 OHEHEBY > TILhdD KHV DNA 2T 21=-0ICHHFsh
f=. DRENTVBREE PR ESLUVEE PCRETIL. BERMICEBELE-ADKH L5 TH
5, AMBABFEITEET EANIIRZIVA I AD=ERD KV EEFRERBTEHOE LS L

o EICBETHRENDHS (Engelsma et al.. 2013 4), —OEEARASASETHE.

aAAV b
“—ED KHV BmFE” & “KHV LiERTHS. I BHBHEICRERET HINILRRAILILADK]”
CEBEEMADLORET D, F-. “CORBEIBRREINLSETHE " OXEZFHIRTHLIRE
5, CNOREQEREIUTOELYTHS,
TR T, Englesma et al. Q013) ANRE LIz DA ILRADKHY TH B & LS FERIRMIT+
SITHI> TLVELY, Engelsma et al. (2013) DX DA A FILTHS” AAANILRATAI)LR
LB THD. DM HABHITEET EIANRIVAIILAOFK THDELSIC. BELDIHEL
TWBVAIILRIEHEMNE-EY LTLVEELY,
Englesma et al. 2013) ARE L TLBIAIWNRIE, TAILADT—EAR—XTH5 ICTVIZH
BHRINTULEL, Ffl BZVMILRAEHFERIODHEINTELT . MRELRMNTH S,
Engelsma et al. (2013) DERX TIE. ZEOEIZEVT” AMARTHEONZVAMIILRETM AN
IWRZADALIVRED LY EHTELFERHZTFMIT HIZIE. KYSDEGFIHERERET S
BENRHD” LI XHEBEINA TS,
UEDEMS, Engelsma et al. (2013) ASsgak L= “KHV Li#gTHD. 2/ BFABICEET A
IWRZAA VAN ERHET 528 H%% O0IE Manual (T8E T R1IC. £k L= & S5 HIER
(BEMDKHY TH L. BREDH I F) ZIREITRELEZ D,



(4.4.3. TERE PCR) (F4F%)

Ak
XE#2THIBRTELSIBET S, £1-. &£4.4.3.1(2B1F5Englesma et al. 2013) DAE%E

HIFR T 2L SIRET %,
FOERIE, /X555 7442Tar bLEERY ., BEATIE, Englesma et al. (2013) A%

MELEZVAILZADNKN TH D E VS HEMRILIET 2RI~ TE LS. ELLHREHRARISLE
THHEEZAD-OTHS,



5 BT LIERELSEANERETHE EEHMRT H-00H—_1 5 RITHRESNLBRE
%) GBA/EIBR)

(IRER)

FEZPCRIZ, KHVIZREZELTWHEWI EFEETH-OIC. ENTLEBREGEMOH —RAL S5
RICHBINIHEEEZTHD, LML, CDOAETIEEnglesma 5 (2013 F) AFEFK L 1= KHV-D
%ﬁ%%@&f%&uT*ﬁ#%étUO*%%@E%#&%-:%%@%iﬁ#ﬁﬁiéﬂ&

aAAV b
“KHV DZEEK” 7 “KHV EEEMISELD., 2/ BABICRET HHMDAILRIIAILR" LE
%mi6$5E$TéoMifuT®ﬁE#6~_hbwiiﬁﬂﬁf¢éT%Hﬁﬁéﬂﬁf
" DXEZHIBRT AL ORET D,
A7777442(%:%/FLF Y. IWEFATILEnglesma et al. 2013) A R&E L =91 JL
ADNKHV TH S E WS HEMBRIET2ICHI-TE LT . BELEHSHEMNARISDLETH D,
Engelsma et al. 2013) ME/IXDE A FILTHD” AAANILRRAIA IR EEHTHD. 1T A

FHICRRET EIANILRADSIILADFK]R 1I2HDELII1Z, HEODHELTWLEDAILRIERFEI L -
=Y LTULVELY,



(5.2 mnEEA~DTEER)
(5.2.1.1 FHEEIRDRET — 7 A LA A FEiE (CEV))

S EN)
ZEREFRHOMFHEHLERET L. CEVODBRESNFELR L UVBEEKEOEEICZEZEX.
RUEERZSIESRCT CENGIEMERESATLEN, TOEEDFRLUESEITHATHS L %
e L=
ZERIF, CEV ORBREFFHEBREDERZH-LTLVEVWEWSIERICIIAELEY . CEV DR
ENBRESNGECE, KEEYREBDE 1.1.4 BT > T, HERKRPFEL LT OIE [THRE
IRETHDHICEZHHTHEMLL=,

ZEREF., T/ DRTCROBBERZAETT HEOMBEICEML. 74 L ADIERD AR
A DEARFEADZEZINHT H-OOMYMBAITIE, VA IILRICHT HEEZFEDDZ ENTRT
RTHD - ELZEHFAL,

ZER(E. CEVORRICEHT AHAWNGTREZSIESHEERL. COBRIITMYBATHDRIE
HEMND S HRAHEHREROTL,

A2k

CEV MEEDZERN S ETHT =012, 91 L ADILEOHEEIZRS5E % 0IE AUNET S
EIZIFERT 5,

LAOALEARS, UTD2 D0EAMNS., BRIX, CEVAIRERROEERICEENDIEHEZmI-L T
WEWEEZZTHY ., BEERTCE #HEERERGT I LICIERXT 5, CEVICET 5 1HEHRAF+
DIFREET CEV Z2HEEB LT HDTELGL . FENLSDOBEREAFR, FEEROERICEFN
U EH-IIBRIAINETH S,

OIE/KEZBELM 9 AL AR— FIZIX.CEVIZDULVT. lthe severity of the impacts is unclear]
EDEENHD, CDIEIE. CEV A, FHEKRKFDEERICEENS [diseases, which has
significant impact] EWWSFEHZEHm-LTLREWIELERLTLS,
OIEKEZERI O FEKBOERICEENDIFHZF CEVARIZ LTS Z L ERTREFEMIR
AR TEINTLVEL, BARIZO0IEKERESD2ALR— M LT, & a) RUEHKD %
WL TWEWEIA Y MERELZ, LOALGA S, OIEKEZERKD9ALR—FICIE, &
NoDEHZF/B-LTLDE VS HENLRFRORENGD, CEVAFEKERTH LM E S DI
Bl EBRMOADETH D,
2021 £ 9 BOMEZICIE, WAL B I TLVEL, BRIIKEZESODREL(TTHEL, RED
BHLZE OIE @MmBEIZAIFTAMAT 52 L E#URITKRH TS,

(8% 1) OIE glossary [CEBIT2HEEBDES
EMERGING DISEASE
(R ER)
JR MIBHINTWLDERBUN T, UTORRE L TKEIVEEIORBEICERLGZEER
FIEREEH®RT S,
a) BN ORREDLEL. FEH- GBI OE~DLENY,
b) FzICBBE SNz, FEERDONSREER,



(5&2) 2021 £2 AICHESIN-0IE KEZESRLR— MM LTARMNMRE LAV k
Japan expresses our appreciation for providing the list of papers (Annex 8), which are rationales for that the
Commission proposes that infection with CEV would be an emerging disease.
However, the papers also indicate that CEV does not meet the OIE's definition* of an emerging disease. Thus
Japan reiterates that CEV is not an emerging disease for the following reasons.

Japan considers that CEV does not meet the condition a) of an emerging disease. Any notable change of
CEV has not been reported. Then, the several articles the OIE provided have reported that the CEV has
already detected in several geographic regions. For example, ‘Carp edema virus from three genogroups
is present in common carp in Hungary (ADAMEK et al. 2018)’ says, “The hypothesis of a prolonged
presence of CEV in European carp populations and suggest that previous outbreaks of KSD were not
recorded or misdiagnosed.”.
Japan also considers that CEV does not meet the condition b) of emerging diseases. It is true that the
number of publications on CEV detection has increased in recent years; however, this is possibly due to
the cascading discovery of CEV by researchers who had been previously unaware of its existence and
became interested in the disease.
In fact, according to scientific articles, CEV like virus was detected from archived samples for spring
carp mortality syndrome (SCMS) in England in the late 1990s (Way et al. 2015) and in the Netherlands
in the early 2000s (Haenen et al. 2016). In addition, this disease was reported as a viral disease for carp
since 1970s in some scientific papers. While CEV is detected in several European countries, CEV is not
currently included in the EU listed diseases (EU 2018/1882).



