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Annex 20 Infection with koi herpesvirus

(R 4.1. BREBHVDY—RA SR EBRMICHEZRIT-BYOREDT=HIC 0IE AMH#RS
SEWELE TDRILLNIL)

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®
AV (F):

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



Conventional nested PCR [&. Englesma et al. (2013) A'#R& L= PCRiEZHLTLE EES
M. Engelsma et al. (2013) (LMD P THREBRELEFEEFHE L TLVELY, Engelsma et
al. 2Q013) DAEIE. £<LRIAESNTLVEWNZH, —D2DTIR ("+") THD. "“KRiRITk->TIE
FRTESM. OX b+, FHEY. BIEOXRM. TOMOERICKYBERALEL CHIREN L HE
LThHhDEROND,

LAOALAA S, Table 4.1 TIX, 5D PCRIEIZH LT, Lvl, "+ XUV +++"DFEMN G I
TW%, Lvl OFFHEIZZ (T 5 ICIFRHBRECREEICET ST 20 KRHO5n S (0IE Manual
2019), Ff=, "+ OFHEIL “BUGEHETHIN. SOLLIRIANBELBENHD” ZEH
i, "+++"DFHMEIE “REINF-BHOEOICKRIESN-H#EAET, EFEILO0IE Validation Pathway
DAT—UICERL TS BRI LTEZONAFFETH S,

++ = RENEBHOFE=OIZRIE S =#EHET, BEIXOIE Validation Pathway DX 57— 3 IZ#E#L TNV,
+ = BYLGHETH DN, SOLLLRANDELZENH D,

+= RKBITKS>TIIEATESH., IR+, EFEHE. REORM, ZOMOERICKYERAHIEHL CHIBRESN D,
mENT = COBMICITETIEEL,

LV = REFEROBRIEL NIV, UTORDELYICREEZETT .

[Preliminary considerations |

Assay v [ Reagents and controls |
iti Study desi
Dovstopment [ Pormimorte ] | [T 1
Pathway assay protocol Optimisation,
f— Calibration to Standards
Repeatability and
STAGE 1 < limi R ibili
I Analytical specificity Py Coprau e iy
- — Analytical Candidate test compared with
[ Analytical sensitivity = characteristics € standard test method
I Diagnostic specificity .—) STAGE 2 ¢ Samples from reference animals or
experimental animals (where used)
Assay I Diagnostic sensitivity .—) e
Validation  ['G,t.off determination J|—»  characteristics —>|__Provisional recognition
Pathway
Select collaborating labs |—)
| } g STAGE 3 Assay designated as “validated
| Define evaluation panel |—) — for the original intended
ibili se(s)”
Reproducibility |—»  Reproducibilty et
l Interpretation of test results I_) STAGE 4 E | Refenencs slandanissalede ‘
| Deployment to other labs > Implementation  €—{ Intemational recognition (OIE) |
Replacement of > - T
g g it Monitor precision and accuracy
Validation depleted reagents Mor;g%nng (_| |
A -modificati —
Status. e modlrgi_av;ciirésaﬁgg —> 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 Y5IA



https://www.oie.int/fileadmin/Home/eng/Health_standards/aahm/current/chapitre_validation_diagnostics_assays.pdf
https://www.oie.int/fileadmin/Home/eng/Health_standards/aahm/current/chapitre_validation_diagnostics_assays.pdf

(4.4.2. B PCR) (EA/HE)

(EX)
Furthermore, it should be noted that there is evidence that the published conventional
PCR and real-time PCR methods, developed for the detection of KHV DNA in fresh tissue
samples from clinically diseased carp, fail to detect other strains of cyprinid herpesvirus

closely related to koi herpesvirus seme—KH\—genotypes in clinically affected fish

(Engelsma et al., 2013). UntiHthisisresolved,in-geographiclocations-where these-variants

({RER)

ST, BBERMICEBE LI/ OHELMBY > TILhd KV DNA #3510 SH
f=e BREINTWAHREEE PCREZSLIUVEEZPCRIETIL, FBERMICEBEL-ADKH LaZETH
5. AAHABTBICEET EANINRRVA I RAD—EOKHBEFRFRETERE LS TR
75\3736 LIZE ‘é“é’éz\gh\'&}é (Engelsma et al., 2013 ), —DEEABRLSN S ETIE
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AV (F):
—EBD KHV EIZFE” & “KHV LEETHS. IM BHABICRLET EIANILRZIIAILADOK”
BEEMADLIRET S, Ff-. “COMEIRREINLETE " OXEZFHIRTLLIRE
Téohhb¢ ENEHIIUTOELY THD,
RIE A TIX, Englesma et al. (2013) AFRE L= A ILRAH KHV TH S & L5 FEEHIRALIK+
SR> TULVELY, Engelsma et al. (2013) DR/XDAE A FILTHD” AANILRADIA LR
LiEBTHD. M BBRBITEET EIAUMRIDSIVADHFKR” IZHZ LS5, BoDHEL
TWBDAILRIERENEHEY LTLVELY,
Englesma et al. 2013) AFHE L TWLNEIAILRIE, DAILNADT—EIR—XTH5 ICTVIZE
EHRINTULEL, T, BFZIVMIILRATHRANI S INTHE ST . WEEILIXRNTH D,
Engelsma et al. (2013) MIMX TIL. Z2EODEIZEWNT” AMETEHELAE=DAMILRETAAN
IWRZADALIRAED LY ERETBEEFIRREZTMI 512, KYSDEGRFIERERET S
WENHD” LLVIXBEEBENTLS,
LEDEMNS, Engelsma et al. (2013) Aiwak L7z “KHV LiEfgTHDH. 24 HAKHIZRET HA
IWRZAYAIVAD” ZBRHET 52 A%% OIE Manual (Z38#9 28011z, L L1-& S5 4iEHR
(DK THLHH. BEENHEINE) ZIREITRELEEZD,



(4.4.3. HERE PCR) (HYFR)

aAAVbE (F):
XELXLTHIRTAELIIBET S, £1-. £44.3. 112815 Englesma et al. (2013) DAEZE

HIBR T 2 & S1RET 5,

ZTOEAIE, /N5557442TaAVMLIZERY., BEEATIEL, Englesma et al. (2013) A
BELIZVAILADNKH THD & VS REMIRRLUET IR > THE ST, BELRIREMHARILE
THDIEEZD=HDTHD,



(5 B EFRESERSEFECHDC & FHBAT H-0ODF—A( 5 URIHESNIRE
%) GBA/EIBR)

(EX)
Real-time PCR is the recommended test for surveillance in apparently healthy animals to
declare freedom from infection with KHV. However, there have been unpublished
observations that the method may not detect the other strains of cyprinid herpesvirus
closely related to koi herpeswrus KH\V-variants that were described by Englesma et al.

(2013).

(I=ER)

EFEPCRIE, KHV [CREZELTWEWI EZEETHE=0IC. RENTEEELZESYOI—RAS Y
RICHBINIHEEEZTHD. LML, CDAETIEEnglesma 5 (2013 F) AFEFK L 1= KD
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AV (FR):
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T DXEZHIBRIT AL SERET S,

/\77774 4.2 THaAMLE=@Y., BEEESRTIEEnglesma et al. 2013) MIRE L=V 1L
ADNKHV TH S L VWS HEMBRET2ICHI-THE LT . BLEHSHEMNRARSIDLETH D,
Engelsma et al. 2Q013) M/XDE A FILTHBD” AANILRRAIA LR EEBTHSH. a1 FA
FBICRRETEIANURIVLNADFKR” [THAHLIIC, BoDHEL TLEVMIILRITHELIE-
FUY LTLVELY,



(5.2 mEE~DIER)
(5.2. 1.1 FHEEIRDRET — 74 LAtk 4 FEE (CEV))

(EX)
The Commission reviewed the latest scientific evidence and noted that infection with CEV
continues to be reported to impact production and cause mortality events in wild and
farmed populations but the severity of the impacts is unclear.
The Commission did not agree with a comment that infection with CEV did not meet the
definition of an emerging disease, and reiterated that detections of infection with CEV
should be reported to the OIE as an emerging disease, in accordance with Article 1.1.4.
of the Aquatic Code.
The Commission encouraged Members to investigate mortality and morbidity events in
carp, emphasizing that a better understanding of the virus is essential for efforts to control
its possible spread and impacts on carp populations.
The Commission will continue to monitor the global situation for infection with CEV and
seek further information from scientists working on the disease.

({=ER)

FEREIRIORFEMINEZEET L. CEVORENFELS LI UVERBERBEOLEICEELSR.
REERZEISEITIENEIETHMEBEINTLDED., TOEEZDFLUSIEIFHATHSZ L%
e L 1=,

FERIE. CEV ORBRFFFHEBRPEDERZH L TLWEVWLEWVWSERICIIEAEES. CEV O
ENBREINIEEICIE, KEEYMFHRELEDE 1.1.4 IBIZHE- T, FEREGFEE LT OIE (S #b’z"‘
IRETHAICELEZHOTHEALLT=,

FERE, M DORTEOERBEZFAET HLSMBEICEML. VM IILADILBOATEEMEAS D
1 DEERBE~ADEEEZNGIT H5-ODMYMAIZIE. DMIILRICZHT HEBREZFEDHD Z LN
RTHAHZ EZTRALI,

ZERIF. CEVOREICHAT AHAMNGKRRZSIESHEERL. CORIUMYBATLELRZE
ENLEOLBEMEROTIN,
= DA N E I

CEV DFEEDFRNEEFHET 5012, T4 I ADILRRCEEEIZZRLIENREZE 0IE NIRETH
EIZIFERT 5,

LAOALGEA S, ULTD2 O0EAM L., BRI, CEVIREERFEOERICEFEFNLIEFHZH:ZLT
WEWEBZTHEY ., BERATCOE Z2HEERERGT Z EICERMT 5, CEVICRET H1FHA T+
DIGIRRET CEV ZHERRE T HDTHEHAGL . FEI L DEHRZAFER. HEEROERICEFN
AEHETHE-IDEBRAIARNETHS,

OIE/KEFEELD 9 AL AR— FIZIL.CEVIZDULVT, lthe severity of the impacts is unclear]

EDREMNHD, COEIE. CEV A, FHEEFDERICEENS [diseases, which has
significant impact] EWSFEHZH L TLWEWLWI LEZRLTLS,

OIEKEZREEM L FIHEEFDERICEENDIFHZ CEVAFEEL LTS I & ZRT RFEMIR

AR REINTULEL, BRIZOIEKEZEED 2 ALR—MIFML T, &H a RUEHD &

AL TWEWEIAY FERE Lz, LALGAS, OIEKEZFERDOALR—FIZE.




NoDEHZFEL TS &V HZ2HREROREAL L, CEVAFHEKRFTHLIMNE S DT
SlitEBMADLETH D,

2021 £ 9 ADMEZICE, RUARB RSN TWEL, BREFIKEZESORFELETTHLS, RED
R#LZ OIE £MBEIZFE T TRFET 5 2 EZYRITKRH TS,

(8% 1) OIE glossary 2T HBUEBENDEER
EMERGING DISEASE
means a disease, other than listed diseases, which has a significant impact on aquatic animal or public health
resulting from:
a. achange of known pathogenic agent or its spread to a new geographic area or species; or
b. anewly recognised or suspected pathogenic agent.
CEN
DA MZHBEINTOWEHRERBLUN T, UTOBRE L TKESHVF-EARBECERGEEEZR
FIEREERT 5.
a) BRXIDRFEADLE. T[T hEAMECEADLENY,
b) #=IZBE SNz, FLEEDONLHERIE,

(B%&2) 201 &2 AICBEESN- 0IE KEFERLAR— MIRH LTHAMRHE L3 AV b
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).



