PROPOSED JO NTOCOVM TTEECONCITRACEABI LI TYO NOLABORATORYOIMVEDI CI NE”

GENERAL U NTRODUCT! ON
Al midof Ot heJoi nt OConmmi tt ee

TheOJCTLMI sObei ngOcr eat edt oOmreet [t helOneedf or DalOwor | dwi delpl at f or it oCpr onot e
andOgi vegui dancedonOi nternati onal | yOOrecogni sed0d andd accept edd equi val encel of
measur enent s nOLabor at or yOMedi ci nefandOt r aceabi | i t yOt oOappr opr i at edmeasur enment
st andar ds.

WhoOwi | | Cbhenefit?

I nCr ecent Oyear s, Omaj or Odr i ver sCbehi ndt heOr api dl yOgr owi nglneedf or Oconpar abi l ity
of O measurenentsO i nO Laboratoryd Medicined andd traceabilityd told neasurenent
st andar ds, Ohavelbeen: Ot hedECOD rect i veOonOl n-vi t r oD agnost i cOOMedi cal ODevi ces
(98/ 79/ EC), Ot heli ntroduct i onlof Ol SOJ170250andalgener al i ncr easi ngQawar eness [of
t heOcostsOof Odi agnosti cOmeasur enent sdandOt est sOanddt hedconsequent Oneedf or
reliability.

International l yd recogni sedd andd acceptedd equival enced of 0 neasurenentsl in
Labor at or yOOMedi ci nedandOt raceabi | i t yOt oOappr opri at edneasur enent Ost andar dsOwi | |
| ead[ oO:

- inprovenent 0 n(gual i t yOof Cheal t hcar e(f or (0t he[(pat i ent ;

- reductionOof Ocost sOf or Ogover nment sC0andOheal t h- car edi nsur er s/ i nprovenent i n
ef fi ci encyOof Oheal t hOcar e; Or educt i onOof Onunber Dof Or epeat Ot est sOet ¢. Oduelt o
i mprovenent s nOqual ity;

- reductionlof Ocost sCf or Ot hed VDO ndustry;

- renoval Oof Or edundant Ow i t t en(Ost andar dsCbyOuni fi cat i onOof Or egi onal [Ost andar ds;

- gl obal Dacceptabi | it yOof Omeasur enent sOandt est sOr enoves [t echni cal Obarriersto
trade.

New(r egul at or yCOandvol unt ar yOst andar ds

Ther elhas, Oi nOr ecent Oyear s, Obeenlconsi der abl efacti vi t yObot hOwi t hi nl SOdandt he
EUOr el at edOt oOnewOwr i tt enst andar dsOandOr egul ati onsOf or Ocl i ni cal Ochem stryOdand
| abor at or yOmredi ci ne.

ToOsupport Ot heTJECODI r ect i veOonOl n-vi t roODi agnosti cOMedi cal ODevi ces[t oOconeli nt o
ef f ect i nODecenber 02003, Ot heOEur opeandConmm ssi onOnmandat ed0200wr i t t en(St andar ds
(Norns) Ot oObeldnadeld by CENCI Techni cal OConmitt eel140; Ot hesedwr i ttenlstandards
pertai nOtoOspecificOcl ausesOi nOtheOAnnexd10of Ot hedl VDODi rectivel(Essenti al
Requi renents) .
WthOrespect OtolOreferenced nmeasurenent 0 systemsOinOthelfiel dd of O Laboratory
Medi ci ne, Of our OsuchDwr i t t en[0St andar dshavelbeenhandat ed:
a) Presentati onlof ORef er encelMeasur enent OPr ocedur es( EN[112286) ;
b) Descri pti onlof ORef erencelVat eri al sC( EN(112287) ;
c) Metrol ogical OtraceabilityOof Oval uesfassi gneddt oOcal i brat or sCOandCcont r ol
mat eri al s EN/ | SO117511) ;
d) Metrol ogical Otraceabi lityOof Ocatal yti cOconcentrati ondof OenzynesOassi gned
tolkal i brat orsfandCcont rol Ohat eri al s pr EN | SO118153) .

| SO0 est abl i shed i n0 19980 i t s Techni cal 0 Committeeld 212, 0 andOthed fourOtopics
ment i onedd aboveOwer ed si nmul t aneous! yO handl edd by CENO andO | SOJ wor ki ng gr oups.
Addi tional | y, OalOwor ki ngOgr oupOof OTC2120devel opedOanCl nt er nat i onal OSt andar dCon
Requi r ement sf or ORef er encelMeasur enent OLabor at ori es( | SO FDI S[115195) .



W t hr espect Ot ot heOt wolt raceabi | i t yOdocunent st hi sOr esul t eddi nOpr EN/ | SOJ17511
andO pr EN/ | SO 18153, Oshowi ngdt heli nportancel of Oest abl i shi ngO gl obal / wor | dwi de
writtenlist andar dsCr at her Ot han(r egi onal Cones.

I nOst andar ddpr EN/ | SOJ175110i st heObasi cOdocunent Oont heli ssuelof Ot raceabil ity
requi renent s. Ol nOt hi sOdocunent Ot heli ssuesOandOpr obl ensOonOt hetraceabi | i t yOof
val ueassi gnment [0t olcal i br at or sCandCcont rol Crat eri al s, [t oCbedenonst r at edby [t he
manuf act urersO of O i n-vitroO di agnosti cO products, O arel expl ai nedd andO sol uti ons
gi ven.

Responsi bi | i t y[Of or Dwor | dwi de[X raceabi | i t y[O n0 abor at or yOredi ci ne

TheOf ul | - scal ed- Oi deal O- Odenonstrati onOof Ot heOtraceabi | i t yOchai nOi sOgi vendi n
pr EN/ |1 SO017511. Ol nOt hi sOdocunent Oar ednent i onedt helor gani sat i onsOexpect edt olbe
responsi bl el for establishingd the tool s told obtaind properd and appropri ate
traceabilitylchains.

Thesell organi sationsl i nclude: O thed i nter-governnent al 0 nmetrol ogyd organi sati on
(BIPM, Ointernational Oprofessional OscientificOandOnedi cal Oorgani sationsvi z.
| FCCOandOWHO, OasOwel | OasOt hell VDOl ndustry, OCerti fi eddRef erencelNMat eri al O( CRM
pr oducer sCandt helnet wor k( s) Oof ORef er encelMeasur enent [lLabor at ori es.

I nt heIf i el dOof Ol abor at or yOnedi ci ne, [i t O sOnowJevi dent [t hat [0t heseObodi esOshoul d
col | abor at edver yOcl osel yOt oOpr ovi deCanCappropri at edst ruct ur edw t hi nOwhi chOt he
r equi r enent sOf or Onmeasur enent Ost andar dsOout | i neddaboveOcanObelnet . OThi sOi sOt he
pur poselof (t hi s niti ati ve.

Acti onso[f ar:

I nOMayd20010a0pr epar at or ydwor ki ngdgr oup, Oconposeddof Orepresent ati vesOof Ot he
| FCC, [0t heBI PM ONM - VSL, ONI STOand Ot he OECOI RMMret [t oOexpl or et hedpossi bi i t yOof
creati ngbaljj oi nt Ocommi t t eelof Ot heOpri nci pal Oi nt er nat i onal Oor gani zat i onsOwor ki ng
i nOt hedfi el dOt oOcoor di nat edandOi niti at edcomobnlacti onsCai nedOat Oest abl i shi ng
gl obal (Ot raceabi | i t y[ nd abor at or y(nredi ci ne.

I nONovenber 020010a00f ur t her Onmeet i ngt ook Opl acelof Dal0sonewhat Oenl ar gedOgr oupt o
t akeOt heOmat t er Of or war d. Ol ncl udedOwer e[r epr esent at i vesOof Ot heOUSOI VDOi ndustry
ADVAMED, Ot hel Eur opean | VDO i ndust r yO EDMAC and0 t hed USO FDA. 00 Thed concl usi on0 of
di scussi onsOwas Ot hat ODaDwor kshopOshoul dObeOar r angedOi n0Juned20020wi t hOt heOtitl e
"Traceabi | ity n(Labor at or y(Medi ci ne", [t hat Owoul dlbr i ng[t oget her Or epresent ati ves
of DalOwi dedr angelof 0i nt er est edOpar ti esOf r onidar ounddt heCOwor | d. OAt Ot hi sOwor kshop,
i t 0i sOhopedCt oOput Ot heOf ut ur elact i vi ti esOof DaldJoi nt OCommi t t eedonUalnor eIf or mal
basi sCOandOadopt Canfout | i neCof CaOwor kOpr ogr anme.

Pr oot or sUof (0t heJCTLMJandOpar t ner s n(f ut ur e(Jact i ons

I't0isO plannedd that O theO principal O pronotorsd of 0 theld JCTLMI shal | O bel t he
i nt ernati onal Oorgani sati onsCOdeal i ngd0wi t hOnetrol ogi cal , Osci entific, Oheal thOand
accreditationCaspect sChanel y, O FCC, OBl PM CMHO(t oCbellconf i r med) CandOl LAC.

Many Cot her st akehol der sCt akeOpar t Oor Oar el nvi t edt o0t akeOpar t Ui n(t heOactivities
of Ot hedJCTLM Oe. g. Or egi onal Oor gani sati onsOi nOt hedf i el ddof Oregul atorydaffairs
( FDA, USA; O Eur opeand Commi ssi on, O Eur ope) , OCRMI pr oducer s (not abl yOI RMM OEur ope;
NI ST, OUSA) , Onet wor ks Oof Or ef er encelnreasur enent Ol abor at ori es( DGKC, OGer many; OCDC,
USA) , OEQA/ PTor gani ser s CAP, OUSA; EQALM [Eur ope), Ow i tt endSt andar ds( hori zont al
orOvertical ) Osetti ngdbodi esd( 1 SO OCENOandNCCLS, USAL, OJCCLS, OJapan) DandOl ast O-
but Onot Ol east O- Ot heOl VDOi ndust r yOf r onJUSAO( AdvaMed) , OEur oped( EDMA) DandOJapan



(JACR) . OTheli nt ernat i onal Oor gani zat i onsdl FCC, OBl PM OWHOOandOl LACOr epr esent 0t he
nat i onal Onmenber -i nstit utes, Owhi chOi nOt hei r Or espect i velcount ri esOar elr esponsi bl e
for Cest abl i shi nglsyst ensUof (i nt ernati onal | y(r ecogni sedlnetrol ogy(traceability),
| abor at or yOredi ci neCJandOaccr edi t ati on.

I't 0i sOi nt endedt hat Ot heOact i vi ti esOof Ot hedJCTLMIshoul dOr ef | ect Oalt rul yOgl obal
part nershi pOof Ot heOpl ayer s/ st akehol der sOi nOt hefi el ddof OLabor at or y[1Medi ci ne.
I nevitably, Ot hi sOw | | ObeconeOall ar gedgr oup, Oanddi t Oi sOl i kel yOt hat Oat Or egul ar
i nterval s, Oper hapslCever y[t wolyear s, (allGener al CAssenbl yOwi | | CbeOconvenedt oOwhi ch
al |l Oparticipants n(t heUCTLMactivitiesOw | | Cbel nvited.



