A new ISO/IEC 17025 for laboratories

HoBbiit HCO/MDK 17025 nas
JJadoparopuu

Something is changing in the life of laboratories!

Twelve years after the 2005 version of ISO/IEC 17025 - which was not substantially different from the
original 1999 version - a significant revision has led to the publication of ISO/IEC 17025:2017. The
three-year transition period provided for all parties to fully implement the new version seems to be
adequate for the task; however a significant effort will be required to ensure a smooth transition. This
applies to laboratories and national accreditation bodies. The latter will be supported by regional and
international accreditation organisations which need to ensure a harmonised procedure for the
implementation of the Standard, the assessment of laboratories and the peer review of the accreditation
bodies. The revised Standard remains applicable to all organisations, regardless of the number of
personnel performing laboratory activities. The requirements of the Standard are also applicable to
sampling, provided that it is “associated with subsequent calibration or testing”.

Koe-4T0 n3MeHW10¢h B KU3HHU J1adopaTopuid!

Croycrst ABeHaaUaTh JIeT mocie Bbixona Bepcuu cranmapra ISO / IEC 17025 2005 roma, xoTopas
CYIIECTBEHHO HE OTJIMYajlach OT IepBOHadalbHOM Bepcuu 1999 roga, xapIuHAIBHBIM TNEPECMOTP
crannapta 3aBepmwics nyonukanuein MCO / MOK 17025: 2017. TpexieTHuil mepexoIHbI TEepHo.
NpeyCMaTPUBAIONINK, YTO BCE CTOPOHBI B TIOJHOW MEpe Pean3yioT HOBYIO BEPCHIO, MPEACTaBISCTCS
BIIOJIHE  aJIeKBaTHBIM dToM 3amaue. OgHako A oOecredeHWs IUIAaBHOTO Mepexojia MOTPeOyIOTCs
3HAYUTEJIbHBIE YCHIIMS. DTO OTHOCHUTCS K JIaOOpaTOpUsM M HAllMOHAJIBHBIM OpraHaM 10 aKKPEIUTALUH.
[locnennne OyayT moxanepKaHbl pPETHOHAIBHBIMM W MEXKAYHAPOAHBIMM  OpPraHU3ALMAMH  II0
aKKpeIUTallii, KOTOPEIM HE00X0AUMO 00eCIeYnTh COTJIACOBAaHHYIO Tpoleaypy BHeApeHus CraHpapra,
OLIEHKY JIaOOPaTOPHi M 3KCIIEPTHYIO OLEHKY OpraHoB HO akkpeaurtauud. Ilepecmorpennsiii Cranzapt
NO-TIPE)KHEMY OpPUEHTHPOBAaH Ha BCE OpraHU3alid, HE3aBUCHMO OT KOJMYECTBA IEPCOHAIA,
3aHUMAIOIIUECs J1a00paTOPHON JEATEIbHOCThIO. TpeOoBaHMs CTaHAapTa TaKXKe NMPUMEHHMBI K OTOOPY
npo0, MPH YCIOBUH, YTO OHH «CBSI3aHBI C MOCIIENYIONIEeH KaTHOPOBKON MITH UCTIBITAHUEM)

What is changing?

There are a number of important changes compared to ISO/IEC 17025:2005 (see Figure 1); they relate to:
- The structure

- The terminology

- The introduction of new provisions

- Risks and opportunities

- The management system

- Reference to new standards

- The Annexes

Yr10 u3MEeHWJI0CH?

Ectb psan BaxubIX n3MeHeHMi 1o cpaBHeHuto ¢ UCO / MOK 17025: 2005 (cMm. Pucynok 1);
OHH CBSI3aHFI CO:

* CTpyKTYpO#

» TepMuHonorueiu

* BBeJleHHEM HOBBIX MOJIOXKEHUM

* Prickamu 1 BO3MOXKHOCTAMU

» Cucremoii MeHePKMEHTa



* CchUIKaMH Ha HOBBIE CTaHIApTHI
* [IpunoxxeHusaMu

The structure of the Standard
The structure of the Standard has changed extensively to be in line with the format of the
ISO/IEC 17000 series.

Crpykrypa Crangapra
Crpykrypa Cranmapra CHIBHO M3MEHHJIACh, B IENIX COOTBETCTBHS (hopMmaTy craHmapToB cepuu ISO /
IEC 17000.

The terminology

The following verbal forms are used in the Standard: “shall” indicates a requirement; “should” indicates a
recommendation; “may” indicates a permission; “can” indicates a possibility or a capability. Reference is
made to definitions given in ISO/IEC 17000 and ISO/IEC Guide 99 (VIM). However, a series of terms
and definitions are added, namely impartiality (according to ISO/IEC 17021), complaint (ISO/IEC
17000), interlaboratory comparison and proficiency testing (ISO/IEC 17043), intralaboratory comparison,
laboratory and decision rule. Laboratories’ activities are classified as calibration, testing and sampling (if
associated with subsequent calibration or testing). The term “the laboratory” is therefore used throughout
the Standard without any distinction, except in cases of different/additional requirements. “Laboratory
management” is used instead of “top management”. The term “quality manager” is not used; relevant
responsibilities are to be assigned to competent personnel.

TepMmuHosiorus

B Cranpapre ucmonb3ylooTcsi Clenyromue riaroyibHsie Gopmel: «Jlomken» o0o3HayaeT TpeOoBaHME;
«Cnenyer» obo3HavaeT pekomeHnmanuio; «MoxeT» obo3HauaeT pazperierne; «CrmocodeH» 0003HadaeT
BO3MOKHOCTh. CchllTka AenaeTcsi Ha omnpeneienus, npusenaeHasie B MCO / MOK 17000 u UCO / MOK
PykxoBoactBo 99 (VIM). Bmecte ¢ Tem nobGaBisieTcss cepusi TEPMHUHOB M ONpENENIeHUI, a MMEHHO
"6ecnpucrpactHocTh” (B coorBerctBuH ¢ ISO / IEC 17021), "xkanoba (mperensus)" (MCO / MDK
17000), "mexmnaboparopHoe ciuuenue" u "mpoepka kBamudukamuu" (MCO / MDK 17043),
"BHyTpHnaboparopHoe ciudenue", "naboparopus” u "mpaBuiio mpUHATHS perieHUs". JesTensHOCTD
naboparopuii kiaccuuupyeTcs Ha KajauOpOBKY, MCIBITAHHE M OTOOpP NpoO (€CiM 3TO CBSI3aHO C
nocienyouend KamnOpoBKON WK UcTIbITaHueM). Takum 00pa3oM, TEpMHUH «1a00paTOPHs» UCHOIb3YETCs
Bo BceM Cranmapre 0e3 Kakoro-iubo pasiuuus, 3a HCKIIOUCHHEM ciydaeB Au(QepeHInpoBaHHbIX/
JOTIONTHUTENBHBIX ~ TpeOoBaHWH. BmecTo  «TON-MEHEIKMEHTay»  HCIONb3yeTcss  «MeHemKMEeHT
naGoparopumn». TepMUH «MEHEIDKEp M0 KaueCTBY» HE HCIOJb3YEeTCS; COOTBETCTBYIOLINE O05S3aHHOCTH
BO3JIArat0TCsl HA KOMIIETEHTHBIH MEPCOHAIL.

The introduction of new provisions

¢ Improvement now includes feedback from the customer.

e Assuring the quality of results provides for monitoring the validity of laboratory activities in a wider
way; many more tools to be used are listed. ISO 17034 for the producers of reference materials and
ISO/IEC 17043 for proficiency testing providers are referred to.

e The agenda for management review meetings is widened to reflect the various changes, especially the
inclusion of risks and opportunities (see below).

e Additional provisions are now included under control of data — Information management.

¢ No need to rewrite methods; the laboratory has only to refer to the standard method it implements,
provided that there are no deviations or adjustments.

BBeeHre HOBBIX MOJIOKEHUM

* Yiyd4iieHue Ternepb YIuThIBaeT "oOpaTHYIO CBA3b" OT 3aKka3unka. (1.8.6.2)

» O0ecrnieueHre Ka4ecTBa PE3yJIbTATOB MPEIyCMaTPUBACT OOJiee TIIATECIHHBIH MOHUTOPHHT
JIOCTOBEPHOCTH PE3y/IBTATOB; MPEIIOKEHO HECKOIBKO BUIOB MOHUTOPHHTA. (11. 7.7.1) IMeroTCst CCBIIKH
Ha MICO 17034 ans npousBoauTeiel cranaapTHeix 00pasuos u MCO / MBK 17043 myist npoBaiiaepos



MIPOBEPKH KBATU(DUKAITHIH.

* [Iporpamma coBemanuii Mo aHaJIU3y CO CTOPOHBI PYKOBOZACTBA paciiupeHa AJsi 0ojee MoJIHOro
pearupoBaHus HA Pa3InYHbIC U3MEHEHUS, 0COOEHHO CBA3aHHBIX C PHCKAMHU M BO3MOXXHOCTSMH (CMOTPH
naiee).

* JlomosHUTENbHBIC TIOJOXKEHUSI TENIeph BKITFOYCHBI B CBSI3U C KOHTPOJIEM JIAaHHBIX - Y IPABIICHHE
MHQOpMaIUEH.

* He Hy»HO MepenuchIBaTh METO/IbL; Ta00PATOPHSI JOIKHA TOTBKO COCIATHCS HA CTAaHIAPTHBIN METO/I,
KOTOPBI OHA pearu3yeT, IPU YCIOBHUH OTCYTCTBHS OTKJIOHEHHI UM KOPPEKTHPOBOK.

Risks and opportunities

According to a general statement in the introduction, the Standard requires the laboratory to plan and
implement actions to address risks and opportunities. This is reflected in a number of sub clauses hamely
those dealing with impartiality, statements of conformity, management of nonconforming work,
management reviews etc. Following on from this, no reference is made to “preventive actions” — risk
management related provisions as well as clauses relating to improvement cover the need.

Pucku 1 BO3MOKHOCTH

CornmacHo BBeneHUIO0, CTaHIapT perNIaMEHTHPYET  IUIAHMPOBAaHUE M OCYIIECTBICHUE OCHCTBUM,
CBS3aHHBIX C OIIGHKOH pPHCKOB W BO3MOXKHOCTEH JabopaTopueil. JTO OTpaXeHO B psle ITyHKTOB
CTaHJapTa, a MUMEHHO B TeX, KOTOPbIE KacaloTcsi OeCHpUCTPACTHOCTH, 3asBICHHA O COOTBETCTBHH,
yIpaBlieHUs] HECOOTBETCTBYIOIIEH pabOTOM, aHaJIN3a CO CTOPOHBI PYKOBOJACTBA U T. . B CBsI3U € 3TUM He
JIETaeTCs CChUIKA Ha «IIPEeAYIPEeKaloNIie JeUCTBUD) - "yIIpaBIeHue PUCKaMH' U "yIIydilleHHe" pemarT
ITYy 3a/a4y.

The management system
e A quality manual, as such, is not required.
A number of the provisions appear in a more detailed form.
The issue of liability is covered in more detail; some of its aspects are addressed under
confidentiality.
Most of the other provisions previously under clause 4 now appear under clause 8, while most of
those previously under clause 5 now appear under clauses 6 and 7 (see Figure 1).
e Specific sub clauses under the new clause 4 now provide for independence and impartiality. They
are more detailed than the equivalent clauses in the 2005 version.
o Externally provided products and services cover both services and supplies, and subcontracting.

CucreMa MeHeI’KMEHTA

e PyKOBOJCTBO 10 Ka4eCTBY, KaK TAKOBOE, HE TpeOyeTCsl.

e  Psj nonokeHuii npuBoanuTCs B 00Jiee oapoOHO# hopme.

e Bompoc 00 OTBETCTBEHHOCTH paccMaTpUBaeTcs 0osee MoApoOHO; HEKOTOPBIE M3 €ro acleKTOB
paccMaTpUBAIOTCS B KOHTEKCTE "KOHPHUICHINATEHOCTH" .

e BoJBIMHCTBO ApPYruX MOJNOXKEHUH, paHee OMMCAaHHBIX B pasfene 4, Tenepb (QUIYpHPYIOT B
NYHKTE 8, B TO BpeMs Kak OOJIBIIMHCTBO M3 HUX, paHee HaXOAMBLIMXCS B paszelie 5, Ternepb
0TOOpakaroTcs B MyHKTax 6 u 7

o OT}ICHBHBIC MOAIMMYHKTEI B COOTBETCTBUHM C HOBBIM ITYHKTOM 4 TCOCPh MPEAYCMATPHUBAIOT
HE3aBUCUMOCTh M OecnpucTpacTtHocTh. OHM OoJiee MOAPOOHBI, YeM SKBHBAJICHTHBIC CTaTbHU B
Bepcuu 2005 roa.

e IIpoayKTel W YCIIyru, MpeloCTaBiIseMble M3BHE, OXBATHIBAIOT KAaK YCIYTH, TaK M IOCTAaBKH, a
TaKXe Cyormoapsi.

Last but not least!

One of the most important changes refers to two alternative options, A and B which may be of

particular interest to laboratories operating under a parent organisation which is 1SO 9001 certified (see
Figure 2). Option A refers to the need of all provisions of clause 8 of the Standard to be implemented by



the laboratory; these include those requirements of 1ISO 9001 which are relevant to a laboratory. Option B
is of interest to laboratories implementing a management system in accordance with ISO 9001 which
need to comply with clauses 4-7 of ISO/IEC 17025 as well.

ITocseanuii, HO TeM He MeHee BaKHbI!

OnHo W3 Hambojiee BaXKHBIX WM3MEHEHUH OTHOCHTCSA K JIBYyM QJIbTCPHATUBHBIM BapuaHTam: A u B,
KOTOpBIE TIPEACTaBIATh OCOOBI WHTEpec I jabopaTopuii, paboTarommx B 0a30BOM OpraHHU3aIliw,
KOTOpasi cepTU(UIMPOBaHA B COOTBETCTBHHU C TpeOoBaHusMHu crtaHmapra ISO 9001 (cm. pucyHok 2).
Bapuant A oOTHOCHTCA K HEOOXOOUMOCTH peaM3aliu JiabopaTopuell BceX MOJO0KEHWH MyHKTa 8
Cranpapra; onu BKmouaroT TpeboBanus ISO 9001, koTopele oTHOCsSTCS K Jaboparopun. Bapuant B
MIPEJNICTABISIET MHTEpeC U TabopaTopuii, BHEAPSIOMIUX CHCTEMY VIpaBiIeHHS B cooTBeTcTBHH ¢ [SO
9001, xoTOpBIe TaK¥Ke TOJDKHBI cOOMoNaTh monoxenus 4-7 MCO / MOK 17025.

NocnepgHUN, HO TEM He MeHee
Ba)HbI MOMeHT!

OgHo U2 Haubonee BaMHLIXHEMEHEHHA OTHOCHTCA

K OBYM ansTepHaTWBHbIM BapuaHTam: An B,

KOTOPbIE NPEgCTaENATE 0coGbil HHTEpeCnA Jl6a BapHaHTa CHCTEMBI

nabopaTopwil, paBoTawwwx & Gasosoi MEHEQM#MEHTA 1A nabopatopuit

OpraHW3aLnm, KoTopanA CepTHEMUMpOBaHa B

COOTBETCTEMH C TpedoBaHuAMK cTangapTa IS0

3001, BapwautA | wnw | BapwawTB

MyHKTBI 4-7 MCO 9001 [+

HB2-B9 NyHKETHI 8. 2-8.9) 1
MyHKTEl 4-7° 1

BapuaHT A OTHOCHTCH K HeodxoguMocTH
peanusauui nafopaTopHen BCeX NONoHEHNI
nyHeTa & CTaHgapTa; OHKW BENKYanT TpefoBanuA

IS0 9001, koTopble OTHOCATCA K nabopaTopu. BYACTH ;
TEXHHY ECHOH

BapuaHT B npegcTaBnAET MHTEpeCnA HOMNETEHTHOCTH
nafopaTopuil, BHEQPAMMYME CHCTEMY YDAENEHWA B

cooTBeTcTEMH ¢ 150 S001, KOTOopbIe TAKHE Q0N HbI

cofnogaTe nonoxedna &7 MCO /MK 17025,

The Annexes (informative)
Annex A deals with metrological traceability and reflects the provisions of ILAC P10 with reference to
relevant international agreements. Annex B explains the two Options (A and B) in more detail.

IIpuiioxenus (nHGpopMaMOHHBIE)

IIpunoxxeHne A kacaeTcs METPOJIOIMUYECKOM MPOCIEKMBAEMOCTH M oTpaxkaeT moioxenus ILAC P10
NPUMEHHUTENIFHO K COOTBETCTBYIOIIMM MEXIYHapoOHbIM cornameHusM. B Ilpunoxennn B Goinee
moIpoOHO omMcaHkl ABa BapuaHTta (A u B).

How can laboratories proceed smoothly?

Despite the significant changes being introduced in the new Standard, the existing system in the
laboratory should be used as the basis for meeting the requirements. The starting point should be the clear
understanding of the philosophy and the provisions of the new Standard. A useful step is to keep the
management system as it is and try to renumber its particular parts and corresponding procedures,
working instructions and templates. Further to this, not much additional work needs to be done, except to
assess the risk involved in producing a result that is not fit for purpose. The first internal audit and
management review meeting are very important. In any case, laboratories need to be in communication
with the national accreditation body.



Kak caejaarb nepexoa K HOBoMmy CranaapTy 0e300J1e3HEHHBIM ?

HecmoTpst Ha 3HaunTenbHbIE W3MEHEHUS, BHECEHHBIC B HOBBIN CTaHIApPT, CYLIECTBYIOLIYIO CHCTEMY B
nabopaTopuu ClieAyeT UCTOIb30BaTh B KAUECTBE OCHOBHBI [T YAOBJIETBOPEHUS TpeOoBaHMit. OTHpaBHON
TOYKOH OJDKHO OBITH YeTKoe MoHMMaHue guiocoduu u nonoxenuidt Hoporo Cranaapra. [lonesnsiii mar
COCTOHT B TOM, YTOOBI COXPaHHUTH CHCTEMY YIPAaBJICHHS KaK €CTh M IONBITATHCS NMEPEHyMEpOBATh €
OT/ENbHBIE YaCTH M COOTBETCTBYIOIINE MPOIEYPhl, paboune MHCTPYKIMK U malnoHsl. B nomonHenne k
3TOMY HE HYXXHO JeJaTh JONOJIHUTENFHON padOThl, KpOME KaK OLIEHUTH PHCK, CB3aHHBIH C MOyYeHUEM
pe3ynbTata, KOTOphIi He MoaxoxuT i 1enu. IlepBoe 3acenaHue Mo BHYTPEHHEH pPEBH3HH U 0030py
yIpaBlIeHHs OYEeHb BaXHO. B mr000M ciaydae m1a0OpaTOpuH JOJDKHBI MOAJICP)KUBATH CBS3b C
HaIIMOHAJBHBIM OPTaHOM I10 aKKpEAUTAIIHH.

2005 version

INTRODUCTION
SCOPE

The new standard

INTRODUCTION
SCOPE

NORMATIVE REFERENCES
TERMS AND DEFINITIONS

NORMATIVE REFERENCES
TERMS AND DEFINITIONS
MANAGEMENT REQUIREMENTS GENERAL REQUIREMENTS
TECHNICALREQUIREMENTS STRUCTURAL REQUIREMENTS

ANNEXES BIBLIOGRAPHY RESOURCE REQUIREMENTS

PROCESS REQUIREMENTS

MANAGEMENT REQUIREMENTS

ANNEXES BIBLIOGRAPHY

Figure 1: Comparison of 2005 and 2017 versions of ISO/IEC 17025

CpaBHeHue Bepcuii UCO/M3IK 17025
2005u 2017 ropa

Bepcua 2005 HoBwI# cTaHaapT
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