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1 Interna revisioner — Vagledning for revision av
ledningssystem for biobank, laboratorier och
kontrollorgan

Detta dokument har utarbetats for att ge biobanker, laboratorier och kontrollorgan riktlinjer till hur
program for intern revision av ledningssystem och dess tillampning kan etableras. Dokumentet ar
omarbetat for anpassning till SS-EN 1SO 20387, SS-EN ISO/IEC 17025, SS-EN ISO 15189 och SS-EN
ISO/IEC 17020. Ytterligare vagledning for att genomféra interna revisioner ges i standarden SS-EN ISO
19011.

| detta dokument anvands begreppet intern revision av ledningssystem for att understryka att
revisionen gors av organisationen sjdlv. Interna revisioner kallas ofta dven for forstapartsrevisioner for
att de utfors av eller pa uppdrag av den egna organisationen.

1.1 Inledning

Termen “ska” anvands genomgaende i detta dokument for att indikera de aligganden som, med hansyn
till krav i 1ISO 20387, ISO/IEC 17020, ISO/IEC 17025 samt ISO 15189, betraktas som obligatoriska.
Termen “bor” anvands genomgaende i detta dokument for att indikera de aligganden som, om &n inte
obligatoriska, betraktas av ILAC som ett erkant satt att uppfylla kraven. Termen “far” anvands for att
indikera nagot som ér tillatet. Termen “kan” anvands for att indikera en maojlighet eller en formaga.
Ackrediterade organ vars system inte uppfyller “b6r”-vagledning i detta dokument kan endast
ackrediteras om de kan demonstrera for ackrediteringsorganet att deras metodik pa ett likvardigt eller
battre satt uppfyller relevanta krav i 1ISO 20387, ISO/IEC 17020, ISO/IEC 17025 och ISO 15189.

Ett ackrediterat organ ska uppratta och underhalla ett ledningssystem som har férmagan att
fortlopande uppfylla kraven i respektive standard.

Ett ackrediterat organ ska upprétta rutiner for genomférande och dokumentation av interna revisioner.

De riktlinjer som ges i detta dokument ar generella. Det aktuella forfarandet vid interna revisioner av
ledningssystem och dess tillampning beror pa det ackrediterade organets storlek, verksamhetsomrade
och organisatoriska struktur.

1.2 Definitioner

Kvalitetsansvarig/kvalitetschef/kvalitetsledare - Person som har ansvaret for det ackrediterade organets
ledningssystem och dess tillampning och som rapporterar direkt till den hogsta ledningen.

Revision — Systematiskt, oberoende och dokumenterad process for att inhdmta objektiva beldgg och
objektivt utvardera dessa i syfte att avgora i vilken utstrackning revisionskriterierna har uppfylits [5]
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Revisor — Person som genomfor en revision [5]. Dar det ar praktiskt mojligt bor revisorer vara
oberoende av den aktivitet som revideras och bor alltid agera pa sadant satt att de &r fria fran
forutfattade meningar och intressekonflikter. SS-EN ISO/IEC 17020 kraver sakerstillande att revisorn
inte reviderar sitt eget arbete. Yrkesmdassig noggrannhet och sekretess ska dven kdnneteckna revisorns
arbete. Revisorn ska ha kunskap om revision, aktuella kravdokument (exempelvis berérd standard) och
den verksamhet som skall revideras.

Revisionsprogram - En eller flera revisioner planerade att utféras under en viss tidsperiod och for ett
visst andamal [4]

Revisionsplan — Beskrivning av aktiviteter och arrangemang for en revision. [4]
1.3 Syftet med interna revisioner

Ett ackrediterat organ ska uppratta rutiner for interna revisioner i syfte att verifiera att det uppfyller
kraven i respektive ackrediteringsstandard och tillhérande kravdokument samt att ledningssystemet har
inforts och underhalls pa ett andamalsenligt satt. Syftet kan dven omfatta organets egna uppsatta krav.

De avvikelser som hittas vid en intern revision ger vardefullt underlag till férbattringar av
ledningssystemet och bor anvandas som utgangspunkter vid ledningens genomgang.

1.4 Revisionsprogram

Ett revisionsprogram ska utformas med hansyn tagen till betydelsen hos de processer och omraden
som ska revideras. Programmet innebar en 6vergripande planering som tacker en langre tidsperiod
exempelvis 4 ar, men det behover dven kunna justeras under perioden med t ex uppféljningar och
kompletterande revisioner.

Ett ackrediterat organ ska ha ett revisionsprogram som tacker alla delar av ledningssystemet pa ett
planerat och systematiskt satt. Det ar inte nddvandigt att granska alla delar av ledningssystemet eller
ackrediterade metoder/kontroller i detalj varje ar. Det ackrediterade organet kan vélja att fokusera pa
en viss verksamhet utan att helt forsumma de andra. Interna revisioner bor utféras minst arligen. For
kontrollorgan finns krav pa minst var 12:e manad.

Omfattningen av ett revisionsprogram bor grundas pa den reviderade organisationens storlek och
omfattning liksom pa ledningssystemets funktion, komplexitet och mogenhetsniva. Programmet bor ta
hansyn till:

a) syftet med och omfattning av revisionen

b) med vilken frekvensen revisionerna ska genomforas

c) vilka omraden som organisationen funnit kritiska, som t.ex. komplexa omraden, volymomraden
etc., som kan behdva tatare intervall.

d) lokaliseringen av aktiviteterna och eventuella faltaktiviteter

e) standarder, krav i foreskrifter och avtal samt andra revisionskriterier

f) ackrediteringsomfattning

g) kénda problemomraden
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h) risker och konsekvenser vid felaktigt utférande

i) fragor som ror svarigheter med implementering

j) intressenters synpunkter
Revisionsprogram for ackrediterade aktiviteter kan ta hansyn till och sammanfora aktiviteter som
motsvarar samma personal, kompetens, utrustning etc. Programmet maste dock vara tillrackligt
effektivt sa att det ackrediterade organet sakerstaller funktion och resultat av alla de
metoder/kontroller som ackreditering erhallits for.

Programmet kan omfatta revisioner som tar hansyn till en eller flera ledningssystemstandarder.
Revisionerna kan genomféras antingen separat eller i kombination.

Forutom faststallt revisionsprogram kan det vara nédvandigt att utfora extrarevisioner. Sadana
revisioner kan initieras av:

a) vasentliga forandringar i styrande dokument, arbetssatt eller organisation
b) nya aktiviteter for utokad ackreditering
c) nya filialer/lokaler
d) resultat och slutsatser fran tidigare revisioner
e) kunds klagomal
f) da ett onormalt resultat upptacks (t.ex. nér oacceptabla resultat rapporteras vid
kvalitetskontroller, provnings- eller kalibreringsjamforelser);
For stora ackrediterade organ kan det vara en fordel att revidera olika delar av ledningssystemet vid

olika tidpunkter under aret. Den som ansvarar for revisionsprogrammet bor uppratta, genomfora,
Overvaka, granska och férbattra revisionsprogrammet samt vid behov ge underlag till revisionsplaner.

Organisationens hogsta ledning ska ge ansvar och befogenhet for ledning av revisions-programmet till
en person. Denna person kan vara kvalitetsansvarig (oavsett bendmning). Den utpekade personen
ansvarar for att planera de interna revisionerna, men genomférandet kan delegeras.

Internrevisorns oberoende kan vara svar att sakerstéalla i sma organisationer. Eget arbete som inte kan
granskas ar t ex utférda ackrediterade aktiviteter eller en kvalitetsansvarig som granskar saker som
ingar i ansvarsomradet for en kvalitetsansvarig. Personer utanfor det lilla ackrediterade organ kan
behova anlitas.

Den ansvarige for revisionsprogrammet kan delegera revisionsuppgifter till personer som ar fértrogna
med det ackrediterade organets ledningssystem och som vet vilka krav som galler fér ackreditering. Alla
personer som anvands vid interna revisioner ska vara utbildade for uppgiften, insatta i den aktuella
standarden (inkl. krav i andra féreskrifter relevanta for ackrediteringen) och ha en allman forstaelse for
revisionsprinciperna.

| stora ackrediterade organ, som utfor aktiviteter over ett brett spektrum av omraden, kan det vara
nodvandigt att de interna revisionerna utférs av flera personer under ledning av den som ar ledare for
revisionsprogrammet.

Revisioner som utforts av t.ex. kunder eller ackrediteringsorganet kan inte anses ersatta det
ackrediterade organets egna interna revisioner.
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1.5 Revisionsplan

Revisionsledaren bor utforma en revisionsplan dar detaljeringsgraden speglar revisionens omfattning
och komplexitet. Revisionsplanen bor tacka eller referera till exempelvis revisionens mal och
omfattning, referenskriterier och eventuella referensdokument samt revisionsmetoder som kommer att
anvandas. Revisionsplanen kan innehalla olika metodiker for att uppna syftet for revisionerna, den bor
sakerstalla att saval s.k. horisontella som vertikala revisioner genomfors.

| samrad med revisionsgruppen bor revisionsledaren fordela arbetsuppgifter och ansvar samt utforma
arbetshandlingar som exempelvis checklistor.

En horisontell revision ar en detaljerad kontroll av att ett element i ledningssystemet ar implementerat i
alla verksamheter inom det ackrediterade organet. Exempel pa sadana kvalitetssystemelement &r
utbildning av personal, hantering av normaler, underhall och kalibrering av utrustning, metoder, IT-
system samt instruktioner.

En vertikal revision ar en detaljerad kontroll av att alla element i ledningssystemet har inforts vid
utférande av en specifik aktivitet. Vid en vertikal revision valjs ett representativt urval av genomfort
arbete slumpvis fran drenden som nyligen passerat genom det ackrediterade organet. Varje del av det
ackrediterade organets arbete forknippad med den valda aktiviteten bor kontrolleras, inklusive féljande
punkter i relevanta fall:

a) offert, kontrakt
b) provhantering
c) kompetens och eventuell behorighet hos involverad personal
d) kalibrering och underhall av utrustning
e) anvandning av metoder och instruktioner
f) kvalitetskontroller
g) miljéforhallanden (lokaler etc.) under det utférda arbetet
h) provningsrapporter, kalibreringsbevis, kontrollrapporter, biobankingsrapporter och
rapportering av resultat
i) arkivering av data och genomférda berdkningar
En bevittning av praktiskt arbete ar ett bra satt att pavisa personalens reella kompetens och att

aktiviteten genomfoérs enligt angivna instruktioner. Bevittningar kan utforas vid internrevision som en
del av ett revisionsprogram eller i ett annat sammanhang under kravet pa monitorering/évervakning av
personal.

1.6 Genomforande av interna revisioner

Den som ar ansvarig for revisionsprogrammet kan vara ansvarig for att fatta slutliga beslut angaende
mal, omfattning och typ av de interna revisioner som skall géras. Sadana beslut kan ocksa tas av det
ackrediterade organets ledning, t.ex. i samband med ledningens genomgang. | ledningssystemet ska
ansvaret for beslutstagandet vara definierat.

Foljande aktiviteter bor inga i revisionen:
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g)

Uppréatta program/plan for den aktuella revisionen

Genomféra en dokumentgranskning (inklusive metodbeskrivningar och redovisande dokument)
Forbereda revision av praktiska aktiviteter

Genomfora revision av praktiska aktiviteter

Utarbeta och distribuera revisionsrapporten

Granska korrigerande atgarder

Gora eventuell revisionsuppfoljning

For att gora revisionen lattare att genomfora, bor rapporteringssattet formaliseras i nédvandig

utstrackning. Det kan till exempel vara praktiskt att anvanda standardiserade blanketter for:

a)
b)
c)

de delar av ledningssystemet och praktiska arbetet som skall genomga revision
noteringar och hantering av avvikelser
summering av resultatet fran revisionen.

Resultatet av en intern revision maste baseras pa objektiva fakta.

Inom ramen for ett revisionsprogram skall hela ledningssystemet gas igenom. Speciell uppmarksamhet

bor agnas at att kontrollera att:

1.6.1

a)
b)

1.6.2

a)
b)

1.6.3

a)

Organisation

ledningens och personalens ansvar och befogenheter ar specificerade och dokumenterade
det ackrediterade organets organisation och ledningsstruktur samt dess placering i en
huvudorganisation ar definierad

Opartiskhet

risker for opartiskhet har fortldpande identifierats och att detta har dokumenterats
ledningen och personalen ér fria fran intressekonflikter som kan ha inverkan pa den
ackrediterade verksamheten

Ledningssystem

ledningssystemets manual och underliggande dokument halls aktuella. Alla kravmoment fran
standard och foreskrifter ar inarbetade och att omvarldsbevakning fungerat sa att eventuella
forandringar inarbetats

ledningssystemets manual och underliggande dokument &r kanda och forstadda av personalen
kvalitetspolicy och mal ar kind och forstadd av personalen

Dokumentstyrning

rutiner for styrning av alla i systemet ingdende dokument finns och efterlevs

enbart gillande dokument anvédnds pa laboratoriet/kontrollorganet och ar tillgangliga for
berord personal

gdllande dokument ar godkdnda av behorig person

eventuella andringar i dokument ar sparbara

Genomgang av forfragningar, offerter och kontrakt

rutiner for genomgang med kunder finns och efterlevs
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b)
1.6.6

b)
c)

d)
1.6.7

b)
1.6.8

dessa genomgangar dr dokumenterade

Underleverantorer

om ett ackrediterat organ overlater del av en ackrediterad aktivitet till ett annat organ,
uppgifter finns som visar att underleverantdren dr kompetent att utféra arbetet och uppfyller
kraven i relevanta standarder.

detaljerad dokumentation finns over de delar av arbetet som |lamnas ut till annat organ och de
underleverantérer som anlitats

dokumentation finns som visar att kunden fatt relevant information om att underleverantér
anlitats

det finns dokumenterat vilka underleverantérer som ar bedémda och kan anlitas

Inkép av tjanster och varor

inkdpsdokument fér varor som paverkar kvaliteten i de ackrediterade aktiviteterna finns och
stéllda kvalitetskrav uppfylls
mottagningskontroll for varor som paverkar kvaliteten i verksamheten finns

Klagomal

procedurer for hur inkomna klagomal skall hanteras finns och ér tillgénglig dven for kunder
atgarder vidtagna av det ackrediterade organet med anledning av ett formellt klagomal foljer
den fastlagda klagomalsproceduren

dokumentationen 6ver klagomal ar latt tillganglig och innehaller alla nédvandiga uppgifter samt
halls aktuell.

klagomal och andra avvikelser behandlas vid ledningens genomgang

Personal

all personal har relevant utbildning och att utbildningen dr dokumenterad

information om relevanta kvalifikationer, utbildningar och erfarenhet hos personalen
dokumenteras och halls aktuell

relevant utbildningsprogram finns och efterfoljs

dokumentation finns tillganglig som redovisar vilka uppgifter respektive person far utfora

Lokaler och miljéforhallanden

det ar lampliga betingelser i den miljé som den ackrediterade aktiviteten utfors i
miljoforhallandena dokumenteras nar dessa ar av betydelse (sddan dokumentation boér
studeras for att ta reda pa om eventuella méatningar gjorts under betingelser som inte uppfyller
miljokrav)

matutrustning som anvands for att registrera miljoforhallanden ar kalibrerad pa lampligt satt
tillgéngligheten och anvandningen av alla utrymmen kontrolleras pa lampligt satt

Metoder och metodvalidering
metoder ar entydiga samt tillrdckligt detaljerade for det de anvands till

metoder och instruktioner ar aktuella
metoder och instruktioner ar tillgdngliga for personalen och anvands
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f)

g)

h)

i)
i)
k)

1.6.13

b)
1.6.14

b)

egna metoder och modifierade standardmetoder ar validerade och valideringsunderlag finns
tillgangligt

alla berdkningar och datadverforingar har kontrollerats pa riktigt satt

det finns instruktioner for att berakna/skatta matningarnas osdkerhet och utvidgad
matosdkerhet ar berdaknad i alla relevanta fall

instruktionerna for framstallning av egna referensmaterial ar dokumenterade

referensmaterial och andra matnormaler ar férvarade och markta pa ratt satt

det ackrediterade organet deltar, dar sa ar lampligt, i relevanta program for kompetensprovning
nya utgavor av standardmetoder har gatts igenom och, om dessa inforts, bekraftelse att man
kan arbeta efter den senaste utgavan har distribuerats

Utrustning

all utrustning, inklusive utrustning som tagits ur bruk, ar numrerad, markt eller pa annat satt
identifierad

dér sparbarhetsbegreppet kan tillimpas, referensnormaler och referensmaterial ar sparbara till
nationella eller internationella normaler (bevis for detta ar giltiga kalibreringsbevis eller andra
dokument som bevisar kalibreringsstatus)

referensnormaler anvands enbart for kalibrering

dar relevant, langtidsstabilitet hos referensnormaler undersokts

det interna kalibreringsprogrammet aterforsakrar att all mat-/provnings-/kontroll-utrustning
och arbetsnormaler som kan ténkas ha inverkan pa giltigheten hos ackrediterade aktiviteter ar
riktigt kalibrerade eller verifierade samt att dessa aktiviteter ar tillrackligt val dokumenterade
utrustning och arbetsnormaler, nar det ar relevant, ar foremal for egenkontroller mellan
kalibreringar

den korrekta funktionen hos utrustning och arbetsnormaler som har flyttats kontrolleras innan
den anvands igen for sitt avsedda d&ndamal

programmet for underhall av utrustning och arbetsnormaler ar tillampat sa att varje objekt som
utsatts for 6verbelastning eller misskotsel, eller ger misstankta resultat eller visar sig vara
felaktigt pa annat satt tas ur bruk, repareras och atertas i bruk forst efter det att kalibrering
eller verifikation visat pa tillfredsstallande resultat

underhallet av utrustningen och arbetsnormalerna ér tillrackligt detaljerat dokumenterat
skriftliga instruktioner for anvandningen av utrustningen ar lampliga och foljs av personalen
som anvander utrustningen

dataprogram ar validerade, har fungerande backup-rutiner och har instruktioner som anvands
och forstas av anvandarna

Provtagning

instruktioner for provtagning ar tillgédngliga dar arbetet utfors och efterfoljs
proverna under tiden mellan provtagning och provning hanteras korrekt

Hantering av material, data, provobjekt, kalibreringsobjekt och kontrollobjekt

instruktion for att identifiera material/data/objekt finns och efterlevs
instruktionerna for férvaring och beredning av material/data/objekt ar tillgiangliga for
personalen och foljs
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c)

1.6.15

f)

g)

h)

instruktionerna for mottagning, forvaring och kassering av och material/data/objekt anvénds.

Kvalitetssakring av material, tillhorande data och resultat

det finns ett system for att upptacka eventuella trender genom metodkontroller, upprepade
matningar, etc.

resultat fran genomforda kompetensprévningar har utvarderats och eventuella nédvandiga
korrigerande atgarder har genomforts

om kompetensprovningar eller certifierat referensmaterial saknas, det ackrediterade organet
pa annat satt forvissat sig om att det utférda arbetet &r korrekt

Rapportering

rapporter ar godkanda av behorig person

rapporterna innehaller all n6dvandig information

originaldata och kopior av rapporter férvaras pa korrekt satt under faststalld tid

andringar och tillagg till rapporter entydigt identifierade i nytt dokument och innehaller
referens till det original de erséatter

att kravspecifikation vid bedomning av 6verensstammelse eller jamférelser mot gransvarden
redovisas (for laboratorier eventuellt dven beslutsregeln)

i de fall laboratorierapporter innehaller synpunkter och tolkningar, att dessa ar tydligt utmaérkta
i rapporterna som sadana, och att de grunder pa vilka dessa baseras ar dokumenterade
resultat fran provningar utférda av underleverantorer samt ej ackrediterade métningar-
/provningar/kontroller &r tydligt utmarkta

elektroniska rapporteringssystem ar sakra, att kontrollsystem finns och foljs for att sdkerstalla
att data inte férvanskas/férloras

1.7 Dokumentation av interna revisioner

Genomforda revisioner skall dokumenteras pa lampligt satt.

Revisionen boér dokumenteras i en rapport som innehaller foljande information:

a)
b)
c)
d)
e)

namn pa revisorer

datum for revision

reviderad del av systemet

specifikation av de delar/omraden som granskats samt hur dessa bedéms fungera
alla observerade avvikelser

| rapporten, eller i annat dokument kopplat till revisionen, bor féljande information framga:

a)

b)
c)

For korrigerande atgarder en faststalld tidsgrans och vem som &r ansvarig for genomférandet
samt eventuellt 6verenskommen korrigerande atgard.

datum for bekraftelse av genomforda atgarder

revisorns eller kvalitetsansvarigs godkdannande av genomfoérda atgarder.

Kvalitetsansvarig ska aterforsakra att revisionsrapport och nar sa ar lampligt, dven de enskilda

avvikelserna, blir kinda av ledningen.

Funna avvikelser ska, analyseras, atgardas och vid behov féljas upp. Detta for att sdkerstalla att man

eliminerat orsaker till avvikelser sa att dessa inte uppkommer pa nytt.
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Narhelst en avvikelse upptacks som kan dventyra resultatet fran en aktivitet, bor berérda aktiviteter
stoppas tills lampliga korrigerande atgarder vidtagits som visats leda till tillfredsstallande resultat.
Dessutom bor resultat som kan ha paverkats av den noterade avvikelsen undersékas och kunderna
informeras om att giltigheten av berorda kalibreringsbevis, rapporter eller intyg kan ifragasattas.

Protokoll och rapporter rérande interna revisioner ska arkiveras under faststalld tid.
1.8 Referenser

[1] SS-EN ISO/IEC 17025:2018 Allmdnna kompetenskrav for provnings- och kalibreringslaboratorier
(1ISO/IEC 17025:2017)

[2] SS-EN ISO/IEC 17020:2026 Bedémning av 6verensstaimmelse — Krav pa kontrollorgan (1ISO/IEC
17020:2026)

[3] SS-EN ISO 15189:2022 Medicinska laboratorier — Krav pa kvalitet och kompetens (ISO 15189:202
[4] SS-EN ISO 9000:2026 Kvalitetsledning — Principer och terminologi (ISO 9000:2026)

[5] SS-EN ISO 19011:2026 Vagledning for revision av ledningssystem (1ISO 19011:2026)

2)

[6] SS-EN ISO 20387:2021 Bioteknik — Biobankning — Allmanna krav for biobankning (1ISO 20387:2018)
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2 Internal audits — Guidance on audits of management
systems for biobanks, laboratories and inspection
bodies

This document has been produced to provide biobanks, laboratories and inspection bodies with
guidelines on how to set up a programme for the internal audit of their management systems and its
application. This document has been revised in line with SS-EN ISO 20387, SS-EN ISO/IEC 17025, SS-EN
ISO 15189 and SS-EN ISO/IEC 17020. Further guidance for conducting internal audits is given in the
standard SS-EN ISO 19011.

This document uses the concept internal audit of management systems to emphasize the fact that
audits are carried out by the organisation itself. Internal audits are often called first party audits as they
are carried out by the organisation itself or contracted by the organisation itself.

2.1 Introduction

The word "shall" is used throughout this document to indicate the undertakings to be considered as
mandatory, with reference to requirements in ISO/IEC 17020, ISO/IEC 17025, ISO 20387 and ISO 15189.
The word "should" is used throughout this document to indicate the undertakings which, although not
mandatory, to be considered by ILAC as a recognised means of compliance. The term "may" is used to
indicate something that is allowed. The term "can" is used to indicate a possibility or an ability.
Accredited bodies whose systems do not comply with the "should" guidance in this document can only
be accredited if they can demonstrate to the accreditation body that their methodology is equivalent or
better at fulfilling the relevant requirements of ISO/IEC 17020, ISO/IEC 17025, I1SO 20387 and ISO
15189.

An accredited body shall establish and maintain a management system that has the ability to
continuously meet the requirements of the relevant standard.

An accredited body shall draw up procedures for the implementation and documentation of internal
audits.

The guidelines given in this document are general. The current procedure for internal audits of
management systems and their application depends on the size, scope of activities and organisational
structure of the accredited body.
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2.2 Definitions

Quality Manager/Head of Quality/Quality Supervisor - Person who is responsible for the management
system and its application and who reports directly to the top management.

Audit — Systematic, independent and documented procedure for obtaining objective evidence and
evaluating it objectively to determine the extent to which audit criteria are fulfilled [5]

Auditor - Person who conducts an audit [5]. Where practically possible, auditors should be independent
of the activity being audited and should always act in such a way that they are free of preconceived
notions and conflicts of interest. SS-EN ISO/IEC 17020 requires the assurance that the auditor does not
revise its own work. Professional accuracy and confidentiality shall also characterise the work of the
auditor. The auditor shall have knowledge of auditing, current normative documents (for example, the
relevant standard) and the accredited activities to be audited.

Audit programme - One or more audits planned to be performed over a certain period of time and for a
specific purpose [4]

Audit plan - Description of activities and arrangements for an audit. [4]

2.3 Purpose of internal audits

An accredited body shall draw up procedures for internal audits for the purpose of verifying that it
complies with the requirements of the respective accreditation standard and the accompanying
normative documents and that the management system has been implemented and maintained in an
appropriate manner. The purpose may also include the body's own set requirements.

The non-conformities identified in an internal audit provide valuable data for improvements to the
management system and should be used as starting points in the management's review.

2.4 Audit programme

An audit programme shall be designed taking into account the importance of the processes and areas
to be audited. The programme involves overall planning to cover a longer period of time, such as 4
years, but it also needs to be modifiable during the period with follow-ups and supplementary audits,
for example.

An accredited body shall have an audit programme to cover all parts of the management system in a
planned and systematic manner. It is not necessary to examine all parts of the management system or
accredited methods/inspections in detail each year. The accredited body may choose to focus on a
particular activity without completely neglecting the others. Internal audits should be performed at
least annually. For inspection bodies there is a requirement of at least every 12 months.
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The scope of an audit programme should be based on the size and extent of the audited organisation,
as well as on the function, complexity and maturity of the management system. The programme should
take into account the following:

a) the purpose and scope of the audit

b) the frequency with which the audits should be carried out

c) which areas the organisation has defined as critical, such as areas of high complexity, volume

areas, etc., which may require more frequent intervals

d) the location of the activities and any field activities

e) standards, requirements in regulations and agreements and other audit criteria

f) scope of accreditation

g) known problem areas

h) risks and consequences in the event of incorrect implementation

i) issues related to implementation difficulties

j) stakeholder points of view
Audit programmes for accredited activities may take into account and combine activities that
correspond to the same personnel, skills, equipment, etc. However, the programme shall be sufficiently
effective to ensure that the accredited body ensures the function and results of all the

methods/inspections for which accreditation has been obtained.

The programme may include audits that take into account one or more management system standards.
The audits can be conducted either separately or in combination.

In addition to established audit programmes, additional audits may be required. Such audits can be
initiated by:

a) significant changes in governing documents, ways of working or organisation

b) new activities for extended accreditation

c) new branches/premises

d) results and conclusions of previous audits

e) customer complaints

f) where an abnormal result is detected (e.g. when unacceptable results are reported in quality
control, test or calibration comparisons);

For large accredited bodies, it may be an advantage to audit different parts of the management system
at different times during the year. The person responsible for the audit programme should draw up,
implement, monitor, review, and improve the audit programme, and, if necessary, provide the decision
data for audit plans.

The organisation's top management shall assign responsibility and authority for the management of the
audit- programme to one person. This person could be the quality manager (regardless of the job title).
The designated person is responsible for planning the internal audits, but the implementation can be
delegated.

It may be difficult to ensure the independence of the internal auditor in small organisations. Own
internal work that cannot be assessed is, for example, completed accredited activities or a quality
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manager who examines aspects included in the area of responsibility for a quality manager. It may be
necessary to engage individuals outside the small accredited body.

The person responsible for the audit programme may delegate auditing assignments to persons familiar
with the management system of the accredited body and who know the requirements that apply for
accreditation. All persons used in internal audits shall be qualified for the assignment, familiar with the
applicable standard (including requirements in other regulations relevant to the accreditation) and
have a general understanding of the auditing principles.

In large accredited bodies that perform activities of a wide range of areas, it may be necessary for
internal audits to be performed by several persons under the management of the supervisor of the
audit programme.

Audits performed by e.g. customers or the accreditation body cannot be considered to replace the
accredited body's own internal audits.

2.5 Audit plan

The lead auditor should design an audit plan where the degree of detail reflects the scope and
complexity of the audit. The audit plan should cover or refer to, for example, the audit's objectives and
scope, reference criteria and any reference documents as well as auditing methods that will be used.
The audit plan may contain different methodologies to achieve the purpose of the audits, it should
ensure that both so-called horizontal and vertical audits are conducted.

In consultation with the audit group, the lead auditor should allocate work assignments and
responsibilities as well as design work documents such as checklists, for example.

A horizontal audit is a detailed inspection to ensure that an element in the management system has
been implemented in all activities within the body's accreditation. Examples of such quality system
elements are training of personnel, handling of standards, maintenance and calibration of equipment,
methods, IT systems and instructions.

A vertical audit is a detailed inspection to ensure that all elements of the management system have
been introduced when performing specific activities. For a vertical audit, a representative sample of
work is randomly selected from cases that have recently been dealt with by the accredited body. Every
part of the accredited body's work associated with the selected activity should be inspected, including
the following items, as appropriate:

a) tender, contract

b) sample handling

c) competence and authorisation of the personnel involved
d) calibration and maintenance of equipment

e) use of methods and instructions

f) quality controls
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g) environmental conditions (premises, etc.) while work is carried out
h) test/calibration reports, inspection/biobanking reports and reports of the results
i) archiving of data and calculations that have been carried out.
A witnessing of practical work is a good way to demonstrate the real competence of the personnel and

that the activity is carried out according to the specified instructions. Witnessing can be carried out at
an internal audit as part of an audit programme or in another context under the requirement for
monitoring/surveillance of personnel.

2.6 Carrying out internal audits

The individual responsible for the audit programme can be responsible for making final decisions
regarding the objectives, scope and type of internal audits to be conducted. Such decisions can also be
taken by the accredited body's management, e.g. in conjunction with the management review. The
responsibility for the decision making shall be defined in the management system.

The following activities should be included in the audit:

a) Draw up programme/plan for the current audit
b) Conduct a document review (including method descriptions and reporting documents)
c) Prepare audit of practical activities
d) Conduct audit of practical activities
e) Produce and distribute the audit report
f) Review corrective actions
g) Carry out any audit follow-up
In order to facilitate the implementation of the audit, the reporting method should be formalised to the

necessary extent. For example, it may be practical to use standardised forms for the following:

a) the parts of the management system and the practical work that shall be audited
b) notes of non-conformities and any corrective action
c) summary of the results of the audit.

The results of an internal audit shall be based on objective facts.

The entire management system shall be reviewed within the framework of an audit programme.
Special attention should also be paid to ensure the following:

2.6.1 Organisation

a) the responsibilities and authorisations of the management and personnel are specified and
documented

b) the organisation and management structure of the accredited body as well as its place in the
main organisation are defined

2.6.2 Impartiality

a) risks to impartiality have been continuously identified and this has been documented
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b)

2.6.3

a)

b)

2.6.4
a)

b)

d)
2.6.5

b)
2.6.6

a)

b)
c)

d)
2.6.7

a)

b)
2.6.8

b)

the management and personnel are free from conflicts of interest that may affect the
accredited activities

Management system

The management system's manual and underlying documents are kept up to date. All
requirements elements from standards and regulations have been incorporated and that
external monitoring has worked so that any changes have been incorporated

The management system's manual and underlying documents are known and understood by
the personnel

quality policy and objectives are known and understood by the personnel

Document management

there are procedures for managing all documentation included in the system and that these
procedures are followed

only valid documents are used at the laboratory/inspection body and are available to all
personnel affected

valid documents are approved by an authorised person

any amendments in the documents are traceable

Review of enquiries, tenders and contracts

there are procedures for reviews with customers and these procedures are followed
these reviews are documented

Subcontractors

if an accreditedbody transfers part of an accredited activityto another body, there shall be
information that shows that the subcontractors are competent to carry out the work and meet
the requirements set out in relevant standards.

there is detailed documentation for any work that has been given to another body and the
subcontractors that have been engaged

there is documentation that shows that the customer has received relevant information that
subcontractors have been engaged

there is documentation showing which subcontractors have been assessed and can be engaged

Purchase of services and goods

there are purchase documents for products that affect the quality of the activity at the
accredited body and that the quality requirements set are met
there are checks when products are received that affect the quality of activities

Complaints

there are procedures for how complaints that have been received are handled and they are
also available to customers

action taken by the accredited body as a result of a formal complaint follows the stipulated
complaints procedure
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c)

d)
2.6.9

g)
h)

i)
j)

2.6.12
a)

b)

documentation of complaints is easily accessible, contains all necessary information and is kept
up-to-date.
complaints and other non-conformities are handled during the management review

Personnel

all personnel have relevant training and this training is documented

information about relevant qualifications, training and experience of the personnel is
documented and kept up-to-date

there are relevant training programmes and these are followed

documentation is available that shows the tasks that each individual may carry out

Premises and environmental conditions

there are suitable conditions in the environment where the accredited activity is carried out
the environmental conditions are documented when these are important (this documentation
should be studied to find out whether any measurements are carried out during conditions
that do not meet environmental requirements)

measurement equipment that is used to register environmental conditions is suitably calibrated
the accessibility and usage of all spaces are inspected in a suitable way

Methods and method validation

methods are unambiguous and sufficiently detailed for what they are used for

methods and instructions are up-to-date

methods and instructions are available for the personnel and are used

own methods and modified standard methods are validated and the validation data is available
all calculations and data transfers have been correctly checked

there are instructions for calculating/estimating measurement uncertainty and extended
measurement uncertainty is calculated where relevant

the instructions for producing own reference material are documented

reference material and other reference standards are stored and labelled correctly

the accredited body takes part, where appropriate, in relevant proficiency testing programmes
new versions of standard methods have been reviewed, and, if these are introduced,
confirmation has been circulated that work is being carried out in accordance with this latest
version

Equipment

all equipment, including equipment that has been taken out of use, is numbered, labelled or
identified in another way

where the concept of traceability can be applied, reference equipment and reference standards
have to be traceable to national or international standards (proof of this are valid calibration
certificates or other documents that can prove the calibration status)

reference standards are only used for calibration

where relevant, the long-term stability of reference standards is investigated

the internal calibration programme gives reassurance that all
measurement/testing/inspection- equipment and its working standards that may affect the
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f)

g)

h)

2.6.14

b)

c)

2.6.15

a)

b)

validity of the accredited activities are correctly calibrated or verified, and that these activities
are sufficiently well documented

equipment and its working standards, where relevant, are inspected internally between
calibrations

the correct function of equipment and working standards that has been moved are inspected
before it is used again for its intended purpose

the programme for the maintenance of equipment and working standards is correctly applied
to ensure that every object that is exposed to overloading or misuse, or that produces
suspicious results or is shown to be faulty in some other way, is taken out of service, is repaired
and is only used again once calibration or verification has shown satisfactory results
maintenance of the equipment and working standards are documented in a sufficiently
detailed manner

written instructions for the use of the equipment are appropriate and are followed by the
personnel that use the equipment

computer programs are validated, have working procedures for back up and have instructions
that are used and are understood by the operators

Sampling

there are instructions for sampling and these are available where work is performed and are
followed
samples are handled correct during the time between sampling and testing

Handling of materials, data, test items, calibration items and inspection items

there are instructions for identifying materials/data/items and these instructions are followed
there are instructions for storing and preparing materials/data/items and these instructions are
made available to the personnel and are followed

the instructions for receiving, storing and discarding materials/data/items are followed.

Quality assurance of material, associated data and results of
testing/calibration/inspection

there is a system for identifying any trends through method inspections, repeated
measurements, etc.

results from completed proficiency testing have been evaluated and any corrective action that
is necessary has been taken

in the absence of proficiency testing or certified reference materials, the accredited bodies
shall find another way to show that the work carried out is correct

Reporting

reports are approved by the authorised person

the reports contain all the necessary information

original data and copies of reports are stored correctly for the specified period of time
changes and additions to reports are clearly identified in a new document and include a
reference to the original they replace
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e) requirements specifications when assessing conformity or comparisons with limit values are
reported (for laboratories, possibly also the decision rule)

f) in the cases where laboratory reports contain opinions and interpretations, that these are
clearly distinguished in the reports as such, and that the grounds on which these are based are
documented

g) results from any tests carried out by subcontractors as well as any non-accredited
measurements—/testing/inspections shall be clearly marked

h) electronic reporting systems are secure, that there are inspection systems that are followed to
ensure there is no corruption/loss of data

2.7 Documentation of internal audits

Completed audits shall be documented in an appropriate manner.
The audit should be documented in a report containing the following information:

a) name of auditors

b) date of the audit

c) audited part of the system

d) specification of the parts/areas that have been examined and how these are assessed to work
e) all non-conformities that have been observed

The report and other documents linked to the audit should include the following information:

a) afixed time limit for corrective action, and who is responsible for the implementation, as well
as any agreed corrective action.

b) date for confirming that corrective action has been taken

c) the approval of the auditor or quality manager of the action taken.

The quality manager shall give reassurance that the audit report, and where appropriate, any individual
non-conformities, are brought to the attention of the management.

Non-conformities identified shall be analysed, corrected and, if necessary, followed up. This is in order
to ensure the elimination of the causes of non-conformities, so that these do not recur.

Whenever a non-conformity is discovered that may compromise the outcome of an accredited activity,
the activities affected should be stopped until appropriate corrective action has been taken which has
been shown to lead to satisfactory results. In addition, results that may have been affected by the
noted non-conformity should be investigated and customers informed that the validity of the relevant
calibration certificates, reports or certificates may be open to question.

Reports and records from internal audits shall be archived for the stipulated amount of time.
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2.8 References

[1] SS-EN ISO/IEC 17025:2018 General requirements for the competence of testing and calibration
laboratories (ISO/IEC 17025:2017)

[2] SS-EN ISO/IEC 17020:2026 Conformity assessment — Requirements for bodies performing
inspection (ISO/IEC 17020:2026)

[3] SS-EN ISO 15189:2022 Medical laboratories - Requirements for quality and competence (ISO
15189:2022)

[4] SS-EN ISO 9000:2026 Quality management — Fundamentals and vocabulary (ISO 9000:2026)
[5] SS-EN ISO 19011:2026 Guidelines for auditing management systems (1ISO 19011:2026)

[6] SS-EN ISO 20387:2021 Biotechnology — Biobanking — General requirements for biobanking (1ISO
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