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Clinical Laboratory Clinical Laboratory 
Standards Standards ––

Expectations and StatutoryExpectations and StatutoryExpectations and Statutory Expectations and Statutory 
Inspections from a UK perspectiveInspections from a UK perspective

Louise HandyLouise Handy

Brisbane 2008Brisbane 2008

IntroductionIntroduction

History & relevance of GCP, GLP & History & relevance of GCP, GLP & 
GCLPGCLP
MHRA meetingMHRA meeting
I tiI ti
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InspectionsInspections
ExpectationsExpectations

Regulatory backgroundRegulatory background

GLP regulations predate GCP by GLP regulations predate GCP by 
many yearsmany years
GLP is specifically for GLP is specifically for nonnon--clinicalclinical
health and environmental safety health and environmental safety 
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health and environmental safety health and environmental safety 
studies studies 
UK/EU UK/EU –– spate of legislation around spate of legislation around 
GCP from 2001 to 2006 GCP from 2001 to 2006 

So what about clinical labs?So what about clinical labs?

GCP primarily about patient GCP primarily about patient 
safety/rightssafety/rights
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Only 3 references in GCP to labs Only 3 references in GCP to labs –– no no 
detaildetail
GCLP published by BARQA to address GCLP published by BARQA to address 
the identified need in 2003 the identified need in 2003 

MHRAMHRA

Understanding of role of labsUnderstanding of role of labs
Guidance expected for some while Guidance expected for some while 
Meeting held 5Meeting held 5thth March 2008March 2008
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5 Inspectors and the Director, 5 Inspectors and the Director, 
Inspection & StandardsInspection & Standards
Attendees from Attendees from pharmapharma, CROs, , CROs, 
industry bodies, universities, industry bodies, universities, 
hospitalshospitals

MHRAMHRA

Guidance document promised for this Guidance document promised for this 
AutumnAutumn
Already a legal basis for inspections Already a legal basis for inspections 
of labs under EU directive of labs under EU directive 
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of labs under EU directive of labs under EU directive 
2001/20/EE2001/20/EE
5 inspectors in MHRA conducting lab 5 inspectors in MHRA conducting lab 
inspections inspections –– cross trained GLP/cross trained GLP/GMPGMP, , 
GCP/GCP/GPvPGPvP, GLP/GCP, GLP/GCP
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InspectionsInspections

Developing database of labsDeveloping database of labs
Inspections approx every 2yrs but Inspections approx every 2yrs but 
risk based approachrisk based approach
N  l  t  d i ti  h d lN  l  t  d i ti  h d lNo plans to send inspection scheduleNo plans to send inspection schedule
Emphasis on GCP patient related Emphasis on GCP patient related 
issues not relevant to GLP studiesissues not relevant to GLP studies
Findings categorised Findings categorised –– critical, major, critical, major, 
otherother
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Expectations Expectations -- contractscontracts

List of studiesList of studies
Heavy emphasis on contracts & Heavy emphasis on contracts & 
agreements & SOPs to drive themagreements & SOPs to drive them
R i  MSA  b t t i di  R i  MSA  b t t i di  
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Recognise MSAs but expect periodic Recognise MSAs but expect periodic 
routine review routine review –– common deficiencycommon deficiency
Require enough detail re key Require enough detail re key 
elementselements
In place before study startIn place before study start

Expectations Expectations –– study conductstudy conduct
Expect work plans in place before Expect work plans in place before 
study startstudy start
SOPs, policies etc to be authorised by SOPs, policies etc to be authorised by 
appropriate staff appropriate staff -- senior levelsenior level
On inspection, expect documentation On inspection, expect documentation 
to to verifyverify instructions have been instructions have been 
complied withcomplied with
Expect documentation to Expect documentation to explainexplain
missing samples, short samples etcmissing samples, short samples etc
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Expectations Expectations –– study conductstudy conduct
Expect SOPs to cover safety issue as Expect SOPs to cover safety issue as 
well as lab procedures, e.g. patient well as lab procedures, e.g. patient 
confidentiality, blinding etcconfidentiality, blinding etc
Subcontractors to be clearly agreed & Subcontractors to be clearly agreed & 

d f  li  d bilitd f  li  d bilitassessed for compliance and abilityassessed for compliance and ability
Findings include Findings include 

Use of lab manual by clinical staffUse of lab manual by clinical staff
Storage conditions not supported by stabilityStorage conditions not supported by stability
No explanation of missing/erroneous samples No explanation of missing/erroneous samples 
Computer systems not validated/insecureComputer systems not validated/insecure
Problems with patient confidentialityProblems with patient confidentiality
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Expectations Expectations –– confidentiality & confidentiality & 
patient awarenesspatient awareness

IdentifiersIdentifiers
Consent Consent –– no extra tests no extra tests –– rights rights 
extend to how samples are taken  extend to how samples are taken  
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extend to how samples are taken, extend to how samples are taken, 
processed & reported processed & reported 
BlindingBlinding
Expedited reportingExpedited reporting

CRF

ABC
200767

Expectations Expectations –– lab practicelab practice

LIMS validationLIMS validation
Kit preparationKit preparation
Sample collection & trackingSample collection & tracking
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Method validationMethod validation
Repeat analysisRepeat analysis
Storage & archivingStorage & archiving
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Expectations Expectations –– staff & trainingstaff & training

Roles & responsibilities clearRoles & responsibilities clear
No conflict of interest re reviewing No conflict of interest re reviewing 
datadata
E t t i i  i  l t t  f E t t i i  i  l t t  f 
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Expect training in relevant aspects of Expect training in relevant aspects of 
GCPGCP
Staff should be technically competentStaff should be technically competent
VerifiableVerifiable

Expectations Expectations –– quality systemsquality systems

QA QA –– planned, systematic, planned, systematic, 
independentindependent
QC QC –– operational techniques & operational techniques & 
activitiesactivities
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activitiesactivities
Document controlDocument control
Staff training Staff training 

Clinical Laboratory StandardsClinical Laboratory Standards

Recognise lack of guidance in Recognise lack of guidance in 
legislation, but seen as a positivelegislation, but seen as a positive
Key areas of interestKey areas of interest
M tl  i il  t  BARQA GCLP M tl  i il  t  BARQA GCLP 
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Mostly similar to BARQA GCLP Mostly similar to BARQA GCLP 
guidelines but with defined:guidelines but with defined:
•• Emphasis on the patient Emphasis on the patient –– GCPGCP
•• Emphasis on contractsEmphasis on contracts


