UKCRC
Registered
Clinical

ra
Trials Units ’

.

-

Py .

Flowchart for Oversight of Laboratories
by CTUs




Human biological samples collected/transported for
analysis at a central research laboratory?

Human biological samples collected/transported for
analysis by clinical laboratory (typically NHS
laboratory, but may be commercial clinical laboratories
or overseas public sector laboratories)?

NHS permissions
and/or contract/SLA

Standard test used, equivalent to
NHS clinical care?

Laboratory report contains audit
trail of sample identity, collection
and processing, test result, value
normal range and confirmation of
accreditation status.

Research specific procedures in
place (where required).

Laboratory ‘research champion’ to
receive GCP training (file in TMF)

Lab accreditation certificates,
reference ranges, staff CV’s and
training records not to be retained
in Trial Master File unless
specifically required for study
analysis

required (unless part
of site agreement)

Have the laboratory’s quality
systems previously been
reviewed by the site and/or
has the laboratory been
subject to a Regulatory GCP
for Clinical Laboratories
inspection (e.g. MHRA) in the
past 5 years?

Is the laboratory enrolled in
other external quality
programs (such as NEQAS)
for which the study assay is
included?

There should be some
assurance of laboratory
quality available to review

Samples processed using research

specific assays

Request that the senior responsible
individual in the laboratory complete
and return a self-monitoring GCP
for Clinical Laboratories
assessment and arrange for an
appropriately qualified and
experienced staff member to
review the assessment.

For new laboratories or where
previous concerns have been
raised, a GCP audit may be
required.

Ensure procedures for the receipt,
analysis (including validation),
facilities and data management are
present.

Review previous audit reports/findings if, or request
written confirmation of audit/inspection date from
laboratory lead and confirmation of no outstanding
issues affecting research sample processing,
available or review previous self-assessment
questionnaires

Review EQA results for research sample assay

Consider assay specific monitoring

If concerns persist or may constitute a potential serious breach

Consider commissioning a GCP for Clinical Laboratories audit of the facility on behalf of the study sponsor.

The study Trial Management Group (TMG) should consider consulting the Trial Steering Committee (TSC), Data Monitoring Committee
(DMC) and/or any other trial oversight committees available when recommending this course of action, to confirm it is a necessary
measure. If not represented on the TSC, the sponsor may be consulted separately.

Any audit should be conducted by an appropriately qualified and independent laboratory auditor. Cost implications may need to be
discussed with study funder and/or sponsor where no budget is available to conduct such an audit.
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