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ABS TRACT

Good Clinical Laboratory Practice (GCLP) has been widely adopted by non-clinical research
organizations that undertake analysis of samples from clinical trials. GCLP implies that the
organization has applied the GLP principles which are relevant to the analysis of clinical samples,
while ensuring that the purpose and objectives of the GCP regulations are satisfied. This allows
regulatory standards to assure the reliability and integrity of data generated by non-clinical
laboratories.
With the different expectations of GLP and GCP, the implementation of GCLP to a GLP facility may be
a challenge. This poster will discuss the GCP requirements for labs, the intent of GCLP, the procedural
and monitoring differences and the common fields between GLP and GCLP. The poster will also
describe how to use the existing quality systems to effectively support clinical trials, concluding with
challenges which are faced when applying GCLPs.

G CP REQ UIREM ENT FO R LABO RATO RIES

ICH Good Clinical Practice Guidelines (effective 1997) requirement for laboratories:
• Section 2.13 “system with procedures that assure the quality of every aspect of the trial should be
implemented”.
• Section 8.2.12 Essential Documents -- certification or accreditation or established quality control
and/or external quality assessment or other validation (where required).
The Principle is that:
• Documented systems should be in place to assure the quality of the laboratory work;
• Laboratories should have established QC/QA procedures to ensure the validity of the results
produced.
*Note some countries do have laws with respect to GCP, and in that case, they would apply those
regulations; GCLP would ensure that the objectives of the GCP principles are carried out for
support laboratories.

DIFFERENCES BETWEEN GLP AND GCLP

3 IMPLE M ENTATIO N of G CLP

GLP
Why GCLP?
As more and more Sponsors are looking for clinical sample analysis to be done by the CRO or GLP
laboratory that has been doing their pre-clinical work, there was a need for guidelines for those GLP labs
to understand the requirements of GCP. GCLP helped with this, and also defined a quality standard for
laboratories undertaking those sample analysis while meeting the regulatory requirements.
Analysis By Using Established Quality Systems
All GLP labs should already have existing quality systems that are common with GCLP. These can be
applied for clinical sample analysis, with some slight modifications or additions:
•
•
•
•
•
•
•
•
•
•

Organization and Personnel  Slight change in terminology for study personnel.
GLP training program  Add a level of GCLP/GCP training for staff involved.
Facility - under the GLP monitoring program
Calibrated/Validated/Qualified computerized systems and equipment
Reagents and solutions
Standard Operating Procedures  Addition of SOP specific to clinical support work.
Planning, Conducting, and Reporting
Quality Control of the study data and report
Data and Report Audit
Retention of phase materials
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Challenges
• Number of samples and unknown date of when they are scheduled to arrive; are there sufficient
resources?
• Scheduling - logging in of samples, the analysis of samples, and QA auditing – can be very difficult to
know when the last patient will be recruited, therefore cannot schedule effectively in advance.
• Lack of sample collection information – large, long term studies may have a risk of erroneous or
incomplete information being provided. This may result in repeat reviews at various levels to ensure
that the reported results are accurate.
• Stability – additional long term stability may have to be validated, or a compliance exception taken.
• Shortened turnaround time for results to the Sponsor, may impact the ability to schedule resources
effectively.
Recommendations
• A sample management department can help with managing the large number of samples in a
consistent manner.
• Communication is the key to run a successful study – between Sponsor, Monitor, CRO – having the
upfront discussions to establish important information such as data lock dates, blinding, etc.
• Partnership with the Sponsors – building a strong relationship with the Sponsor will help all parties
understand each others needs and processes to ensure the success of the study.

GCLP

Study Director (SD)

Principal Scientist (PS)

Study Protocol/Study Plan

Phase Plan

Testing Facility Management

Test Site Management

Test Article/Item and Test System defined in the
Protocol/Plan

No Test Article/Item and Test System

Final Report required

May or may not have a Final Report

Final Report signed by SD

Final Report signed by PS

NA

Patient confidentiality be protected

Timeframe relatively flexible

Results/Report quick turnaround

CHALLENG ES and RECOMMENDATIONS
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CONCLUSION

The ultimate goal of our Sponsors and the GLP facility that they are working with is a factual,
compliant, successful study that was run in an environment with established quality systems and
good laboratory practices. Taking a GLP laboratory and adapting existing practices in order to
analyze clinical samples will have its challenges, but it can be successful with the implementation of
a few additions.
• Additional training.
• Additional SOPs to define specific terminology and processes.
• Sample management group, as applicable.
• Communication.
• Partnership with the Sponsors, as applicable.
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