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1978 USA-FDA GLP Regulations

1980 USA-EPA GLP regulations

1981 OECD GLP Principles (revised in 1997)

1986 European Union GLP Directives
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� OECD GLP Principles

� Guidelines for Compliance Monitoring

� Quality Assurance of GLP

� Compliance of Laboratory Suppliers

� Application of GLP to Short-term Studies

� Role/Responsibility of Study Director

� Application of GLP to Computer Studies
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OECD-GLP ��'!#</��! ISO/IEC 17025

STUDIES SERVICES

Master schedule
Study director
Archivist
QA Unit

Current training
Test article & system
Chain of custody

Inspection monitoring

Management
Training

Reference materials
Equipment & maintenance

Reports
Sampling

Sample reception
Audits

Corrective actions
Method validation
QC procedures

Complaints
Uncertainty of 
measurement

Proficiency testing
Preventive actions
Service to the clients

(From Engelhard et al. 2003)
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Master ScheduleMaster Schedule

DATESSTUDY INFORMATION ...

Study 
N°

Study 
Director

Title Location
Protocol 
Review

Final 
Report 
Review

Draft 
Report 
Audit

End
In-Vivo

Start 
Date

Archive Comments

Test Item : XYZ 1234

The most useful master schedule is the one that people really use it!!!



SOPs      
& floor
plans

Qualification
report Logbook

Service reports

Fault action
report

32

Documentation for BuildingsDocumentation for Buildings



Jan. Feb. Mar. Apr. May Jun. Jul. Aug. Sep. Oct. Nov. Dec.

DD DD DD DD d d d d d d d d

DD DD DD DD d d d d d d d d

DD DD DD DD d d d d d d d d

MM MM MM m m m m m m m m m

XX x x x

x x

XX

YEAR

Check Airflow alarms

Check Air Intakes

Check lane working

Check drive belts

Lubricate fans

Record Air Flows

Strip lane

Maintenance schedule for air conditioning system in room12

39 Record all actions and have them signed and dated by the responsible person

EQUIPMENT : Service PlanEQUIPMENT : Service Plan



INSTRUMENT NO

DATE OF LAST SERVICE

NEXT SERVICE DUE

NAME RESPONSIBLE METROLOGIST

Signature / date

40

EQUIPMENT : Service LabelEQUIPMENT : Service Label



INSTRUMENT OK FOR USE

DESCRIPTION OF FAULT

IMMEDIATE ACTION TAKEN

ACTION BY METROLOGY

Signature

BUILDING N°/DEPARTMENT/ROOM

Signature

Signature

Date

EQUIPMENT

Date

Date

DateSignature

EQUIPMENT : Fault Action ReportEQUIPMENT : Fault Action Report

I.D.
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Qualification
report Logbook

Service reports

Fault action
report

Documentation for EquipmentDocumentation for Equipment



DEPT./GROUP  : Holding number :
PROJECT : 
STUDY N° :

QUANTITY DESCRIPTION                       COMMENTS      

Date                    Signature submitter         Signature archivist
18

ARCHIVES : Submission formARCHIVES : Submission form



DATE                     EVENT AUTHORIZATIONS

(in case there is a movement of doc or sample)
ARCHIVES : HistoryARCHIVES : History



� �2'� 7�3�
���	��6012	�3��		�3	'�����)���	C
��(2'�;��
1 ISO/IEC 
17025 ��2� 4�1;��
�
��	��2� 8
0 
��������	 GLP 0120����� ��	��
��)��
���5'
��
'�����2�C:� 	���` 70%

� C2����2'� 7�3�
���	��6� 8
 GLP compliance 012�
 	���� 4������1
�����24����
��	)��
��'����0 �1)'3��6
��� 	����


