
Special Programme for Research & Training
in Tropical Diseases (TDR) sponsored by

U N I C E F / U N D P / W o r l d  B a n k / W H O

Special Programme for Research & Training 
in Tropical Diseases (TDR) sponsored by
U N I C E F / U N D P / W o r l d  B a n k / W H O

GOOD CLINICAL  
LABORATORY PRACTICE  

(GCLP)

Special Programme for Research & Training
in Tropical Diseases (TDR) sponsored by
U N I C E F / U N D P / W o r l d B a n k / W H O

Special Programme for Research & Training
in Tropical Diseases (TDR) sponsored by
U N I C E F / U N D P / W o r l d B a n k / W H O



WHO Library Cataloguing-in-Publication Data :

Good clinical laboratory practice (GCLP).

1.Clinical trials - standards. 2.Clinical trials - methods. 3.Laboratories - organization and admin-
istration. 4.Laboratories techniques and procedures. 5.Ethics, Medical. I.UNICEF/UNDP/World 
Bank/WHO Special Programme for Research and Training in Tropical Diseases.

ISBN 978 92 4 159785 2  (NLM classification: QY 25)

Copyright © World Health Organization on behalf of the Special Programme for Research 
and Training in Tropical Diseases, 2009

All rights reserved.

The use of content from this health information product for all non-commercial education, train-
ing and information purposes is encouraged, including translation, quotation and reproduction, 
in any medium, but the content must not be changed and full acknowledgement of the source 
must be clearly stated. A copy of any resulting product with such content should be sent to 
TDR, World Health Organization, Avenue Appia, 1211 Geneva 27, Switzerland.  TDR is a World 
Health Organization (WHO) executed UNICEF/UNDP/World Bank/World Health Organization 
Special Programme for Research and Training in Tropical Diseases.

This information product is not for sale. The use of any information or content whatsoever from 
it for publicity or advertising, or for any commercial or income-generating purpose, is strictly 
prohibited. No elements of this information product, in part or in whole, may be used to pro-
mote any specific individual, entity or product, in any manner whatsoever.

The designations employed and the presentation of material in this health information product, 
including maps and other illustrative materials, do not imply the expression of any opinion 
whatsoever on the part of WHO, including TDR, the authors or any parties cooperating in the 
production, concerning the legal status of any country, territory, city or area, or of its authorities, 
or concerning the delineation of frontiers and borders.

Mention or depiction of any specific product or commercial enterprise does not imply endorse-
ment or recommendation by WHO, including TDR, the authors or any parties cooperating in the 
production, in preference to others of a similar nature not mentioned or depicted.

WHO, including TDR, and the authors of this health information product make no warranties 
or representations regarding the content, presentation, appearance, completeness or accuracy in 
any medium and shall not be held liable for any damages whatsoever as a result of its use or ap-
plication.  WHO, including TDR, reserves the right to make updates and changes without notice 
and accepts no liability for any errors or omissions in this regard. Any alteration to the original 
content brought about by display or access through different media is not the responsibility of 
WHO, including TDR, or the authors.

WHO, including TDR, and the authors accept no responsibility whatsoever for any inaccurate 
advice or information that is provided by sources reached via linkages or references to this health 
information product.

Design and layout: Lisa Schwarb



GOOD CLINICAL  
LABORATORY PRACTICE  

(GCLP)



2  |  Good Clinical Laboratory Practice (GCLP)/08

FOREWORD

For some years, it has been internationally recognized that clinical laboratories
processing specimens from clinical trials require an appropriate set of standards 
to guide good practices.1 With that aim in mind, the Good Clinical Laboratory 
Practice Guidelines presented here were drafted and published in 2003 by a 
working party of the Clinical Committee of the British Association of Research 
Quality Assurance (BARQA).2

This guidance identifies systems required and procedures to be followed within
an organization conducting analysis of samples from clinical trials in compliance
with the requirements of Good Clinical Practice (GCP). It thus provides
sponsors, laboratory management, project managers, clinical research associates
(CRAs) and quality assurance personnel with the framework for a quality
system in analysis of clinical trial samples, ensuring GCP compliance overall of
processes and results.

In April 2006, the Special Programme for Research and Training in Tropical
Diseases (TDR), sponsored by UNDP, UNICEF, the World Bank and WHO,
convened a meeting of organizations engaged in clinical trials in disease en-
demic countries to discuss the applicability of these guidelines to their work.
Invited organizations included Epicentre, Drugs for Neglected Diseases initiative
(DNDi), the Foundation for Innovative New Diagnostics (FIND), and the Kenya
Medical Research Institute (KEMRI). It was agreed that GCLP would be a valu-
able tool for improving and assuring quality laboratory practice in clinical trials
in the tropical settings in which they work. It was recognized that the GCLP
Guidelines were not widely available, and it was recommended that WHO/TDR
publish the guidelines on its website as the standard for laboratories undertak-
ing samples from TDR-supported clinical trials. The TDR Diagnostics Evaluation
Expert Panel (DEEP) has since recommended GCLP as the standard for clinical
laboratories involved in the evaluation of diagnostics for infectious diseases.3
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Good Clinical Laboratory Practice Guidelines is now published by WHO/TDR
under the terms of an agreement between WHO and BARQA. Meanwhile, GCLP
training materials specifically addressing the conduct of clinical trials in tropical
countries also are under development by WHO/TDR and its partners.

For further information, please contact:

Dr Juntra Karbwang
Empowerment acting coordinator
Special Programme for Research and
Training in Tropical Diseases (TDR)

World Health Organization
Avenue Appia 20
1211 Geneva 27
Switzerland

Telephone: (+41) 22 791 3867
Fax: (+41) 22 791 4854
E-mail: karbwangj@who.int

1. Stevens W. (2003) Good Clinical Laboratory Practice (GCLP): The need for a hybrid of Good Laboratory
 Practice and Good Clinical Practice guidelines/standards for medical testing laboratories conducting clini-

cal trials in developing countries. Quality Assurance, 10: 83-89.

2. The Guidelines were written by the late Nick Mawbey, Vanessa Grant and Tim Stiles and first published
 by BARQA in 2003.

3.  S Banoo, D Bell, P Bossuyt, A Herring, D Mabey, F Poole, PG Smith, N Sriram, C Wongsrichanalai, R
 Linke, R O’Brien, M Perkins, J Cunningham, P Matsoso, C-M Nathanson, P Olliaro, RW Peeling, A Ram-

say (The TDR Diagnostics Evaluation Expert Panel). Evaluation of diagnostic tests for infectious diseases:
 general principles. Nature Reviews in Microbiology, September 2006 (S21). http://www.nature.com
 nrmicro/journal/v6/n11_supp/abs/nrmicro1523.html
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1.  |  pREFacE

The regulatory environment in which clinical trials are conducted continues to 
evolve. The changes are generally focused on requiring more rigorous control 
within the organisations performing clinical trials in order to ensure patient 
safety and the reliability of data produced. The global acceptance of the ICH 
Guideline for Good Clinical Practice (GCP) and the implementation of the 
European Union Clinical Trials Directive (2001/20/EC) are two clear examples 
of such change.

While the EU Clinical Trials Directive and ICH GCP Guideline clearly specify 
roles such as that of the Ethics Committee, the Sponsor and the Investigator 
to name just a few, they only vaguely define the standards to be applied in the 
analysis of samples from a clinical trial.  

The EU Clinical Trial Directive states that guidance documents may be  
issued to define the requirements for various aspects of trials, but it is not clear 
at this time whether these will include the analyses of trial samples.

The most applicable reference within ICH that indicate the standards required 
for the analysis of samples are in sections 2.13 “Systems with procedures that 
assure the quality of every aspect of the trial should be implemented”, and in 
section 8 “Essential Documents” parts 8.2.12 and 8.3.7.

This document is intended to provide a framework for the analysis of samples 
from clinical trials on the facilities, systems and procedures that should be pres-
ent to assure the reliability, quality and integrity of the work and results gener-
ated by their contribution to a clinical trial.

 

2.  |  scOpE
It is recommended that the framework outlined in this document be adopted by any 
organisation that analyses samples generated by a clinical trial.

The principles defined in this framework are intended to be applied equally to 
the analysis of a blood sample for routine safety screening of volunteers (haema-
tology/biochemistry) as to pharmacokinetics or even the process for the analysis 
of ECG traces.  

The types of facilities undertaking analyses of clinical samples may include 
pharmaceutical company laboratories, contract research organisations (CROs), 
central laboratories, pharmacogenetic laboratories, hospital laboratories, clinics, 
Investigator sites and specialized analytical services.
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3.  |  IntRODuctIOn

Good Clinical Practice (GCP) is an international ethical and scientific quality 
standard for designing, conducting, recording and reporting trials that involve 
the participation of human subjects. Compliance with this standard provides 
public assurance that the rights, safety and well-being of trial subjects are pro-
tected, consistent with the principles that have their origin in the Declaration  
of Helsinki (ICH GCP Guideline).

Good Laboratory Practice (GLP) is intended to promote the quality and 
validity of test data. It is a managerial concept covering the organisational  
process and the conditions under which laboratory studies are planned,  
performed, monitored, recorded and reported (OECD GLP Guideline).

Good Clinical Laboratory Practice (GCLP) applies those principles estab-
lished under GLP for data generation used in regulatory submissions relevant  
to the analysis of samples from a clinical trial. At the same time it ensures that 
the objectives of the GCP principles are carried out. This ensures the reliability 
and integrity of data generated by analytical laboratories.

It is recognized that a number of countries are already applying the GCLP 
principles to the analysis of clinical trial samples. Indeed it is possible within 
some of these countries for clinical laboratories to be accredited by the National 
Monitoring Authority.

Some organizations and indeed countries operate proficiency testing schemes to 
which laboratories subscribe. While these ensure the integrity of the analytical 
process they may not assure compliance with GCP.  

This document is intended to provide a unified framework for sample analysis 
to lend credibility to the data generated and facilitate the acceptance of clinical 
data by regulatory authorities from around the world.  

It is important to recognize that the framework outlined in this document will 
be applied across a diverse set of disciplines involved in the analysis of samples 
from clinical trials. It is therefore important to understand that this framework 
should be interpreted and applied to the work of those organisations that un-
dertake such analyses with the objective of assuring the quality of every aspect 
of the work that they perform.
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4.  |  DEFInItIOns

analytical plan: a formal document describing all aspects of the work to be 
performed by the trial facility.  

analytical project manager: the individual responsible for the overall con-
duct of the work defined by the analytical plan.  

analytical Report: a formal report which may be issued on completion of the 
work as detailed in the analytical plan.  

analytical Results: a document(s) containing the results of the analyses 
issued on completion of sample analysis.

Facility Records: records that confirm and support non-trial activities 
essential to the reconstruction of the work performed. This may include 
supporting data such as fridge/ freezer temperature records, equipment 
service, maintenance and calibration records.

Investigator: the individual responsible for the conduct of the clinical trial 
whose role is as defined by ICH GCP.  

quality audit: a defined system, including personnel, which is independent 
of trial conduct and is designed to assure trial facility management of 
compliance with Good Clinical Laboratory Practice.

Raw Data: all original records and documentation, or verified copies of these, 
generated by observations and activities during the conduct of the work. 
They are necessary for the reconstruction and evaluation of the reported 
results. For the purposes of this guideline, “source data” (ICH GCP) and 
“raw data” are the same.

sponsor: an individual, company, institution, or organization that takes 
responsibility for the initiation, management, and/or financing of a clini-
cal trial.

trial Facility: the persons, premises and facilities necessary for conducting 
the work.

trial Facility management: the individual(s) within an organisation 
performing the analysis who is responsible for ensuring that the facility  
operates according to Good Clinical Laboratory Practice.  

trial material: any material from a clinical trial that is to be analyzed; this may 
include, but is not limited to the following: samples, specimens, data, 
results, ECG traces or x-ray plates.  

trial protocol: the overall Study Protocol approved by the sponsor which 
describes the entire activities which make up the study.
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GOOD CLINICAL LABORATORY PRACTICE

5.  |  ORganIZatIOn anD pERsOnnEl
 
5.1  |  Trial Facility Management Responsibilities

5.1.1  Trial facility management should ensure that the principles of Good 
Clinical Laboratory Practice as defined in this document are complied  
with in their facility.

5.1.2  At a minimum it should:

a) ensure that qualified personnel, appropriate facilities, equipment, and 
materials are available;

b) maintain a record of the qualifications, training, experience and job 
description for each individual working within the trial facility;

c) ensure that personnel clearly understand the functions they are to 
perform and, where necessary, provide training for these functions;

d) ensure that health and safety precautions within the trial facility are 
applied according to national and/or international regulations;

e) ensure that appropriate standard operating procedures are established 
and followed and an historical file of all standard operating proce-
dures is maintained;

f) ensure that there is a quality audit programme with designated  
personnel;

g) ensure as and when appropriate, a programme of quality control is 
operated within the trial facility;

h) ensure an analytical plan exists which defines the analyses to be  
performed by the facility. This instruction maybe included as part  
of the trial protocol;

i) ensure that any amendments to the analytical plan are agreed and 
documented;

j) maintain copies of all trial protocols and analytical plans;

k) ensure that a sufficient number of personnel are available for the 
timely and proper conduct of the work;

l) for each trial designate an individual with the appropriate qualifica-
tions, training, and experience as the Analytical Project Manager 
before the work is initiated in the trial facility. If it is necessary to 
replace the Analytical Project Manager during a trial, this should be 
documented;
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m) ensure that an individual or organisation is identified as having re-
sponsibility for the management of the archives used for the retention 
of trial and facility records;

n)  for any work sub-contracted by the trial facility, trial facility manage-
ment are responsible to the sponsor for its conduct.

5.2  |  Analytical Project Manager Responsibilities

5.2.1 The Analytical Project Manager has the responsibility for the overall 
conduct of the analyses performed by the trial facility and for its report.

5.2.2 These responsibilities should include, but not be limited to, the follow-
ing functions: 

a)  agree to the analytical plan by dated signature;

b)  ensure the procedures specified in the analytical plan are followed, 
and that authorisation for any modification is obtained and docu-
mented together with the reasons for change; 

c)  ensure that all results of the analyses are fully documented and  
recorded; 

d)  sign and date the analytical report, if issued, to indicate acceptance of 
responsibility for the validity of the results and to confirm compliance 
with Good Clinical Laboratory Practice; 

e)  when analytical results are issued the Analytical Project Manager 
should ensure that these results are only issued under the dated  
signature of an authorized signatory.  

f)  ensure that after completion of the analyses, the analytical plan, the 
analytical report and/or analytical results, raw data and supporting 
documentation are archived and retained.

5.3  |  Trial Staff Responsibilities

5.3.1 All staff working with trial materials should be aware of those guidelines 
that apply to their work.

5.3.2 All staff are responsible for recording raw data promptly and accurately 
and in compliance with these guidelines and are responsible for the 
quality of their data.

5.3.3  All staff are responsible for following the instructions given in the trial 
protocol, analytical plans and standard operating procedures.
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6.  |  FacIlItIEs

6.1  |  Trial Facilities

6.1.1  The trial facility should be of suitable size, construction and location to 
meet the requirements of the trial and minimize any disturbances that 
might interfere with the validity of the trial.

6.1.2  The trial facility should have appropriately designed areas of sufficient 
size for the type of work being performed and provide an adequate 
degree of separation and security to assure the integrity of trial samples 
at all times.

6.1.3  Suitable facilities should be available for the preparation of trial supplies 
in order to ensure accurate preparation of such materials.

6.1.4  There should be appropriate storage areas as needed for samples and 
supplies. Storage areas should be separated as appropriate to prevent 
contamination or mix up of trial samples or materials.

6.2  |  Archive Facilities

6.2.1 Where appropriate space should be provided for the safe and secure 
archive storage and retrieval of data, reports, samples and specimens.

6.2.2 If suitable facilities cannot be provided for the storage of trial records 
alternative arrangements should be made. This could include the use of 
third party contract archive facilities.

6.3  |  Waste Disposal

6.3.1  The handling and disposal of wastes generated during the performance 
of a trial should be carried out in a manner that is consistent with local 
regulatory requirements.

 

7.  |  EquIpmEnt, matERIals and REagEnts

7.1  |  Equipment

7.1.1 Equipment used in the analysis of trial material and operation of the 
trial facility should be suitably located and of appropriate design and 
adequate capacity.
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7.1.2 Equipment used should be periodically inspected, cleaned, maintained, 
and calibrated, as appropriate. Records of such maintenance and any 
unscheduled maintenance or calibration should be retained.

7.1.3 An equipment service schedule listing all relevant equipment and the 
schedule of planned service and calibration activities should be main-
tained.

7.1.4 Any equipment that is out of service for any reason should be clearly 
identified as such.

7.1.5 Equipment users should be suitably qualified and trained in the opera-
tion of the equipment. 

7.1.6 In all cases equipment used should be demonstrably fit for purpose.

7.2  |  Material

7.2.1 Materials used in the analysis of trial materials should be demonstrably 
fit for purpose.  

7.3  |  Reagents

7.3.1 Reagents should be suitably labeled and indicate the identity, concentra-
tion, specific storage instructions and stability. Stability information may 
include the preparation date and expiration date.

 

8.  |  stanDaRD OpERatIng pROcEDuREs (sOps)

8.1  |  General

8.1.1 A trial facility should have documented standard operating procedures 
approved by Trial Facility Management. These are intended to ensure  
the quality and integrity of the work performed and the data generated.

8.1.2 Standard operating procedures should be periodically reviewed to 
ensure that they remain current and up to date.

8.1.3 A list of current standard operating procedures which includes the 
version number should be maintained current and up to date.

8.1.4 Staff within the trial facility should have immediately available standard 
operating procedures relevant to the activities being performed therein. 
Published textbooks, articles and manuals may be used as supplements to 
these standard operating procedures provided that these are also retained.
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8.2  |  Application

8.2.1 Standard operating procedures should be available for, but not be limited 
to, the following types of activities. The details given under each heading 
are to be considered as illustrative examples.

a) Trial supplies
Supply, preparation, labeling, handling, shipment and storage.

b) Equipment
Operation, maintenance, cleaning, calibration of equipment.

c) Record keeping, reporting, storage, and retrieval
Coding of trials, data collection, preparation of reports, indexing 
systems, handling of data, the use of computerized data systems and 
the operation of the archive.

d) Trial materials (where appropriate) 
Storage, retrieval and chain of custody of samples.

e) Preparation of trial packs.

f) Procedures for receipt, transfer, sampling, storage, identification and 
care of trial materials and samples.

g) Procedures for the analysis of trial samples.

h) Quality control procedures 
The quality control procedures operated by the trial facility to ensure 
the quality and accuracy of results.

i) Quality audit procedures
Operation of quality audit personnel in performing and reporting trial 
audits, inspections, and analytical report reviews.

 

9  |  plannIng OF thE WORk

9.1  |  Analytical Plan

9.1.1 For each trial, a written analytical plan should exist prior to initiation 
of the work and be available to the staff involved in the work.

9.1.2 This plan should be agreed to by the dated signature of the Analytical 
Project Manager and Sponsor, and as appropriate the Investigator.

9.1.3 The analytical plan may form part of the contractual agreement with 
the Sponsor or be contained within the trial protocol.

9.1.4 The analytical plan should be retained as part of the records for the trial.
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9.1.5 All changes, modifications, or revisions to the agreed analytical plan 
should be documented, including justification(s). Agreement by the 
Analytical Project Manager and Sponsor should be indicated by dated 
signatures. Copies of all such amendments should be maintained with 
the original analytical plan.

9.2  |  Content of the Analytical Plan

9.2.1 The analytical plan should be sufficiently detailed to provide clear in-
struction to those undertaking the work and contain, but not be limited 
to, the following information:

Identification of the work

a)  A descriptive title. 

b)  A statement that indicates the nature and purpose of the work.

c)  A unique identifier that will link the work within the analytical plan 
to the trial protocol while retaining the chain of custody and identity 
of all trial samples.

Information Concerning the Sponsor and the Trial Facility

d)  Name and address of the Sponsor.

e)  Name and address of the Investigator.

f)   Name and address of the Trial Facility.

g)  Name of the Analytical Project Manager. 

Dates

h)  The date of agreement to the analytical plan by signature of the  
Analytical Project Manager and the Sponsor.

i)  The proposed starting and completion dates for the work. 

Analytical Process

j)  The methods to be used during the analysis of trial materials. Refer-
ence to published analytical methods may also be made.This should 
include detailed information on the analytical design, methods, ma-
terials and conditions, type and frequency of analysis, measurements, 
observations and examinations to be performed. 
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k) The preparation and shipment of materials such as sample kits to be 
used in the collection of trial materials must be covered by an analyti-
cal plan. A separate plan for the preparation of trial packs could be 
produced or such logistics could Be included in the analytical plan.

l) The type and number of trial materials to be received by the trial 
facility. 

m) The method and condition under which trial materials are transport-
ed from one location to another.

n)  For “blinded” or “coded” trials the conditions of blinding and the 
unblinding procedures to be followed.

 Records

o)  A list of the records to be retained and their location on completion of 
the work.

p)  Method of reporting results.

 Quality Audit

q)  The quality audit to be performed to assure the quality and integrity 
of the data generated and the accuracy of its reporting.

 

10.  |  sub-cOntRactIng

10.1  |  No analytical or other study related work should be subcontracted 
without the prior approval of the sponsor.

10.2  |  When work is sub-contracted by the trial facility, trial facility 
management are responsible to the sponsor for the  
conduct of this work.

10.3  |  Prior to placement of sub-contracted work, assurance should be ob-
tained to confirm the subcontractor will work in accordance with Good Clinical 
Laboratory Practice and any trial requirements.  

10.4  |  The contract for sub-contracted work (agreement, protocol or 
analytical plan) should clearly spell out the detail of the analyses and the  
retention of trial data.
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11.  |  tRIal matERIals

11.1  |  Receipt

11.1.1 Procedures for the receipt, handling, storage, retrieval and management 
of trial materials should be designed to prevent mix-ups and maintain 
their integrity. Trial materials should be adequately identified at all times.

11.1.2 Trial materials should be checked on receipt to confirm their identifica-
tion. Records of identity, source, date of arrival, and condition on arrival 
should be maintained.

11.2  |  Chain of Custody

11.2.1 Facilities and procedures should be designed and operated to maintain 
trial materials identification and traceability at all times.

11.2.2 Records should be maintained to allow the reconstruction of the chain 
of custody of trial materials received and to allow the retrospective 
evaluation of material storage.

11.2.3 Trial material storage areas should be monitored where controlled condi-
tions are required to maintain the integrity of trial materials. Contingen-
cy plans that define the actions to be taken in the case of failure of such 
equipment should be in place. Such plans should ensure the integrity of 
the stored trial materials.

11.3  |  Logistics

11.3.1 When a trial facility prepares sample kits or materials used for the collec-
tion of trial samples, the systems used for the preparation, distribution, 
sample collection and return of such materials to the trial facility must  
be documented and the systems and procedures used, validated.

11.3.2 Details of the logistics required on a given trial should be documented 
in the analytical plan or similar document approved by the Sponsor and 
Analytical Project Manager.

11.3.3 The type of material required, the type and design of the package, 
the timing and means of distribution both from the trial facility to  
the Investigator site and return, the checks performed and storage  
requirements should be detailed in the above document.  

11.3.4 The processes involved in these logistics should be subject to quality 
control procedures to confirm conformance of practice with defined 
requirements.
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12.  |  cOnDuct OF thE WORk

12.1  |  General

12.1.1 The work should be conducted in accordance with the Trial Protocol 
and the analytical plan.

12.1.2 All data generated during the conduct of the analytical phase should be 
recorded directly, promptly, accurately, and legibly. These entries should 
be signed or initialled and dated.

12.1.3 Any change in the data should be made so as not to obscure the previ-
ous entry, and should indicate the reason for the change and should be 
identified by date and signed or initialled by the individual making the 
change.

12.2  |  Computer systems

12.2.1 Computerized systems should meet the general requirements for equip-
ment as described in this document. Due to the nature of computerized 
systems and their key role in operations, further requirements apply to 
their use. In all cases computer systems should be appropriately vali-
dated and maintained and be demonstrably fit for purpose.

12.2.2 Computerized systems used to receive, capture, process or report data 
should be acquired, developed, tested, released, used, maintained and 
retired according to established guidelines or laws. These may include 
the OECD Monograph “The application of GLP Principles to computer-
ized systems” the FDA 21CFR Part 11: Electronic Records, Electronic 
Signatures, Rule and the FDA Guideline for the use of computer systems 
in the conduct of clinical trials.

12.2.3 Procedures that address the security and operation of the computer
systems should exist. These should include the maintenance of a data 
audit trail, the date/time and individual responsible for the collection of 
the data, system change control procedures, maintenance and system 
security procedures that ensure the integrity of trial data.

12.2.4 Access to computer systems should be restricted to authorized 
personnel.

12.2.5 If data is retained electronically means should exist to ensure the data 
held can always be retrieved.
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12.3  |  Method validation

12.3.1 The selection of instrument platforms and analytical methodologies 

should take into account current regulatory standards and sponsor 

expectations, where appropriate.

12.3.2 Each analytical method used in the analysis of trial materials should be  

appropriately documented, validated, controlled and approved. Changes 

to a method should be controlled and validated and result in the issue  

of a further version of the method.

12.3.3 Each analytical method should be appropriately validated to establish 

and demonstrate its fitness for purpose.

12.3.4 Records to demonstrate the validity and suitability of such methods 

within the trial facility should be retained.

12.3.5 Analytical platforms/methods should not be changed during the course 

of a trial, without prior consultation and agreement with the Sponsor. 

Such changes must be controlled, documented and appropriately autho-

rized and may result in the need for further method validation.

12.4  |  Processing trial materials

12.4.1 Trial material should be analysed and reported within a time frame 

consistent with patient safety issues and trial protocol, analytical plan, 

standard operating procedure and any contractual requirements.

Repeat analysis

12.4.2 The laboratory should have documented procedures governing rules for 

repeat analysis consistent with pharmaceutical industry standards. These 

may be included within the analytical plan.

12.4.3 Specific rules covering the performance of repeat analysis may also be 

covered in the trial protocol or analytical plan.

Safety

12.4.4 Laboratory procedures should take account of local legislation and stan-

dard practice in addressing the safe handling of hazardous substances 

and trial materials.
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13.  |  REpORtIng REsults

13.1  |  General

13.1.1 There are two basic types of report that might be produced when report-
ing results from analytical work. 
1) Analytical Report: a formal report which may be issued on comple-
tion of the work detailed in the analytical plan.
2) Analytical Results: a document(s) containing just the results which 
is usually issued rapidly on completion of sample analysis on a given day.

13.1.2 The analytical plan should indicate the type of reporting mechanism to 
be followed and the timeline for issuance of any such documents.

13.1.3 The decision as to the type of document produced should be agreed 
upon by the Sponsor and Analytical Project Manager and, when  
appropriate, the Investigator.

Issue of reports

13.1.4 All results should be subject to a quality control review to ensure the 
accuracy of the information produced.

13.1.5 Copies of analytical reports or analytical results should be provided to 
the Sponsor and Investigator, as appropriate.

13.1.6 A copy of all issued analytical reports and analytical results should
be retained by the trial facility. 

13.2  |  Analytical Report

13.2.1 The analytical report should be signed and dated by the Analytical Proj-
ect Manager to indicate acceptance of responsibility for the validity of the 
data reported. The extent of compliance with these principles should be 
indicated.

13.3  |  Content of the Analytical Report

An analytical report should contain, but not be limited to, the following:

a) Identification of the analytical work by a descriptive title and identification 
number;

b) The clinical trial number;

c) Name and address of the Sponsor;

d) Name and address of the Investigator(s);
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e)  Name and address of any trial facilities and any investigator sites involved; 
including identity of any Investigators; 

f)  Name and address of the Analytical Project Manager;

g)  The start and completion dates of the laboratory work;

h)  A Quality Audit Certificate; 

i)  Description of methods and materials used including data manipulation 
techniques and any statistical methods used;

j)  Presentation of the results; 

k)  All information and data required by the analytical plan;

l)  The location(s) where the analytical plan, any specimens required to be 
retained, data and the final analytical report are to be stored.

13.3.1 Corrections or additions to a final analytical report once issued should 
be in the form of an amendment. Amendments should clearly state  
the reasons for corrections or additions and should be authorized by  
the dated signature of the Analytical Project Manager. 

13.4  |  Analytical results

13.4.1 Analytical results should be appropriately and accurately reported. Such 
reports should include but not necessarily be limited to the following:

a)  Identification of the analytical work by unique identification number.

b)  The clinical trial number.

c)  Identity of the Sponsor.

d)  Identity of the trial facilities and the Investigator to whom the results 
are directed.

e)  Name of the Analytical Project Manager.

f)  Presentation of the results. 

13.4.2 The analytical results should be issued under the dated signature of an 
authorized signatory.

13.4.3  Analytical results may be reissued when corrections or additions are 
required. In such circumstances the amended document must clearly 
indicate that the results have been amended and the reason for any such 
change.
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14.  |  qualIty cOntROl

14.1  |  The trial facility should maintain appropriate quality control procedures 
to ensure the quality and accuracy of all aspects of the work performed and 
reported.

14.2  |  Where appropriate, test facilities should subscribe to membership of 
external accreditation/performance/proficiency schemes to demonstrate the 
competency of the work performed.

 

15.  |  qualIty auDIt

15.1  |  Independent auditing of the trial facility should be conducted to assure  
compliance with the trial protocol, analytical plan, standard operating proce-
dures and these principles.

15.2  |  Facilities, systems, equipment, methods, quality control procedures, 
personnel, reports and documentation should be audited at intervals following  
a prearranged programme.

15.3  |  Audits should be conducted by a competent person(s) designated by 
trial facility management. This person(s) should be independent of the work be-
ing audited. Independent audits by external experts may also be utilized.

15.4  |  All audit results should be recorded. Reports of the audits should 
contain all the observations made during the audit and, where applicable, any 
corrective actions.

15.5  |  Analytical Project Managers and Trial Facility management should 
respond to these audit reports in a timely manner.

15.6  |  Any corrective actions indicated should be tracked to ensure appropri-
ate implementation.

15.7  |  On the satisfactory completion of an audit, an audit certificate should 
be produced, which identifies the activities audited, and an indication of the  
compliance of those activities with this guideline.
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16.  |  stORagE anD REtEntIOn OF REcORDs

16.1  |  The following should be retained for the period specified by the appro-
priate authorities or as defined by the trial protocol:

a)  The analytical plan, data, samples/specimens (where appropriate), analytical 
results and if issued the final analytical report;

b) Records of all audits performed by the quality audit function;

c) Records of the qualifications, training, experience and job descriptions of 
personnel;

d) Records and reports of the maintenance and calibration of equipment;

e) The historical file of standard operating procedures including the index, 
plus any operating manuals used as part of an SOP;

f) The records and results of all the quality control tests performed to confirm 
the accuracy of the work.  

16.2  |  Samples and specimens should be retained as required by GCP but 
only as long as the quality of the preparation permits evaluation.

16.3  |  Trial materials should be retained in such a way as to ensure the integ-
rity and  accessibility to the material retained.

16.4  |  If a trial facility does not have appropriate facilities for the storage of 
such materials in the manner defined the use of commercial contract archive 
facilities should be used.

16.5  |  If a trial facility goes out of business and has no legal successor, the 
archive material should be transferred to a suitable archive designated by the 
sponsor of the trial.

 

17.  |  cOnFIDEntIalIty

17.1  |  Procedures for the handling of trial materials, collection of data and 
reporting of results should be designed to maintain subject confidentiality and 
study blinding/coding arrangements within the requirements of Good Clinical 
Practice, Declaration of Helsinki and the trial protocol.

17.2  |  The Sponsor should be informed of any event, either accidental or aris-
ing as a result of an investigation, which may compromise study blinding.

17.3  |  Procedures should assure that a sponsor’s proprietary information is 
not disclosed to anyone other than authorized individuals.
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