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This document has been prepared to serve as a guideline for the preparation of applications to conduct clinical trials in South Africa.  It 
represents the South African Health Products Regulatory Authority’s (SAHPRA) current thinking on the requirements for clinical laboratory 

competence to ensure the safety of participants and quality of medicines used in clinical trials.  It is not intended as an exclusive approach.  
The Authority reserves the right to request any additional information to protect trial participants and may make amendments in keeping 
with the knowledge which is current at the time 

Guidelines and application forms are available from the office of the Chief Executive Officer and the website 
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1 ABBREVIATIONS AND ACRONYMS 

CTF-1 Clinical Trial-application Form 

ISO International Standards Organization 

SANAS South African National Accreditation System  

GCP Good Clinical Practice 

GLP Good Laboratory Practice 

GMO Genetically Modified Organism 

2 INTRODUCTION  

The analysis of samples collected from participants in clinical trials forms a key part of the clinical trials process.  

Sample analysis or evaluation provides important data on a range of endpoints which are used, for example, to 

assess the pharmacokinetic profile of investigational medicinal products and to monitor their safety and efficacy. 

Consequently, it is essential that sample analysis or evaluation is performed to an acceptable standard which 

will ensure that patient safety is not compromised and that data is reliable and accurately reported. 

Clinical laboratories are also used for screening participants during enrolment and for analysis of samples to 

assess haematological/biochemical safety endpoints during the trial. 

This guideline outlines the information that is required for clinical trial applications and the expectations of 

SAHPRA with respect to the analysis or evaluation of samples collected as part of a clinical trial. It provides 

guidance to laboratories and other facilities that perform the analysis or evaluation of samples collected as part 

of a clinical trial.  

Accredited testing and calibration laboratories use ISO/IEC 17025 to implement a quality system aimed at 

improving their ability to consistently produce valid results. It is also the basis for accreditation from an 

accreditation body.  Since the standard is about competence, accreditation is simply formal recognition of a 

demonstration of that competence. A prerequisite for a laboratory to become accredited is to have a 

documented quality management system. The usual contents of the quality manual follow the outline of the 

ISO/IEC 17025:2005 standard. 

ISO 15189:2012 is the required standard for Medical Laboratories. In South Africa the accreditation body for 

ISO is SANAS. 

3 LEGAL BASIS 

Medicines and Related substances Act 101 1965 Section 34 

National Health Act 2003 8 (68) & 9 (71) 

4 DEFINITIONS AND TERMINOLOGY 

 “Clinical trial samples” means any biological sample collected from a participant of a clinical trial as required by the 

protocol. Samples may include but are not limited to: blood, blood products, urine, faeces, tissues and cells.  

 “Laboratory” means a facility that conducts manipulation, analysis or evaluation of samples collected as part of a 

clinical trial; such analysis or evaluation may include the generation of pharmacokinetic data, safety data, 

primary efficacy data, microbiology data, histopathology data or data used to support any other stated end 

point.  
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“Laboratory management” is the individual(s) having the qualifications, authority and formal responsibility for the 

organisation and functioning of a laboratory in which work that forms part of a clinical trial is conducted.  

“Master service level agreement” is an overarching contract of general terms and conditions between two parties 

such as a laboratory and a sponsoring organisation which may be used to underpin work for a number of 

clinical trials. Trial-specific terms, conditions, details, roles and responsibilities are then further defined in 

other documented agreements.  

“Quality Assurance personnel” (QA) means, the individual(s) who are responsible for maintaining the laboratory 

quality assurance processes (see “Quality Assurance processes”).  

“Quality Control” (QC) means a formal process for the systematic checking of processes and data to ensure 

accuracy.  

“Quality assurance processes” All those planned and systematic actions that are established to ensure that the trial 

is performed and data are generated, documented (recorded), and reported in compliance with Good Clinical 

Practice and the applicable regulatory requirement(s)  

“Source Data” means, all information in original records and certified copies of original records of clinical findings, 

observation, or other activities in a clinical trial necessary for the reconstruction and evaluation of the trial. 

Source data are contained in source documents (original records or certified copies).  

“Source Documents” means, original documents, data, and records.  

“Validation of a computerised system” is a documented process that demonstrates that a computerised system is 

suitable for its intended purpose.  

“Work instruction” is a written plan which will include, but is not limited to, the purpose of the analysis and the 

methodology that will be used to perform the analysis. This may also be referred to as an “analytical 

protocol” or an “analytical plan” 

5 SAHPRA POLICY WITH REGARDS TO ACCREDITATION OF LABORATORIES  

Any laboratory that intends to conduct clinical trials in South Africa must be accredited with SANAS. In case the 

laboratory is not accredited, the laboratory should provide evidence of participating in internal and external 

quality control programs for at least a year. 

5.1 Accreditation by SANAS indicating compliance with ISO 15189:2012/ISO 17025:2005 would be expected for 

local clinical laboratories and compliance with equivalent ISO or national GLP regulations for overseas 

laboratories. 

 End-point tests are often very specialized and conducted in academic laboratories, where accreditation is not 

the norm.  Applicants must provide evidence of GLP compliance for these laboratories and a report on the state 

of validation for the relevant end-point tests. 

5.2 There can be consideration to include a GLP inspection by the SAHPRA inspectorate at the time of GCP 

inspections for these procedures, source data, laboratories and the contracts. 

5.3 It is an expectation from Clinical Trials Committee that screening and safety testing will be conducted locally, 

and that end-point testing could become part of the Capacity Building exercise by transfer to local laboratories. 

5.4 Export of clinical samples needs to be conducted within the SA legal framework, specifically the Human Tissues 

Act, but also would include compliance with the GMO permit and the Biodiversity Protocol, when applicable. 
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5.5 Where there is no independent accreditation for the end-point laboratory, additional information is required. 

5.5.1. The analysis or evaluation of clinical trial samples should be overseen by a named individual(s) who 

assumes responsibility for the conduct and reporting of the work. 

5.5.2  The named individual(s) has the responsibility to ensure that all laboratory work is performed in compliance 

with the protocol, any associated work instruction and standard operating procedures and suitably archiving 

the source data.  

5.5.3 The named individual(s) is responsible for reporting the results of the analysis or evaluation and any 

deviations from the work instruction or protocol to the sponsor or their representative and to the investigator. 

5.5.4 The laboratory should be part of an independent QC monitoring program for the relevant tests in the 

application. 

6 INFORMATION TO BE INCLUDED IN THE PROTOCOL AND THE CTF-1 APPLICATION 

The information related to laboratory competence and accreditation should be provided. The following 

information should be included in the CTF1 Section 1: Part 2; Capacity of the Site: 

6.1 List each test to be conducted on clinical samples during the screening and safety examinations, and 

provide the name, address, and evidence of competence or accreditation for each laboratory that will 

conduct these tests. 

6.2 List each test to be conducted during the end-point assessments, and provide the name, address, and 

evidence of competence and/or accreditation for each laboratory that will conduct these tests. 

6.3 List the laboratories that will conduct microbial isolation, typing, sequencing, or other specialized analyses on 

clinical samples and provide evidence of site competence or accreditation to conduct these tests. 

6.4 Describe the procedures for processing of clinical samples at the trial site, including collection, on-site 

processing, storage, (cold-chain) transport and archiving.  Provide evidence of site competence to conduct 

these operations. 

6.5 Provide a list of bed-side or point-of-contact clinical tests that will be conducted during the trial and provide 

evidence of appropriate sensitivity and specificity of these tests as well as competence of the 

technologist/operator.  

6.6 Appropriate contract agreements between sponsor/investigator and the responsible laboratories must be 

available for GCP Inspection. 

7 SAMPLE RECEIPT AND CHAIN OF CUSTODY 

For the CTF-1, a brief description should be provided of the procedures that will be in place at each site for 

sample storage and transport.  This should include provisions for maintaining the blinded analysis of clinical 

samples, temperature monitoring, and for ensuring the chain of custody. 

Samples should be transported in such a way that their integrity and viability remains unaffected. This 

requirement applies to all samples whether they are being transported over long distances or between different 

departments within the same organisation. If samples are transferred from the trial site to the laboratory at 

ambient temperature, the limit should be defined, and particular attention should be paid to the time the 

samples remain in transit and the climatic conditions at the time of transit.  

Where there is a requirement for samples to be refrigerated or frozen during transportation, measures should 

be taken to positively confirm that the samples were maintained at an appropriate temperature for the duration 

of time they were in transit. Measures taken for the study should be described in the CTF1 application.  The 
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best practice would include the use of data loggers to monitor temperature during transit, recording and 

archiving the information.   
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