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Use of independent third party control materials should be considered, either instead of, or in addition to, 
any control materials supplied by the reagent or instrument manufacturer.
ISO 15189:2012 Medical Laboratories. Requirements for Quality and competence.

Controls independent of those produced by the manufacturer of the test or analyser should be used.
National Association of Testing Authorities (NATA) Australia. AS 4633 (ISO 15189) – Supplemental Requirements for 
accreditation in the field of Medical testing.

Quality control materials should be different from the calibrator materials to ensure that the QC procedure 
provides an independent assessment of the measurement procedure’s performance in its entirety, including 
the procedure for calibration of the measurement.
Clinical and Laboratory Standards Institute (CLSI). C24-A3 Statistical Quality Control for Quantitative Measurement Procedures: 
Principles and Definitions; Approved Guideline – Third Edition, 6.2.1

For each test system, the laboratory is responsible for having control procedures that monitor the accuracy 
and precision of the complete analytic process.
Clinical Laboratory Improvement Amendments (CLIA). Code of Federal Regulations – Title 42 Part 493 Laboratory 
requirements. §493.1256 Standard: Control procedures. 

REGULATORY REQUIREMENTS REINFORCE THE NEED TO USE 
THIRD PARTY CONTROLS
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Nucleic Acid Extraction Amplification Data Analysis

AmpliRun® Total

FULL PROCESS CONTROLS DESIGNED TO MONITOR THE ACCURACY 
AND PRECISION OF THE COMPLETE ANALYTICAL PROCESS











MONONUCLEOSIS INFECTIONS

AMPLIRUN® TOTAL CLOSTRIDIUM DIFFICILE RT027 CONTROL (STOOL)

Code:  
Analyte:  
Matrix:  

�����%����������
Clostridium difficile RT027��
Stool

Copies/vial:  �����������������X�S����������������
Fill volume:  ���������¥�0��
Kit size:  10 vials

AMPLIRUN® TOTAL GASTROINTESTINAL BACTERIAL PANEL CONTROL (STOOL)

Code:  
Analytes:  

Matrix:  

�����%����������
Campylobacter jejuni, Clostridium difficile, Escherichia coli (EHEC), 
Salmonella enteritidis, Shigella flexneri, Yersinia enterocolitica��
Stool

Copies/vial:  10,000 to 25,000
Fill volume:  ���������¥�0
Kit size:  10 vials

AMPLIRUN® TOTAL EBV CONTROL (PLASMA)

Code:  
Analyte:  
Matrix:  

�����%����������
Epstein-Barr virus (International Units - EBV B95-8 strain)��
Plasma

Copies/vial:  4,000 to 10,000
Fill volume:���� ���������¥�0
Kit size:  10 vials

GASTROINTESTINAL INFECTIONS
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VECTOR-BORNE INFECTIONS

AMPLIRUN® TOTAL ZIKV-DENV-CHIKV CONTROL (PLASMA)

Code:����
Analytes: 
Matrix: 

�����%����������
Zika virus, dengue virus (1-4), chikungunya virus��

 Plasma
Copies/vial: 4,000 to 10,000
Fill volume:���� ���������¥�0
Kit size: 10 vials












