
                ISO 15189 Certification – Quality Assurance for Medical Labs 

What is ISO 15189 Certification? 

The ISO 15189 is a quality standard for medical laboratories. The ISO 15189 certification is awarded to 

labs that meet the requirements of the ISO 15189 international standard, which include quality management, 

personnel training and competence, laboratory information management, and more. Achieving ISO 15189 

Certification can help medical labs demonstrate their commitment to quality and improve patient safety. 

Why ISO 15189 Certification? 

A medical laboratory is a facility where tests and examinations on specimens of human tissue, blood, and 

other body fluids are conducted. The main aim of these laboratories is to provide accurate results for the 

diagnosis and treatment of patients. This is why it is important for medical laboratories to be ISO 15189 

certified. 

When it comes to quality management in medical laboratories, ISO 15189 certification is the gold standard. 

This certification ensures that all aspects of laboratory operations are up to par with international standards. 

Laboratories that are ISO 15189 certified have met rigorous quality management criteria, which means that 

their patients can trust in the accuracy and reliability of their test results. 

ISO 15189 certification is not only important for the patients of a medical laboratory, but it is also important 

for the laboratory staff. This certification assures employees that they are working in a quality-assured 

environment, which can lead to higher morale and job satisfaction. 

How 15189 Certification Can Benefit? 

There are many benefits to achieving ISO 15189 certification, including:  

 Exhibiting a commitment to quality and patient safety  

 Improving operational efficiency  

 Enhancing marketing and branding opportunities  

 Improving patient care  

 Avoiding the risk of adverse events  

 Meeting regulatory requirements  

 Boosting staff morale  



How to Get ISO 15189 Certified? 

Medical labs that want to achieve ISO 15189 certification must meet the requirements of the ISO 15189 

standard. This includes implementing a quality management system, ensuring personnel is trained and 

competent, and more. The medical lab will also need to undergo an audit by an accredited third-party 

certification body to ensure it meets the requirements of the ISO 15189 standard. 

Who Can Get? 

The ISO 15189 standard is designed for medical laboratories. As such, it is not available to all businesses. 

To be eligible for ISO 15189 certification, a laboratory must meet specific criteria regarding its structure, 

management, and processes. These requirements are outlined in the standard itself.  

Conclusion 

ISO 15189 certification is an important quality standard for medical laboratories. Achieving this 

certification means that a lab has met rigorous international standards for quality management, personnel 

training and competence, laboratory information management, and more. This can lead to improved patient 

safety and care, as well as higher staff morale and job satisfaction.  

 

Read more: iso 15189 internal auditor course online 
 

https://onlinecourse.eascertification.com/Internal-auditor/online-sl-iso-15189-training
https://onlinecourse.eascertification.com/Internal-auditor/online-sl-iso-15189-training

