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Mixed Load Sterilisation Validation is crucial for ensuring the 
efficacy and safety of medical devices. It verifies that 
sterilisation processes effectively treat diverse loads 
containing various materials and configurations, meeting 
stringent regulatory standards. Medistri excels in providing 
robust validation services, ensuring compliance and 
reliability in sterilisation practices.



Mixed Load Sterilisation Validation confirms that sterilisation 
procedures are effective for loads containing different types 
of materials and products. Unlike single-product sterilisation, 
mixed loads may include a variety of medical devices, each 
with unique requirements. This validation ensures that all 
items within a load, regardless of material or configuration, 
receive adequate exposure to the sterilisation agent (Steam 
& EO) to achieve the desired sterility assurance level (SAL).



Mixed Load Sterilisation Validation holds critical importance 
in medical device sterilisation for several reasons.



 Firstly, it ensures that all items within a load, regardless of 
their material or configuration, are adequately sterilised to 
prevent infections and ensure patient safety.



 Secondly, regulatory bodies like the FDA and EMA 
mandate stringent validation processes to guarantee the 
effectiveness of sterilisation procedures.



 Thirdly, validating mixed loads can streamline the 
sterilisation process, optimizing efficiency and reducing 
costs by eliminating the need for separate cycles for 
different products.



 Lastly, proper validation preserves the integrity and 
functionality of medical devices, ensuring they perform as 
intended post-sterilisation.



Conducting Mixed Load Sterilisation Validation involves 
several critical steps�

�� Load Configuration Analysis: Evaluating the types and 
quantities of items in the load to understand their 
sterilisation requirements and challenges�

�� Cycle Development and Optimization: Designing and 
optimizing sterilisation cycles that can accommodate the 
diverse load while ensuring effective sterilisation for all 
components.

�� Biological and Chemical Indicators: Using biological 
indicators (BIs) and chemical indicators (CIs) placed 
strategically within the load to monitor the effectiveness 
of the sterilisation process�

�� Physical Monitoring: Measuring parameters such as 
temperature, pressure, and humidity to ensure the 
sterilisation conditions meet specified criteria�

�� Microbiological Testing: Post-sterilisation testing to 
confirm that all items have achieved the required sterility 
level�

�� Documentation and Reporting: Detailed documentation 
of the validation process, including protocols, results, and 
conclusions, to meet regulatory requirements and for 
future reference.



The following standards and guidelines provide detailed 
requirements and methodologies for validating sterilisation 
processes, including mixed load scenarios, ensuring that 
medical devices are effectively sterilised while maintaining 
their safety and functionality. Adherence to these standards 
is crucial for regulatory compliance and ensuring patient 
safety.



 ISO 11135:2014 specifies requirements for the sterilization 
of healthcare products using ethylene oxide (EtO). It covers 
the development, validation, and routine control of 
sterilization processes. This standard ensures that 
sterilization processes effectively treat mixed loads of 
medical devices, ensuring they meet specified sterility 
assurance levels (SALs) while considering diverse materials 
and configurations.



 ISO 17665-1:2006 focuses on sterilization using moist 
heat, typically through autoclaving. Part 1 of this standard 
outlines requirements for developing, validating, and 
controlling sterilization processes using moist heat. It 
provides guidelines for establishing sterilization parameters 
like temperature, pressure, and cycle times to ensure 
effective sterilization across various materials and device 
configurations, including mixed loads.



 To learn more about Medistri’s Mixed Load Sterilisation 
Validation, visit on our website here or directly contact our 
team at contact@medistri.swiss.
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