
 

 

 

 

 

 

 

 

 

 

MDPHARMACOURSES.com 

Is the platform that strengthens your preparation 

and skills in the life science field. 

Webinar & Trainings
By highly experienced Subject Matter 

Experts (SMEs) from Pharma and 

Medical Device industry. 
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challenging fields where 
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makes the difference. 
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Certification Requirements:  
Students must view the entire program and successfully pass an online, multiple choice final 
assessment with >80% passing grade.Certificate will be printable in PDF format immediately after 
satisfying requirements. 

Online Training Programs Include: 
• Answer to questions submitted during the Webinar.
• An online final assessment with multiple-choice questions.
• A Certificate of Completion.

Course Presented and Commented by: Ing. A. Ravizza 
 

BIOLOGICAL SAFETY EVALUATION ISO 10993 – LIVE 
WEBINAR - ON DEMAND 

De scription: 
Thi

 
s live webinar course will provide guidance on biological safety evaluation and ISO 10993:2009. 

In Particular will discuss the following points: 
• ISO 10993:2009 Biological Safety Evaluation
• Risk Approach
• In Vitro Test
• In Vivo Test
• Biological Safety Evaluation and Technical File

A medical device or material that comes in contact with the patient’s body is expected to perform its 
intended function without resulting in any adverse effect to a patient. Potential adverse effects can range 
from short-term (acute) to long-term (chronic) adverse effects to the body such as mutagenic 
effects. For this reason, medical devices are typically subject to biological evaluation and biocompatibility 
testing to assess the interaction between a device and tissue, cells or body fluids of the patient. 

ISO 10993-1:2009 describes: 
• the general principles governing the biological evaluation of medical devices within a risk

management process;
• the general categorization of devices based on the nature and duration of their contact with the body;
• the evaluation of existing relevant data from all sources;
• the identification of gaps in the available data set on the basis of a risk analysis;
• the identification of additional data sets necessary to analyse the biological safety of the medical

device;
• the assessment of the biological safety of the medical device.

GO TO THE COURSE 

Early bird booking Promotion: 
Register now and get 25% Off!!  Send email to info@mdpharmacourses.com to get the discount code. 
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