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Risk Assessment approach

How technical rules can be kept up to date 
at the EU level?

How can we Facilitate the development of a 
common and optimal approach to assess 
and authorize preparation processes in 

blood and tissues establishments?



The challenge of keeping EU legislation up-to-
date in a dynamic sector with changing risks
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Good Practices (p.e. EDQM) are more and more written in a

risk management mode instead of in a requirements mode,

by incorporating ubiquos references and specific risk

management tools. For instance: Microbiological risk

assessment tool (MiRCA) (already included in the 5th ed of

the EDQM Guide) and the EuroGTPII risk assessment

methodology (coming to the EDQM platform in 2023).

Let’s focus on: Q&S&E Standards and GXP 

This implies the need for the CA to be provided of sufficient

technical knowledge to guarantee an adequate evaluation

and a correct interpretation of the risk assessment outcomes.



EU T&C Directives already explicitly mention the need of applying Risk Management tools to
diverse situations; e.g. change of any new donor selection or testing criteria; or if a exclusion
criteria included in the Directives is not applied.
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Article 58, §5
In the procedures referred to in paragraph 1, SoHO entities shall mitigate 
risks arising from microbial contamination of SoHOs from the 
environment, the personnel, the equipment, materials or solutions coming 
into contact with SoHOs during collection, processing, storage, or 
distribution. SoHO entities shall mitigate such risks by, at least, the 
following measures: 

(a) specifying and verifying the cleanliness of collection areas; 

(b) specifying, based on a structured and documented risk assessment 
for each SoHO preparation, validating and maintaining a defined air quality 
in processing areas; 

(c) specifying, procuring, and decontaminating equipment, materials and 
solutions such that their sterility is ensured. 

Draft EU regulation quality and safety of SoHO
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Applicable to a specific risk

management event

• Prospective event; diminish

the risk if the event occurs

• Retrospective event; assess

risk when the event occurred

p.e. deviation from Directives

or internal procedures)
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Applicable to risk management

• for new preparation

processes or indications

• Changes in consolidated

therapies
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Applicable to identify risks over

consolidated or new processes

Assess probability of generating

contaminated products

Microbiological Risk of

Contamination Assessment tool

for tissues and cells (MiRCA)
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A risk informed decision-making tool to assess

the overall aseptic (microbiological) risk from

procurement to distribution of tissues and cells

for human application

What is the aim of the MiRCA tool?

• help users identify potential risks in novel, 

existing, or modified aseptic processes;

• alert users to the degree of risk of 

introducing microbiological contamination 

during the procurement or processing of 

tissues and cells;

• support decisions and changes to mitigate 

risks during aseptic processes.
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EDQM Standards

ICH Q9 RM tools

EuroGTPII
methodology

MiRCA tool

We can use RM tools to authorize and inspect, in 

a harmonized manner, the full process

SoHO Supply Chain

Harmonized Authorization

and Inspection Procedure



Take home messages

− The Risk Management exercises help to harmonize

legislation and Good Practices across the EU

− The Risk Management exercises allow the Legislation

to be closer to the scientific advance

− The Risk Management exercises ease the CAs and

professionals to enlarge the knowledge




