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Annex 2A 5.12 An evidence-

based QRM process should be used to 
assess and control the cross 
contamination risks presented by the 

products manufactured. Factors to take in 
account include: 
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Annex 2A 5.14 An 

emergency plan for dealing with 

accidental release of viable organisms 

should be in place. This should address 

methods and procedures for containment, 

protection of operators, cleaning, 

decontamination and safe return to use. 

Accidental spillages, especially of live 

organisms, must be dealt with quickly 

and safely. Decontamination measures 

should be available for each organism or 

groups of related organisms in line with 

the QRM process. Decontamination 

measures should be validated for 

effectiveness.
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Annex 2A 6.8 Shorter 

retention periods as mentioned in Section 
6.6 and 6.7 might be justified based on the 

stability and shelf life of the product. In 
cases of short shelf life, the manufacturer 
should consider if the retention of the 

sample under conditions that prolong the 
shelf life (such as cryopreservation) is 
representative for the intended purpose. 
For instance, cryopreservation of fresh-
cells may render the sample inadequate 
for characterisation purposes but the 

sample may be adequate for sterility or 
viral safety controls (the volume of the 
samples can be reduced according to the 

intended purpose). When cryostorage of a 
sample is considered inadequate for the 
intended purpose, the manufacturer 

should consider alternative approaches 
that are scientifically justified.
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Annex 2A 6.9 The use of 

surrogate materials (i.e. material derived 
from healthy volunteers) or alternative 

scientifically sounds approaches are 
acceptable in case of autologous products 
(or matched donor scenario) where the 

entire batch needs to be administered to 
the patient. 
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