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Main similarities
Manipulation of raw and starting Similar spirit of the two
 materials of biological origin raising  texts

common risks and challenges of " Crucial role of
~quality reproducibility and manufacturing and

~ sustainability, traceability and risk of control processes in
Cross or exogenous contaminations determining the quality
ompatibility of containments, " Biological origin and
importance of process controls, related inherent
strategy for initial and final variability =2 requested
“Wcertification and batch release) standards of quality
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SPECIFICITIES OF BIOLOGICALS VERSUS ATMPs
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as presented in the scopes and eneral principles of
each text
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Specific risks

Aty

from raw material to

Variable levels of similarities and
from raw material to active Some ATMPs specific differences

Stages to be

considered  final production substance requirements may be
relevant to other As ATMPs are a specific category of
biologicals biologicals, e.g., the “risk-based
mplexity oY.pr.od approach” for ATMPs seems
processes, li e.g., the validation of matched to the “risk quality
batch serie ‘ biological methods used management principles” for -
of startir for quality control and biologicals, but the former is more |

ination, testing. prospective with the idea to
ability of anticipate and control current

alytical techniques poorly known risks.

quality management
orinciples”
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Unclear rationale for
Some specific Biologicals some style/form

: requirements may be relevant to differences

Especially Section dedicated to Provisions addressing the use of
i . . . ATMPs
control of aseptic measures covering animal sources in the
contaminati the entire process manufacturing process and - ol o i Very different vocabulary
on risk management. associated contamination risk. ’ €-5., RaW Materidls of ahimal ofigin used in the two texts
( , . are poorly addressed in the ATMPs while they have been
Rationale: Usual lack of Rationale: A large proportion of o
, B _ _ , guidelines although ATMPs could also adopted with a 7 months
terminal sterilization of the biologicals or active substances are : :
. , -y in the future be designed based on interval only, and often
product requiring issued from living or post-mortem : '
, , \ xenogeneic cells and are prone to refer to the same ideas
preventive strategies to animal sources versus ATMPs mostly : : ;
§ , , , necessitate the use of raw materials
limit the introduction of designed based on human : .
, , of animal origin (such as cell culture
contaminants. materials.

or extraction reagents etc..).
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