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A PROPOSAL FOR A THREE-TIERED
APPROACH FOR TARGETED INFORMATION
REQUIREMENTS FOR POLYMERS.

ABSTRACT / BACKGROUND

Sectors of Use Construction, Aeronautic, Automobile, Electronics,
— a selection Medical appliances, Cleaning, Cosmetics, Energy
generation and storage

Morphological Physical state (e.g. solid, liquid)
descriptors Shape (e.g. spherical, fibre, tubular)
Physical form (e.g. amorphous, crystalline);

Composition Natural and Formed
Complex Mixtures (Formed Polymer + residual monomer
+ Intentionally Added Substances (IAS e.g. stabilisers) +
Non-Intentionally Added Substances (NIAS, e.g.
impurities)

Nb. Average From Low Molecular Weight with < 1000 Da to high
Molecular Wt =~ molecular weight with > 1’ 000°000s Da

Solubility Very high to negligible solubility in water and solvents

THREE-TIERED TESTING AND ASSESSMENT SCHEME FOR POLYMERS REQUIRING REGISTRATION (PRR)

_ Tier 1 Tier 2 Tier 3
Grouping of = Basic screening Profiling Extended
polymers following h ..
“hazard similarity“? @ {} characterization
Identify polymers B Three-criteria - : Additic_}n_al
that are subject approach _Ecotﬂxlmty Scr_eer!mg ecc}tc}?uclty N
to registration B Iterative process (invertebrate/ in vitro) Assessment of | studies / | Expanded
= Initial eroOUDS Environment relevant | 4 trophic Ifzvelsf B ecotoxicity/
. group _ compartments & duration environmental
validated and to Envionmental fate . fate studi
' i : - potential for ate studies
be refined with screening : Assessment
hazard data SIEEE EFE I L. Fl;]rthei p’tcw?f_ and decision
exposure ey if higher tier
Physico- Selected phys.-chem. test Y data
. chemical based on simple gathering is
e properties decision criteria Assess potential !Smaccumula- necessary for Bioaccumulation
® for tmn({ cIE_ara]nce further | | (in vivo - relevant
o ® @ - _ _ In vitro refinement of ' | exposure route)
® ® _ - Molecular weight threshold e screening risk
Bioavailability (NAMW 1000 Da)/ PBPK/ Jssessment j— :
— 3D in vitro ] | Higher tier
I Assess potential S‘;yst_er_mc studies on
e for systemic sc;}:::llit:g | ErEzaE s
: - concern
B In vitro local toxicity effects .
l. ol | -. Human e T studies (repeated-dose
or DART)
Increasing complexity/refinement of assessment

CONCLUSIONS
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