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Highlights
 The portfolio is presented as research-grade materials for controlled geometry studies.
 Biological evidence is identified by exact formulation, processing, endpoint, cell system and report.
 Mechanical rigidity, porosity and biological response are separate attributes.
 Assay interference, adsorption, leachables, autofluorescence and sterilisation must be evaluated where relevant.
 The products are not pre-validated implants, therapies or finished medical devices.

Abstract
The portfolio comprises research-grade photopolymer materials for porous scaffolds, rigid lattices and responsive hydrogel 
structures. Controlled geometry can support experimental studies, but biological suitability depends on exact formulation, 
printing, cleaning, post-curing, sterilisation, surface condition and biological model.

Where product-specific biological data exist, the tested material, conditions and endpoint are identified rather than applying 
biocompatible categorically across a family. Cell viability, proliferation, differentiation, adsorption and extractables are distinct 
outcomes.

The  products  are  not  pre-validated  medical  devices,  implants  or  regenerative-medicine  therapies.  Translation  beyond 
research  requires  finished-device  risk  management,  manufacturing  validation,  biological  evaluation  and  the  applicable 
regulatory pathway.
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Source use. Product and biological reports are controlled in [1]; scaffold and bioprinting context in [2–3,6]; biological and 
quality-system scope in [4–5].

1. Research-material classification
Porous scaffold grades, a rigid lattice grade and hydrogel/responsive grades are treated as separate research-material  
classes. Portfolio membership does not establish a shared biological response or clinical indication.

 Record exact formulation and controlled document.
 Separate geometry and mechanics from biological performance.
 Keep research-grade visible in every application map.

Figure 1. WP-20 evidence gates from controlled material description to final acceptance.

2. Biological-study record
A claim record identifies specimen geometry,  printing and post-cure,  cleaning, sterilisation,  extraction or  direct  contact, 
endpoint, cell line or biological model, controls, laboratory report and limitation.

 Do not infer viability, proliferation or differentiation.
 Check adsorption, leachables and autofluorescence.
 Assess whether the material changes assay readout or device function.
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3. Translation boundary
Tissue-engineering,  organ-on-chip and regenerative-medicine descriptions are research implementation candidates.  ISO 
13485 is a quality-management-system standard and does not test scaffold biological performance. Finished-device claims 
require a separate legal and evidence pathway.

4. Minimum controlled evidence before release

Control field Required record Release interpretation

Material Exact formulation and processed specimen Catalogue description only until evidence is 
linked

Study Geometry, sterilisation and biological model Control process variables and change 
triggers

Endpoints Viability, function, adsorption and 
leachables

Report method, result, uncertainty and 
limits

Translation Risk, manufacturing, biology and conformity Apply final acceptance and responsibility 
boundary

Figure 2. WP-20 separates catalogue positioning, measured evidence and final application decisions.

KEY INSIGHT
Precise product or application language is retained only when the exact formulation, 
method, processed specimen and controlled evidence can be traced.

5. Limitations
 Research-grade does not mean implantable, therapeutic or clinically validated.
 Biological results are test-system and processing-specific.
 Mechanical rigidity does not establish biological suitability.
 A Bio designation is not a biological endpoint.
 Translation requires finished-device evidence and legal-manufacturer control.
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6. Conclusions
 The portfolio is presented as research-grade materials for controlled geometry studies.
 Biological evidence is identified by exact formulation, processing, endpoint, cell system and report.
 The products are not pre-validated implants, therapies or finished medical devices.
 This corrected candidate remains local and on HOLD until series-wide scientific, metadata and visual release checks are 

complete.

Revision note
Version 5.3 removes categorical scaffold biocompatibility and clinical implications, adds exact test- and cell-system evidence 
requirements, keeps research-grade boundaries visible and updates ISO 10993-1 to 2025.
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