> FULFILLED, GO ON ‘ NOT FULFILLED, RE-THINK

CLINICAL NEED COMMERCIAL VIABILITY FEASIBILITY & IPR

|. Biomarker discovery

TRL-I Basic principles observed NOT AN IVD

-APPLICABLE

BIOMARKER

2. Biomarker verification and
preliminary scientific
validity studies

TRL-2 Proof of Principle studies

3. Develolament of a specific
biomarker assay (prototype)

TRL-3 Proof of Concept assay established
RE-DESIGN

DECISION ON PATENTING WHERE FEASIBLE

4. Clinical performance of the
prototype in laboratory settings

TRL-4 Proof of Concept studies with prototype assay

VvV

|. Have you performed with satisfactory outcome refinement of
5. Pre-industrial maturation Phase biological characterization of the biomarker(s)?

2. Have you updated clinical performance indicators along new specimen

cohorts!? |. Have you prepared a preliminary product plan and a plan for establishing
FURTHER MATURATION e |. Have you selected your commercialization business model - start-up or 0 industrial beta-prototype!?

3. Do you have further clinical evidence accumulated by collaboration licensing/ full assignment?

WHERE FEASIBLE with clinicians / industry?

TRL-5 Configuration to industrial application 4. Have you gathered further knowledge (e.g. link to condition, variation
(beta prototype) in sub-populations, cross-reactions)?

2. Have you investigated regulatory process from the commercial
perspective and especially manufacturer obligations?

TRL-6 Technology demonstraded in relevant environment 5. Have you estimated the clinical and technological suitability of the
potential biomarker to your platform?

SELECTION OF BUSINESS MODEL & INITIATION OF TECHNOLOGY TRANSFER

6. Industrial assay development

TECHNICAL & COMMERCIAL DEVELOPMENT REGULATORY APPROVALS

|. Have you finalized the business plan? | .What are the most important milestones and risk to plan?

2. Have you estimated resources: staffing and budget? 2. Have you contacted your notified body?

TRL-7 Clinical validation of IVD assay

DEVELOPMENT PHASE

7. Commercial launch and clinical

implementation
|. Have you finalized your marketing plan? |. Have you registered to EUDAMED database!?

2. Have you set up new or your existing distribution channels? 2. Have you applied for CE-mark?
3. Have you prepared your post-market surveillance plan?
TRL-8 Commercial launch of IVD assay
TRL-9 Post launch monitoring of IVD assay

MARKET LAUNCH & POST-MARKET SURVEILLANCE




