Solution Name:

Overall
Description

Clinical

IVD Innovation Cycle Checklist

[] Not Done [#] Partial [1] Completed

Business

Date:

Regulatory

Technology

Insightts intg g [] Unmet need statement | [] gjggﬁ Osncreenlng & Regulatory
unmet needs an .
b N available ] EAZ?:stee ;tza;ﬁon | Existing solutions O familiarization [ State-of-the-Art Summary
solutions characterized
. i [] Competitive landscape Core components of
] Etn\{lsmnetd benefit [ Envisioned Value O kit/reagents identified
Potential solution statemen . Proposition o Hypothesis and
to unmet need 0 Feedback from 5+ clinical ... |[] Comparables identified experimental design
, stakeholders [[] Key stakeholders identified ) , .
2. ldea described, Mark ] Medical device Idea screening and
evaluated, and Identify appropriate ] Mer et map & determination ] :
] segmentation selection
selected target(s) to be detected : [ Institutional IP disclosure
] Workflow scenario [] Reimbursement
familiarization [] Paper prototype
Design control system .
Business protection model O in place O Eemonstratlon resultst
. . - Co ey assay components
Key component | [] Feedback from clinical [ Sr(]);?;ggr:igz;esglutlons ;rfﬂgnary indications | [] identified
3. Proofof | concepts stakeholders in 5+ settings - - Key hardware/device
' LI Preliminary Path-to- Preliminary regulatory | []
Concept | validated in [] Target outcomes ] Payment plan ] classification component PoC prototypes
(PoC) models and value | — Updated need statement Preliminary value Preliminary regulatory | [] Fréliminary Freedom to
proposition tested | — and workflow scenario nary ] yreg Y Operate (FTO) Assessment
proposition pathway(LDT or device) T
s I . Updated institutional IP
takeholder map Preliminary risk and [
L hazard analysis disclosure
[ Essential experiment
. : results
[L] Business advisory board N Draft essential Intellectual propert
[] Development plan requirements checklist | [] assessmen’? perty
Feasibility of [ Feedback users in 20+ Feedback from 5+ [] Draft instructions for [ Key in-sourcing plans
4 Proofof | Whole solution settings economic buyers use 5 yl . 5 gI\/T
Feasibility gqeongg{;sg,?éeﬂ in ] Updated need and [[] Key relationships identified [] Draft product claims ] MI:nllrJT‘;ncatlzinng\ﬁgdPlan
(PoF) feedback from workflow descriptions [] Preliminary business model n Institutional approval [ Provisional IP filing
st ] Updated target outcomes O Preliminary supply chain request(s) User/Product requirement
strategy Submission pathway ]
L] defined document (URD/PRD)
[] Secure Access to Core IP . “Works Like” and “Looks
Like” prototypes
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