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neurological rehabilitation and neuromotor monitoring (IMU, surface and high-density EMG, portable EEG, 
instrumented force/posture sensors, wearable actuators), including foreign players active in the Italian market. 
53 companies mapped (31 Italian-market core + 22 international benchmark). Excludes general-purpose 
consumer wearables and fitness devices without explicit clinical intent. 
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Reading note: scope and definitions 
All figures refer to the 53 firms mapped for this study, not to the entire EU neurorehabilitation 
market. “Sector” = the 53 mapped firms; “Italian market” (occasionally “district”) = the 31 Italy-
based or Italy-active firms; “profitable core” = the positive-EBITDA SMEs within it; “international 
benchmark” = the 22 comparator firms. EBITDA values are estimates from balance-sheet 
analysis on the 22 firms that disclose financials (13 Italian, 9 international). Investment and 
margin-impact figures are indicative scenarios, not forecasts, and must not be read additively. A 
fuller methodological note appears at the end. 
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C  H  A  P  T  E  R     O  N  E 

The sector today: real technology, a compressed 
compliance window 

A genuine technology base, built on academic origins and clinical integration. But 
behind the aggregate picture lies a twofold pressure — a dual regulatory deadline 
and hardware commoditisation — that every manager should recognise. 
 

53 companies mapped  ·  Italian market in a European context  —  and a 
2 August 2028 high-risk-AI deadline 

Real technology base 
53 companies mapped: 31 in the Italian market — 
mostly SMEs and university spin-offs (10–50 
employees), founded 2005–2018, with proprietary 
IMU, sEMG/HD-EMG and EEG know-how — plus 
22 international players as benchmark. 

The decisive question 
Not how the sector is doing, but how exposed 
your company is to the 2 August 2028 high-risk-
AI deadline and the parallel MDR obligations — 
and whether your roadmap clears them in time. 

Twofold pressure 
Dual regulatory compliance and hardware 
commoditisation act simultaneously, not in 
sequence: cost rises while the sensor layer loses 
its price premium. 

Narrow window 
Notified Body assessment typically runs 12–18 
months; assuming 18 months as a prudential 
scenario, the combined gap audit must start by 
end-2026 to clear 2 August 2028. 

 

The Italian neurorehabilitation sensors & wearables sector designs and commercialises 
wearable sensing, embedded actuation and clinician-facing software for neurological 
rehabilitation and neuromotor monitoring. Core technologies span inertial units, surface and 
high-density EMG, portable EEG, instrumented force and posture sensors, and wearable 
actuators with sensory feedback. Offerings range from CE-marked in-clinic devices for gait and 
hand rehabilitation to domiciliary monitoring platforms and analytics for treatment planning. 
The analysis maps 53 companies in total: 31 in the Italian market — predominantly Italian firms, 
with foreign players such as PLUX (Portugal) and Dynamic Metrics/GaitSmart (UK) that are 
active in it — concentrated in the Northern-Italy hubs (Milan, Bergamo/Dalmine, Turin, Genoa), 
plus a further 22 international companies that form the competitive benchmark for the Italian 
sector within the European context. The strategic question for each company is not the size of 
the sector, but its own position in the transition under way. 
Typical profile: SME or spin-off, 10–50 employees. The ~€10M revenue mark separates self-sustaining firms from grant-
dependent ones; mature players export 40–70% of revenue (Germany, US, Middle East). 

The twofold pressure: dual compliance and hardware commoditisation 

The most relevant structural fact is the simultaneous convergence of a binding regulatory 
deadline and commoditisation of the sensor layer. The EU Medical Device Regulation and the 
EU AI Act apply concurrently to systems embedding adaptive or decision-support algorithms. 
The AI Act’s high-risk regime phases in by 2 December 2027 for Annex III systems and, after the 
AI Omnibus package, by 2 August 2028 for Annex I high-risk AI embedded in medical devices 
— the binding date for this sector — while the MDR keeps its own transition and legacy-
certificate timelines. For an SME from limited quality-system maturity, combined remediation 
and certification are an order of magnitude of €300K–€600K over 24 months (varying with 
device class and Notified Body), against an assessment lead time of, typically, 12–18 months. 
Meanwhile lower-cost international suppliers are maturing CE certifications and eroding the 
price premium of sensor-centric propositions. 

Market structure compounds the pressure. The absence of an established public 
reimbursement route for domiciliary wearables limits the domestic institutional market to 
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research purchases and pilots. Access to the PNRR tele-rehabilitation channel — the primary 
near-term institutional revenue pathway — requires certified HL7 FHIR interoperability, a 6–12 
month development and certification effort. For any firm below the ~€10M threshold, export 
and private-pay channels are therefore not optional growth levers but structural necessities. 

____________________ 
 
“The question is not whether the sector will change, but in which half of the 
transition my company will find itself — and with what speed of decision.” 
___________________________________________ 
 

The patent paradox: real competence, absent protection 

A patent analysis on the sector perimeter reveals an active vulnerability. Within the scoped 570-
family landscape (neurorehabilitation sensors and the e-health AI stack — a thematic sub-
corpus, not any firm’s global portfolio), the district (the 31 Italian-market firms) holds just 5 
patents across 2 assignees — roughly 0.9% — concentrated in wound-care biosensing and dated 
to 2013 or earlier, covering none of the six technology vectors (IMU, HD-sEMG, low-power 
electronics, on-device AI, FHIR interoperability, post-market AI monitoring) that the sector now 
requires. The Ottobock corporate family accounts for around 59% of filings in this scoped 
landscape (≈336 families). Much of the local innovation thus remains embedded in process 
know-how and clinical relationships rather than formalised as proprietary IP, with 
consequences for negotiating leverage, M&A valuation and freedom-to-operate — and, 
conversely, a genuine first-mover opening in the software, data and interoperability domains 
that incumbents have not yet claimed. 

 

In summary 
The sector has a genuine technology base and vertically specialised clinical competence. Three 
structural fragilities — a binding dual-compliance horizon, a near-absent IP position in the 
scoped corpus, and a translational gap in clinical evidence and interoperability — cannot be 
addressed sequentially: they require an integrated programme launched in parallel. The 
binding constraint is commercialisation and compliance, not engineering: speed and coherence 
of execution — not depth of technical competence — is the differentiating variable of the next 
18 months. 

 

Self-assessment questions 

1 Does any product in your portfolio embed analytics that support clinical decisions or adapt 
therapy? In most such cases (diagnosis or therapy planning) it will be classified as high-risk 
AI under the AI Act — has a combined MDR + AI Act gap audit been formally launched? 

2 Have you reached certified HL7 FHIR interoperability? Without it, the PNRR tele-
rehabilitation and ASL procurement channels remain closed regardless of product quality. 

3 What share of your revenue still rests on one-off hardware sales, with no recurring software 
or reimbursement-backed layer? A high share is direct commoditisation exposure — the 
margin gap behind the sector’s bimodal profitability. 
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C  H  A  P  T  E  R     T  W  O 

The sector’s leaders and the gaps to close 

The top performers reveal a replicable model: the data and service layer, not the 
sensor alone, drives margin. Four structural gaps hold back the rest of the sector. 
Understanding both is the first step to act. 
 

The competitive landscape comprises 53 mapped companies — 31 in the Italian market (Italian 
firms plus foreign players active in it) and 22 international players used as benchmark. 
Profitability is deeply bimodal, and the average misleads: the international cohort’s reported 
mean (around −110%) is an artefact of a few capital-intensive robotics and exoskeleton ventures 
recording extreme losses (notably MyndTec and Lifeward), not typical performance. The 
structural reality is read through the median — 4.5% internationally against 22.3% across the 
Italian core. We define the ‘profitable core’ as the ten positive-EBITDA Italian SMEs; its top 
performers (QuicklyPro 53.6%, MediaClinics 42.5%, VIKTOR 34.4%) sustain 34–54%. They share 
one trait — narrow clinical specialisation plus a platform and service layer, at low capital intensity 
— while the losses concentrate among hardware-heavy robotics OEMs. Across the companies 
analysed, the strongest differentiator between the highest-performing firms and the rest is not 
technological capability alone, but commercialisation structure and reimbursement access. 

 
Mean EBITDA margin among top performers (Italian market and international benchmark). The leading Italian niche-
platform firms outperform even the largest international incumbent on a percentage basis — confirming the SME 
platform model as genuinely competitive, not a small-scale approximation. 

 

Eight of the top ten are Italian companies 
Eight of the ten most profitable firms are Italian. The Italian median (22.3%, on 13 of 31 disclosing) 
far exceeds the international median (4.5%, on 9 of 22) — yet the advantage is real and fragile at 
once: it reflects operational focus and low globalisation cost, not scale or reimbursement 
strength. Ottobock (26%), Bitbrain (20%) and Delsys (11%) earn their margin across far larger 
revenue and headcount bases, with the reimbursement and service infrastructure the Italian 
core still lacks. Focus is profitable today; scale and reimbursement are what make it durable. 

 

Three drivers of durable margin 

Platform & recurring revenue 
From device sale to device-plus-platform: 
dashboards, clinician workflows, predictive 

Validated clinical interpretation 
Moving from sensor measurement to auditable 
algorithmic outputs supports premium pricing 



 

Neurorehabilitation — Sensors & Wearables  |  Strategic Report  |  NSBproject Srl 6 

monitoring and device-as-a-service convert the 
data layer into recurring, higher-margin revenue, 
stabilising income even as the domestic 
institutional channel remains constrained. 

and reimbursement-grade differentiation 
against low-cost hardware. 

Reimbursement positioning 
Clinical evidence and health-economic data 
underpin payer access and multi-year 
institutional contracts — the most reliable 
margin floor as first-fit volumes shift. 

 

The replicable lever is not the scale of the leaders, but their method: monetising the data layer 
and converting clinical know-how — today often retained as trade secret — into validated, 
auditable, reimbursable assets. Tellingly, none of the top-EBITDA firms derive their margin from 
patent exclusivity; their moat is clinical validation, customer relationships and regulatory 
positioning, highlighting that hardware IP alone is not the primary source of competitive 
advantage in this segment. As the dual-compliance regime operationalises, robust quality 
systems and algorithm auditability themselves take on a quasi-IP role — a temporary 
regulatory-compliance moat that early movers can exploit, while late movers will likely face 
higher marginal costs and limited room for differentiation. 

The four structural gaps: where the sector loses value 

Patent position near-absent 
5 patents across 2 assignees (~0.9% of a 570-
family corpus), none covering the sector’s critical 
vectors; OttoBock holds ~59%. Low leverage in 
M&A and freedom-to-operate. 

Clinical-evidence deficit 
District papers average 14.6 citations vs 30.3 
internationally; only 6% exceed 50 citations. 
Multicentre, HTA-grade evidence — the gate to 
reimbursement — is scarce. 

Misaligned, declining research 
Output is weighted to sensor engineering and is 
contracting (sector publications –57% from the 
2022 peak); EEG/BCI, RWE and interoperability 
remain under-represented. 

Scale & reimbursement exclusion 
Most firms sit below ~€10M, lacking regulatory 
teams, trial budgets and FHIR connectors. No 
SSN reimbursement route confines them to 
private-pay and research niches. 

 

Where the sector outperforms 
Vertical specialisation by clinical indication — gait, hand recovery, neuromotor monitoring, 
cognitive neurofeedback — plus deep signal-acquisition competence and dense academic-
clinical proximity, generate higher perceived clinical value than generalist sensor vendors. These 
are real structural advantages, defensible over time only with investment in validated 
interpretation, clinical evidence and interoperability. 

 

The under-used EU lever 
The district contributes 21% of sector EU project count but intercepts only 12% of funding 
(€8.42M of €70.5M), at ~€148K per project versus ~€287K for international players — a near-
twofold intensity gap. The main constraint is consortium-management capacity and 
coordinator-level roles, not technological readiness. Co-financing can cover 40–70% of eligible 
R&D cost, depending on the scheme and beneficiary category. 
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C  H  A  P  T  E  R     T  H  R  E  E 

Technology & regulatory trends: where value is 
shifting 

Technological gravity is shifting from sensor hardware to algorithmic interpretation, 
regulatory validation and interoperable data. The bibliometric signal is 
unambiguous, and — on NSBproject’s assessment — the practical first-mover 
window (the period before AI validation and interoperability become baseline 
qualification requirements in tenders and at Notified Bodies) is in the order of 12–24 
months. 
 

The sector’s bibliometric analysis (reference date 24 June 2026) identifies ten emerging topics 
with widely differing growth rates. The dominant shift is a migration from sensor-hardware 
research toward AI governance, algorithm validation and system integration. The difference in 
speed defines the urgency of investment: those who move today on the fastest-growing topics 
build positioning before it becomes an OEM, Notified Body or HTA qualification requirement; 
those who wait pay a growing premium to catch up — not because the technology is impossible 
to replicate, but because validation benchmarks and production references consolidate before 
the window closes. 

The map of priority trends 

Topic Growth Relevance 

AI regulatory compliance +46.9% Highest growth in the dataset — MDR + AI Act 
rollout makes compliance a primary research 
priority 

AI-driven therapeutic protocols +39.1% Closing the loop from signal to adaptive 
therapy — early IP and evidence 
disproportionately valuable 

AI Act compliance +37.1% Defines classification pathways that set 
development timelines and market access 

AI in clinical decision +33.9% Auditable decision-support outputs — the 
competitive frontier beyond hardware fidelity 

Dual regulatory frameworks +33.2% Concurrent MDR + AI Act handling as an 
integrated, not sequential, programme 

AI algorithm validation +32.8% Largest absolute volume — approaching 
standardisation; first movers shape the 
benchmarks 

High-risk AI classification +31.9% Most analytics-embedded devices fall here, 
triggering the most demanding compliance 
track 

Digital health integration +30.7% FHIR-based EHR integration — the 
operationalisation layer for clinical deployment 

Real-time data personalization +28.3% Adaptive engines that counter hardware 
commoditisation — contingent on validated 
algorithms 

Multi-modal sensor integration +27.7% Sensor fusion as differentiation — the delivery 
mechanism for primary AI capabilities 
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____________________ 
 
“Those who hold validated AI interpretation and interoperability today build 
positioning before it becomes a qualification requirement. Afterwards, catching up 
costs far more.” 
___________________________________________ 

 

The shift in five points 

AI regulatory compliance · +46.9%. The highest growth rate in the dataset, from a still-limited 
base: regulatory alignment is now a primary research priority, not a compliance afterthought. 
First movers gain preferred-supplier status; laggards risk qualification exclusion regardless of 
product quality. 

AI algorithm validation · +32.8%. The largest absolute research volume, signalling proximity to 
standardisation. Engaging multi-centre validation consortia now — before competitors set the 
benchmarks — turns the client’s methodology into a reference standard rather than a lagging 
obligation. 

AI-driven therapeutic protocols · +39.1%. Second-highest growth with the lowest volume — a 
topic at very early commercial emergence, where early IP and clinical evidence will be 
disproportionately valuable as the field matures. 

High-risk AI classification · +31.9%. In most cases, analytics-embedded devices used for 
diagnosis or therapy planning will be classified as high-risk under the AI Act — the most 
demanding pathway — with direct consequences for development timelines and certification 
scope. 

Digital health integration & multi-modal fusion · +30.7% / +27.7%. Not peripheral: FHIR 
interoperability and sensor fusion are the operationalisation layer through which AI capabilities 
reach clinical deployment and scale. 

 

Methodological note on growth rates 
Rates are the relative annual growth per topic (CAGR of annual publication counts indexed in 
Scopus, 2020–2025); the composite Score integrates growth and median volume to weight 
momentum and maturity. Absolute volumes vary widely, so the highest percentages typically 
reflect a small base — they signal direction and momentum more than scale, and the most 
recent year may carry indexing lag. They indicate research acceleration, not forecasts of 
industrial adoption, which depends on regulatory, reimbursement and demand factors that 
vary by segment. 
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Relative annual growth in research by topic. All ten leading topics are classified as emerging — a structural transition 
phase, not an incremental cycle. 

 

First-mover window: 12–24 months 
Regulatory-compliance, AI-validation and therapeutic-protocol topics grow at roughly twice the 
rate of mature themes. Those who position today gain a structural advantage before these 
become standard Notified Body and HTA qualification requirements: +46.9% AI regulatory 
compliance, +39.1% AI-driven therapeutic protocols, +32.8% AI algorithm validation. 
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C  H  A  P  T  E  R     F  O  U  R 

Patent white spaces 

Within the scoped thematic perimeter analysed, the district holds 5 patents against 
a corpus of 570 families — within which Ottobock alone holds ~59%. At least five 
priority white spaces remain open, and as many types of partner can help close 
them. 
 

The patent analysis on the sector perimeter shows just 5 titles registered to district assignees, 
concentrated in wound-care biosensing and inactive since 2013. Within this scoped 570-family 
landscape (neurorehabilitation sensors and the e-health AI stack, not a global portfolio) the 
Ottobock corporate family holds around 336 families (~59%) in mechanical wearable design, 
with filing peaking in 2017–2020 and consolidating since. The consequence is an active 
vulnerability across three dimensions: competitive lock-out as incumbents saturate the 
mechanical claim space, valuation discount in M&A absent IP assets, and qualification risk as 
Notified Bodies and OEMs increasingly require IP-backed and auditable technology 
commitments. Critically, mechanical-hardware filings are saturated; inventive activity is shifting 
to software, data and compliance-adjacent IP — precisely the white space the district can still 
claim. Tellingly, the sector’s most profitable firms hold virtually no patents: competitive 
advantage appears to be built primarily on clinical evidence, service and distribution rather than 
hardware IP, making the under-claimed software and data layer the genuine first-mover 
opening. We estimate a 6–12-month window in which district firms can still file foundational 
patents on auditability, FHIR methods and post-market monitoring before larger incumbents 
saturate these areas. 

Five white spaces where the sector can build its own IP 

01 

Algorithm auditability & explainability 
Lifecycle management, explainability and audit trails for AI-driven interpretation — directly 
required for AI Act compliance and absent from the corpus. Top priority: file within 0–12 
months. 

 

02 

FHIR interoperability & data standards 
Standardised, FHIR-compliant data exchange for multi-vendor longitudinal datasets and 
EHR integration — a precondition for institutional adoption and PNRR procurement. 
Window: 6–12 months. 

 

03 
Post-market real-world evidence capture 
Methods tying continuous real-world data to algorithm performance — required under MDR 
PMCF and AI Act post-market monitoring, with no identifiable patent cluster today. 

 

04 
Energy-efficient miniaturisation & sensor fusion 
Low-power sensor fusion for prolonged home use, under-represented relative to clinical-
setting hardware — demand driven by the growth of domiciliary monitoring. 

 

05 
Health-economic measurement systems 
Designs linking device outputs to reimbursable clinical outcomes — addressing the payer-
access barrier that is the primary commercial bottleneck in institutional neurorehabilitation. 

 



 

Neurorehabilitation — Sensors & Wearables  |  Strategic Report  |  NSBproject Srl 11 

C  H  A  P  T  E  R     F  I  V  E 

Strategic choices: priorities and quantified impact 

Three investment directions emerge clearly, plus enabling levers. The EBITDA 
impacts are scenario orders of magnitude based on sector benchmarks, not 
deterministic forecasts. Together, they reposition the company on the validated-
platform supply chain by 2028. 
 

First priority: dual MDR + AI Act readiness 

It is the gating item for all institutional market access and the action with the greatest time-
criticality. A combined gap audit, ISO 23894-aligned AI risk management and an expanded QMS 
(audit trails, PMCF) carry an estimated €300K–€600K over 24 months. The EBITDA effect is 
protective — of the order of +3–6 percentage points over three years — as compliance unlocks 
procurement and tenders closed to non-compliant vendors. With Notified Body assessment 
typically 12–18 months (18 months as a prudential scenario), the gap audit must be initiated by 
Q4 2026; engaging a Notified Body for pre-submission dialogue and appointing a dual-
compliance owner are the first moves. 

Second priority: validated clinical interpretation platform 

It is the largest margin-creation lever and the principal differentiator against low-cost hardware. 
Building an MLOps-ready interpretation pipeline with explainability and multicentre validation 
is estimated at €150K–€300K over 12–18 months, with a potential uplift of +8–15 percentage 
points of EBITDA — the observed gap between platform-integrated performers (42–54%) and 
sensor-only peers (7–12%). It enables recurring software-layer revenue and turns sensor output 
into reimbursement-grade clinical metrics; internal build is the preferred path for this 
proprietary asset, complemented by IRCCS partnerships for validation. 

Third priority: FHIR interoperability and the RWD / PMCF engine 

It is the highest-efficiency investment and a non-negotiable procurement gate. A certified HL7 
FHIR connector is estimated at €80K–€150K over 6–12 months, adding +4–8 percentage points 
on platform contracts by unlocking PNRR tele-rehabilitation and ASL channels, and cutting per-
site integration from months to weeks once it is a reusable certified module. It also feeds the 
real-world-data pipeline that satisfies MDR post-market surveillance and AI Act monitoring — 
accelerating commercial and validation timelines at once. 

Enabling levers: selective IP, EU funds and export 

A focused IP programme — 5–10 high-precision filings in auditability, FHIR methods and post-
market monitoring — turns regulatory requirements into proprietary assets at €30K–€80K over 
18 months, with M&A and licensing upside. In parallel, Horizon Europe, EIC Transition and PNRR 
Missione 6 can cover 40–70% of eligible R&D cost, while distributor partnerships in Germany, the 
US and the Middle East push revenue toward the 60–75% export share scale-stage firms require. 

Decision roadmap: expected impact and ROI horizon 

Initiative Indicative 
investment 

EBITDA impact 
(scenario) 

ROI horizon 

Dual MDR + AI Act readiness €300K–€600K / 24 
mo 

+3–6 p.p. (protective) Initiate Q4 2026 

Clinical interpretation 
platform 

€150K–€300K / 12–18 
mo 

+8–15 p.p. 18–24 months 

FHIR interoperability 
connector 

€80K–€150K / 6–12 
mo 

+4–8 p.p. on platform 6–12 months 

RWD & PMCF / clinical 
evidence 

€200K–€400K / 
consortium 

+5–10 p.p. on HTA 
lines 

18–36 months 
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Initiative Indicative 
investment 

EBITDA impact 
(scenario) 

ROI horizon 

Selective IP (5–10 filings) €30K–€80K / 18 mo +2–5 p.p. + M&A 
upside 

24–48 months 

International channel 
development 

€100K–€250K / year +3–7 p.p. revenue 
CAGR 

12–24 months 

Impact figures are illustrative scenarios relative to the company’s current base, drawn from NSBproject benchmarks 
and structural reasoning — not deterministic forecasts or official benchmarks. Actual investment varies significantly 
with device class, portfolio breadth and Notified Body choice. The figures must not be read additively, and should be 
validated against firm-specific data before capital allocation. 

 

The European co-financing lever 
Horizon Europe (Health Cluster), EIC Transition, IPCEI and PNRR Missione 6 can cover 40–70% of 
net eligible cost, depending on the scheme and beneficiary category. Today the district 
intercepts only ~12% of the €70.5M mapped, at half the per-project intensity of international 
players: the binding constraint is consortium-management capacity, not technological 
readiness. Micromed and Ab.Acus, with strong EU track records, are natural consortium 
anchors. Begin building a coordinator-led district consortium on a theme that links current 
strengths (sensing, signal processing) to AI-validation and interoperability requirements, 
targeting a first submission in H1 2027. 
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C  H  A  P  T  E  R     S  I  X 

The risks of inaction 

Doing nothing is a strategic choice, with quantifiable consequences. The no-
intervention scenario shows a structural erosion of positioning that becomes 
irreversible after end-2026. 
 

In the absence of systemic intervention, the base scenario projects a progressive erosion of the 
company’s positioning. The structural cause is the absence of dual-compliance readiness, a 
validated interpretation layer and an IP position: without these, competition is increasingly 
played on price — the least favourable ground for under-scaled European suppliers facing 
structurally higher cost bases. 

Regulatory exclusion by August 2028 

Failure to initiate the combined gap audit before end-2026 means Notified Body assessment is 
unlikely to complete before 2 August 2028 — the binding date for Annex I high-risk AI in medical 
devices — exposing AI-embedded lines to market-access disruption. For a typical SME near the 
€10M threshold this puts 30–60% of product-line revenue at structural risk, while post-deadline 
remediation escalates costs by an estimated 40–60% — above €600K–€900K versus the €300K–
€600K baseline. It is the single highest-consequence, time-locked risk in the picture. 

Commoditisation, procurement exclusion and lost autonomy 

Without a validated interpretation layer, sensor-only products lose their price premium to 
maturing low-cost entrants — a gross-margin compression of the order of 15–25 percentage 
points in NSBproject benchmark cases (sensor-only versus platform-integrated firms), which 
firms below the critical threshold cannot absorb. In Italy institutional neurorehabilitation is 
funded while home-use wearables remain largely private-pay pending nomenclature inclusion: 
absent certified FHIR interoperability and HTA-grade evidence, public procurement and PNRR 
channels stay closed, capping the publicly funded channel regardless of clinical performance 
and confining the company to niches insufficient for autonomous scale. Under-capitalised firms 
then become prime acquisition targets for international consolidators closing the ‘measure-to-
interpret’ loop — often at a material valuation discount versus compliant, platform-integrated 
peers — in some benchmark cases approaching 30–50%. There is no single point of no return, 
but deferring beyond end-2026 sharply raises the risk of remaining outside the highest-value 
channels. 

The five operational decisions: what to do by end-2026 

For those who want to act, the analysis identifies five decisions that can be launched now. They 
are a minimum, strongly recommended set underpinning every subsequent roadmap, and 
require above all decision-making bandwidth rather than large capital. 

01 

Appoint a dual-compliance owner and launch the gap audit 
A single accountable owner, a combined MDR + AI Act gap audit, AI risk classification and a 
Notified Body pre-submission dialogue by Q4 2026, with QMS expanded to algorithm 
change control, traceability and clinical evaluation. 

 

02 

Define the FHIR scope and build the connector MVP 
Target regional platforms and FSE requirements, design FHIR profiles (Observation, Device, 
DeviceMetric, CarePlan) and build a conformance-tested MVP — the procurement gate for 
PNRR tele-rehabilitation. 

 

03 Establish RWD governance and the PMCF pilot 
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Appoint DPO, clinical lead and data steward; deploy an ingestion-pseudonymisation-storage 
pipeline and activate 1–2 IRCCS pilot sites feeding both MDR post-market surveillance and AI 
Act monitoring. 

 

04 

Define AI interpretation endpoints and run retrospective validation 
Select 3–5 clinician-actionable metrics (gait symmetry, step variability, upper-limb dexterity), 
build an MLOps pipeline with explainability, and validate retrospectively before shadow-
mode deployment. 

 

05 

Form the EU consortium and IRCCS alliance 
Secure a coordinator (not just participant) role in a Horizon Europe or PNRR consortium with 
research-active partners, co-financing clinical validation, interoperability and auditability 
infrastructure. 

 

Sector objective 2027–2028 
Combined gap audit initiated and Notified Body engaged; a certified FHIR connector deployed 
at first sites; a validated interpretation module entering multicentre validation with an interim 
PMCF evidence pack; first priority IP filings on auditability and FHIR methods; at least one EU 
co-financed project on validation or interoperability; and an export share on a trajectory toward 
60–75%. An ambitious but achievable scenario with coordinated action and European co-
financing — these are not guaranteed forecasts. 
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C  O  N  C  L  U  S  I  O  N 

Not a technology problem, a positioning choice 

The neurorehabilitation sensors & wearables sector does not face a technology 
problem, but a positioning choice. The base is there and holds. 
 

For this sector the principal constraint is not technological but one of commercialisation and 
compliance. The technology base exists and holds — sensor precision, wearable design and 
algorithmic motion analysis are genuine strengths, and the Italian core is demonstrably 
profitable. The leaders — the focused niche-platform performers first among them — show the 
way: clinical specialisation and recurring revenue that become margin. The favourable trends 
are identified and still within the first-mover window; the partners are accessible; European co-
financing is available and largely under-used. What is missing is not engineering competence, 
but the speed and coherence of the response. 

“The decisive question is not whether the sector will consolidate, but whether your 
own company takes part in the transition on the side of those who lead, or those 
who are displaced.” 

The useful window to choose is 12–18 months. The 2 August 2028 deadline for Annex I high-risk 
AI in medical devices acts as a structural sorting mechanism, and Notified Body cycles run 12–18 
months; incremental adaptation is insufficient. An integrated programme is needed that 
addresses, in parallel, regulatory readiness, the validated interpretation platform, 
interoperability and clinical evidence, IP strategy and access to funds. Firms that initiate 
coordinated action in 2026 will enter 2028 with compliant platforms, established 
reimbursement pathways and validated international channels; those that defer will face the 
combined cost of retroactive compliance, lost procurement cycles and competitive 
displacement. 

What the sector already has 

▪ A genuine technology base: 53 companies mapped — 31 in the Italian market plus 22 
international benchmarks — with vertically specialised clinical competence and dense 
academic-clinical proximity in the Northern-Italy hubs. 

▪ Reference leaders that show the way: focused niche-platform SMEs at 34–54% EBITDA — 
clinical specialisation that becomes margin — and a research-driven international model 
(Ottobock) that converts evidence into reimbursement leverage. 

▪ An applied-research and academic network — Sant’Anna, Don Carlo Gnocchi, Padua, 
Milan, Genoa, Politecnico di Milano — on which to build competitive Horizon Europe and 
PNRR consortia. 

▪ Accessible technology and regulatory partners: OT Bioelettronica, Ab.Acus, Wearable 
Robotics, PLUX and Micromed together cover the roadmap’s four critical tracks. 

▪ European co-financing available at 40–70% of net cost on priority investments, today 
captured at only ~12% of the mapped funding. 
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Preparation, contacts and sources 

PREPARATION 

NSBproject Srl 
Edition 24 June 2026 

CONTACTS 
info@nsbproject.com 
www.nsbproject.com 
LinkedIn: nsbproject.srl 

 

Sources and methodological note 

All quantitative data, impact estimates and company references are drawn from internal studies and 
official databases — CORDIS, Espacenet, Scopus, Orbis, public financial statements — collected and 
structured by the C-Tech Navigator® platform. EBITDA figures, patent counts, EU-funding totals and 
publication statistics derive from company filings and database records; cost ranges, development 
timelines and growth orientations are NSBproject working assumptions based on sector benchmarks and 
regulatory guidance, not audited forecasts. The EBITDA impacts and time ranges represent reference 
scenarios and orders of magnitude. The conclusions and strategic recommendations are the result of 
NSBproject’s processing and expertise. 

Analysis corpus: 53 companies mapped — 31 in the Italian market (Italian firms plus foreign players active 
in it) and 22 international players used as benchmark; 570 patent families across 73 assignees (filing 
concentration 2017–2020); 269 EU projects worth €70.5M and 231 scientific publications (2020–2025). 
Patent landscape on Espacenet for technology codes adjacent to neurorehabilitation sensors and the e-
health/AI stack; bibliometrics on Scopus; EU projects from CORDIS. Percentages on EU funds refer to the 
mapped sample. Regulatory deadlines reflect the EU MDR and EU AI Act (operational concentration 
August 2028). Top sector firms by EBITDA: QuicklyPro, MediaClinics, VIKTOR, Morecognition, HumanWare, 
Ottobock, OT Bioelettronica, Brain-Signs, Bitbrain, Ab.Acus. 


