
neotivCare
Intended to enable an assessment of cognitive performance to detect and monitor cognitive impairment in adults, especially in 60-

to 80-year-olds.

Supplier Commentary: neotivCare is a CE-certified MDR class IIa software as medical device for the remote and unsupervised assessment of cognitive 
performance, designed to support the detection and monitoring of MCI-level cognitive impairment in clinical and research settings. The assessment is based 
on repeated episodic memory testing in the home environment over a fixed cycle of 6–12 weeks using three visual, non-verbal tasks (MDT-OS, ORR, CSR), 
each targeting distinct components of episodic memory. The Remote Digital Memory Composite (RDMC) integrates performance across repeated valid 
sessions to reduce intra-individual variability and increase measurement robustness.

Clinical validation of the RDMC is based on Berron et al. (2024, npj Digital Medicine), using well-characterized cohorts from Germany and the US that were 
enriched for persons with memory complaints seeking clinical advice (DELCODE, DZNE Memory Clinic, WRAP/ADRC). These cohorts covered the Alzheimer’s 
disease continuum from cognitively unimpaired individuals to subjective cognitive decline (SCD) and MCI, enabling evaluation in clinically relevant early and 
prodromal stages. Persons with SCD were included only if they consulted a clinician for advice. Cognitive status was defined using established clinical MCI 
diagnosis and/or PACC5 performance indicative of MCI-level impairment.

Diagnostic performance metrics (AUC, sensitivity, specificity) are derived from cross-validated models distinguishing impaired from unimpaired participants 
and should be interpreted as case-finding accuracy in enriched research and memory-clinic–relevant populations. Notably, given the enrichment of the 
validation cohort with SCD, the performance metrics are relevant to the distinction between clinical Stage 3 (MCI) and clinical Stage 2 (SCD). We can expect
that the performance indices would be higher for distinguishing Stage 3 from non-complaining cognitively unimpaired individuals (Stage 1 or Stage 0).

Invalid sessions will be excluded prior to RDMC computation to improve data quality. Overall, neotivCare is intended to support clinical decision-making as 
part of a broader diagnostic work-up and should not be used as a standalone diagnostic tool.

3 different tests measure different components of episodic memory function to 
characterize the severity of cognitive impairment, including distinguishing MCI-grade 
cognitive impairment from no cognitive impairment

What is the test measuring?

CEOi Diagnostic Aid DCA Use Case1: Multidomain cognitive 
function to characterize the severity of impairment, including 
distinguishing MCI from dementiab

One 10-15-minute test per week over 6-12 weeks
Administration time

CEOi Recommendation1: ~10-20 minutes

CE-certified medical device, MDR risk class IIa, FDA 510k exempt device (class II) under 
product code PTY for cognitive assessment aidsRegulatory status

Remotely/at-home (bring your own device)Setting and mode of use

iOS (version 15 and higher); Android (version 9 and higher)Platform

Smartphones and tabletsSupported devices

Non-verbal visual memory tests

Available languages: English, German, Italian, French, Spanish, Catalan, Turkish and 
Arabic

Accessibility

Internet required for data transfer; testing can be completed offline with later 
synchronizationInternet connectivity

N/AEHR integration

Initial onboarding session provided; support materials for HCPs (e.g., app installation 
guide), helpdesk via email Supplier support

Available for download in the app: results summary (PDF) with overall composite 
score, classifications and detailed results from all completed test runs including 
interpretation guidance; results summary can be directly forwarded to HCP

Results and outputs

Clinical validation study 
DELCODE, WRAPc

Link to peer-reviewed study

Three Sessions (9 Tests max)Single Session (3 Tests)

Possibly impaired ≤ -0.41Possibly impaired ≤ -0.35 Cutoffs

85%82%
Sensitivity (%)

CEO Recommendation1: ≥85% to detect MCI

75%72%
Specificity (%)

CEO Recommendation1: ≥90% to detect MCI

29%27%Prevalence of MCI in study population (%)

58%52%Positive predictive value (PPV)d (%)

92%92%Negative predictive value (NPV)d (%)

PACC5PACC5Reference standard

119143Sample size (N)

6869Age (mean)

CU (85), CI (34)eCU (105), CI (38)eDiagnosis of study population (n)

57%58%Sex (% female)

Not availableNot availableRace (% nonwhite)

Not availableNot availableEthnicity (% hispanic/latino)

1515Years of education (mean)

Limitations: neotivCare is not intended for patients with manifest dementia; interpretation outside the 60–80-year age range should be made with caution
because classification is based on a reference sample; additional limitations are dependence on patient adherence and device use, and missing race and 
ethnicity data in the registry table.

Access: Access via activation code that is provided by HCP 

aInformation in this section was provided by the supplier and has not been independently verified by CEOi; bUse cases are DCA Workgroup-defined and do not reflect FDA designations; 
cDELCODE: Memory clinic cohort, WRAP: longitudinal observational cohort enriched for individuals with a parental history of AD; dPPV/NPV at prevalence of MCI in study population; eCI defined 
as either an MCI diagnosis or a PACC5 score suggestive of MCI. AUC, area under the curve; CSR, Complex Scene Recognition Test; CI, cognitively impaired; CU, cognitively unimpaired; FDA, U.S. 
Food and Drug Administration; HCP, healthcare professional; MCI, mild cognitive impairment; MDT-US, Mnemonic Discrimination Task for Objects and Scenes; ORR, Objects-in-Room Recall; 
PACC5, Preclinical Alzheimer’s Cognitive Composite with Semantic Processing; PTY, Computerized Cognitive Assessment Aid FDA product code; RDMS, Remote Digital Memory Composite; SCD, 
subjective cognitive decline. 1. Thompson et al., Alzheimers & Dementia. 2025. 
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https://www.nature.com/articles/s41746-024-00999-9

