
Vendor Product name CE / FDA 
status

Approval 
received Target disorder(s)

Segmentation / 
Volumetry 

method

Sub-lobar analysis, 
number of structures

Cross sectional 
+ longitudinal 

analysis

Processing 
time Normative reference database Segmentation/Atrophy 

Visual Overlays
Methods to account for Inter-scanner 

variability Image Quality Control (QC) Deployment

Technical (T) and 
Clinical (C) 
Validation:  
Dementia

ADM Diagnostics
www.admdx.com CorInsights MRI

FDA - 510(k) 
cleared, Class 

II
Nov-2020 Dementia

In house -
Freesurfer-based 
plus proprietary 

optimisation 

Hippocampus, lobes 
with sub-regions, and 

insula

Cross-sectional 
only, 

longitudinal for 
research

~4 hours

~1,100 subjects from private and public 
US/Europe datasets including 600 subjects 45-

95y curated for Amyloid status, sex, mix of 
field strength and scanner vendors

Segmentation and sub-
lobar percentiles

Mixture of field strength and scanner vendors in 
the normative reference data. Adjustments 

made when comparing different scanner field 
strength and manufacturer 

Automated QC for header data, 
image quality, and results at each 
processing step. Report includes 

QC images for review

In progress T/C - In progress

Brainminer 
www.brainminer.co.

uk
DIADEM CE - Class I Jun-2017 Dementia GIF [39] Yes, 30

Cross-sectional 
only

<20 mins
~2600 subjects from 8 public datasets, 20-94y, 

mix of field strength and scanner vendors
Sub-lobar segmentations

Mixture of field strength and scanner vendors in 
the normative reference data

Automated SNR / CNR computed 
with score and pass / fail status

PACS integrated via local 
hardware/VM

T - [39, 43, 44]
C - In progress

Brainreader 
www.brainreader.ne

t

Neuro
reader

CE - Class I, 
FDA - 510(k) 

cleared, Class 
II

Feb-2015
Dementia, MS, 

epilepsy
In-house, atlas-

based
Yes, 45

Cross-sectional 
only, 

longitudinal in 
progress

7-10 mins
231 subjects from ADNI, 60-90y, equal male: 

female ratio, mix of field strength and scanner 
vendors

Sub-lobar segmentations
User specific methods. Did not disclose further 

details
Specific protocol requirements and 

product training
PACS integrated via local 
hardware/cloud-based

T - [45]
C - [46, 47]

Combinostics 
www.combinostics.c

om
cNeuro cMRI, cDSI

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

Sep-2016 Dementia, MS In-house [48] Yes, 130+
Both, direct 
longitudinal 
comparison

~15 mins
~2000 subjects from private and public 

US/Europe datasets, 18-94y, mix of field 
strength and scanner vendors

Sub-lobar segmentations 
and atrophy maps

Mix of field strength and scanner vendors in the 
normative reference data. Did not disclose 

further details

Automated QC for CNR, abnormal 
signal intensities and acquisition 

parameter checks

PACS integrated via web 
browser/cloud-based

T - [48, 49]
C - [50, 51]

CorTechs.ai 
www.cortechslabs.c

om
NeuroQuant

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

Aug-2006

Dementia, 
neurodegenerativ

e diseases, TBI, 
epilepsy

In house -
Freesurfer-based 
with proprietary 

optimisations

Yes, 75+
Both, direct 
longitudinal 
comparison

5-7 mins
~5000 subjects from private and public 

datasets, 3-100y, equal male: female ratio, mix 
of field strength and scanner vendors

Sub-lobar segmentations 
and atrophy maps

Scanner-specific 3D gradient field distortion 
correction; Voxel intensity normalization; 

Custom Dynamic Atlas-based contrast 
adjustment by anatomical region to correct the 

measured contrast variability in patients

Automated QC checks for 
acquisition parameter, atlas fit, 
atlas tissue class contrast, scan 

noise estimation and image quality

PACS integrated via local 
hardware, VM or cloud-based

T , [52–64] [65]
C - [12–16, 25, 26, 

48, 66–68]

Corticometrics 
www.corticometrics.

com
THINQ

FDA - 510(k) 
cleared, Class 

II
Sep-2020

Neuro-disorders, 
including 

dementia, 
epilepsy, MS, and 

TBI

In-house - samseg 
[68]

Yes, 30
Cross-sectional 

only
1 hour 

1261 subjects from 3 public datasets, 18-93y, 
39% male, 60% Siemens, 33% Philips, 7% GE, 

30% 1.5T, 70% 3T
Sub-lobar segmentations

“Samseg” algorithm validated against changes in 
acquisition platform and imaging protocol [68]; 

Mixture of field strength and scanner vendors in 
the normative reference data

Automated classifier checks for 
GM/WM contrast, head coverage, 
motion, tumours/metal artefacts

PACS integrated via online 
marketplaces

T - [68] 
C - In progress

Icometrix
www.icometrix.com icobrain dm

CE - Class I, 
FDA - 510(k) 

cleared, Class 
II

Jul-2015 Dementia In-house
Hippocampus, lobar 

cortices and ventricles

Both, direct 
longitudinal 
comparison

15-20 mins
1903 subjects from mainly public datasets, 6-

96y, 834 male 1069 female, mix of field 
strength and scanner vendors

Hippocampal, ventricle 
and lobar cortices 

segmentations

Cross-sectional report has been tested across 
multiple scanners. Longitudinal comparisons 

require same scanner and acquisition protocol 
for accuracy

Automated flagging for manual 
QC: incomplete head coverage, 
insufficient CNR or distortions 

between sequences or time points

PACS integrated via cloud-based 
service

T - [69–73]
C - In progress

JLK Inc. 
www.jlkgroup.com

JAD-02K + 
Atroscan

CE - Class I Sep-2019 Dementia
In house -

Freesurfer-based
Yes, 62 Both 15-20 mins

~1000 subjects from local Korean health check-
up centres, 20-95y, mix of field strength and 

scanner vendors
Sub-lobar segmentations

Pre-processing image normalisation. Mixture of 
field strength and scanner vendors in the 

normative reference data
Did not disclose

PACS integrated via dedicated 
hardware/ cloud-based

T/C - In progress

jung diagnostics 
www.jung-

diagnostics.de
Biometrica CE - Class I Jun-2009

Dementia, MS, 
neurodegenerativ

e diseases

In-house, CNN 
and VBM-based 

[35, 36]

Yes, extra regions are 
available on request

Both, direct 
longitudinal 
comparison

10-15 mins
~2000 subjects from a proprietary dataset 
using a single scanner and protocol, 18-99y 

Sub-lobar segmentations 
and atrophy maps

Site qualification process - protocol set-up using 
30 healthy scans for each individual scanner 
using the service. Manual checks for global 
offset between each site and proprietary 

normative database [74]

Site qualification process and 
expert manual QC/QA checks by 

vendor

PACS integrated via cloud-based 
service

T - [75–78]
C - [19]

Mediaire 
www.mediaire.de/e

n/home
mdbrain CE - Class I Jan-2019

Dementia, MS, 
neurodegenerativ

e diseases

In-house, deep 
learning-based

Yes, 18 Both ~3 mins
~8000 scans from mainly private datasets, 18-
93, mix of field strength and scanner vendors

Sub-lobar segmentations 
Mixture of field strength and scanner vendors in 

the segmentation algorithm training data
Automated checks for acquisition 

parameters and artefact 
PACS integrated via local hardware 

or VM
T/C - In progress

Pixyl
www.pixyl.ai Pixyl.Neuro.BV CE - Class IIa Nov-2019 Dementia

In-house, deep 
learning-based

Yes, 12 
Both, indirect 
longitudinal 
comparison

5 mins

~3000 subjects from private and public 
datasets, 18-97y, mix of field strength and 

scanner vendors, Measures in place to account 
for ICV/head size and variability of T1 

parameters

Sub-lobar segmentations 
in DICOM format

AI-based augmentation to anticipate the 
variability between the images using a 3DT1 

library with clinically relevant augmentations: 
noise, contrast, artefacts, style transfer

Automated QC based on voxel 
size, DICOM headers and 
acquisition parameters

PACS integrated via local hardware 
or VM

T/C - In progress

Quantib
www.quantib.com Quantib ND

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

Sep-2017
Dementia, MS, 

neurodegenerativ
e diseases

In-house [79] Yes, 20
Both, indirect 
longitudinal 
comparison

10-15 mins
~5000 subjects from the Rotterdam study, 45-

95, same vendor and field strength [80]
Sub-lobar segmentations 

and atrophy maps
Mixture of field strength and scanner vendors in 

the training and validation data

Automated QC checks on required 
acquisition parameters. Users can 

check the segmentation results 
and are required to validate the 

WMH analysis results

On site solution, PACS integrated 
or a cloud-based solution with 

browser-based user interaction
T/C - In progress

Quibim
www.quibim.com

Quibim Precision 
– Brain atrophy 

screening
CE - Class IIa Dec-2018

Dementia, 
neurodegenerativ

e diseases
In-house Yes, 90

Both, indirect 
longitudinal 
comparison

20-25 mins
620 Caucasians from private and public 

datasets, 20-86y, mix of field strength and 
scanner vendors

Sub-lobar segmentations
Onboarding with sample of new site data, 

amendments to data pre-processing/
acquisition protocols where necessary

Automated QC checks on required 
acquisition parameter ranges

PACS integrated via local 
hardware, VM or cloud-based

T/C - In progress

Qynapse 
www.qynapse.com QyScore® 

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

CE 2017
FDA 2019

All central 
nervous system 

diseases

In-house [81], and 
public libraries

Yes, lobes and sub-
lobar regions, did not 

disclose further
Both 10-15 mins

Did not disclose number of subjects, 20-90y, 
mix of field strength and scanner vendors

Sub-lobar segmentations 
and atrophy maps

Specific MRI parameters are required which 
have been tested to provide good QyScore 

results. Early manual QC checks by vendor for 
each site

Did not disclose
PACS integrated via local hardware 

or cloud-based
T - [81, 82]

C - In progress

Siemens Health 
www.siemens-

healthineers.com

AI-Rad 
Companion Brain 

MR

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

May-2020
Neurodegenerativ

e diseases
In-house

Yes, 45 in label map (43 
in USA) and normative 
ranges for 52 volume 

estimates

Cross-sectional 
only

<10 mins
303 subjects from private and public datasets, 

16-98y, mix of field strength and scanner 
vendors

Sub-lobar segmentations
Mix of field strength and scanner vendors in the 

normative reference data. Did not disclose 
further details

Proceeds during image 
reconstruction, read from DICOM 

header

PACS integrated via cloud-based 
service

T/C - In progress

SyntheticMR
www.syntheticmr.co

m
SyMRI NEURO

CE - Class IIa, 
FDA - 510(k) 

cleared, Class 
II

Oct-2013

Changes in brain 
volume 

(Dementia, MS, 
brain 

development)

In-house [83]
WM/GM/CSF

/Myelin
Cross-sectional 

only
<10 secs

Adult dataset: 106 subjects from a local private 
dataset, 21-88y, 

Development dataset: 122 subjects, 0-22y. 
Both datasets from a mix of field strength and 

scanner vendors

WM/GM/CSF/ Myelin, 
ICV

Specific MRI parameters required. Post 
processing intensity correction for hardware 

compensation and quantitative SyMaps have T1, 
T2 and PD values with scanner specific 

imperfections compensation

Built-in motion correction 
and input data compatibility 

checks

Support DICOM Network 
integration with PACS to 

load/store DICOM series or File 
based load/store of DICOM series

T - [84–86] 
C - In progress

Vuno VUNO Med® CE - Class IIa, 
Jun-2020 Dementia In-house [87] Yes, 100+

Cross-sectional 
<1 min

893 subjects from private Korean-only hospital 
data,20-95y, mix of field strength and scanner Sub-lobar segmentations

Mixture of field strength and scanner vendors in 
Images limited to slice thickness of 

1-1.5mm and 3d T1w. Tumour, PACS integrated via dedicated T - [87] 
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