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All Al Products

Imaging Algo

Imaging Algo

All Products from

View all products from Cutting Edge Al Cutting Edge Al

Imaging Algo 2.3
.
Modern Algo 2.0
Imaging Algo 2.3 offers radiologists tools designed to help them learn the basics of Al
/Y Visual Al 3.0

and participate directly in the creation, validation and use of health care Al |

Cutting Edge Al |mage Data 4.0
Imaging Algo 2.3 will allow radiologists to: Scan Model 2.0
- Learn the basics of Al and explore the use of Al in their practices
- Collaborate on to the development of Al models for diagnostic imaging

- Create Al models tailored to their local patient population

Product Overview Transparent Al

Manufacturer Product Overview
Cutting Edge Al

Contact Vendor

—Learn

Product Code Learn how Al applies to imaging through a series of detailed videos.
POK
Define Use Cases

Explore existing use cases for Al in medical imaging, or propose your own idea for a use case.
FDA Cleared Date ¥ 9 ging, or propose y:

2020-06-26 Annotate

Create structured data sets around specific Al use cases by annotating images
Predicate Device(s)

m Create

Develop your own Al model for a specific Al use case. Select the use case and the data set, preprocess
Previous Version(s) the images, define the architecture, and train and test your model
m
Run

fore . .
Subspeciality Run inference on selected cases to test the performance of Al models.
m
Evaluate
R Compare the performance of two models on the same data set
Editions
Publish
vaa Publish your Al model by sending it to an Al marketplace
Assess
Track and monitor the performance of your deployed Al madel

Al Community
Explore ACR AI-LAB™ Ecosystem, Demonstrations, Commercial Participation and Community
resources.
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Model Identifier
e Company, Product, Version, Clearance Date, FDA Submission Number

Model Type
* Product Category, Additional Information

Model Characteristics
* Inclusion Criteria, Exclusion Criteria, Instructions for Use, Additional Information

Indications for Use
* Clinical Output, Intended User, Patient Age, Body Area, Modality, Additional Information

Model Performance

» Study Type, Reference Standard, # of Readers, # of Cases (# +/-), Age Range, Gender Ratio
» Race/ethnicity Ratio, Geographic breakdown, Manufacturer list, Scanner list

* Number of sites, % +/- findings, Accuracy, Specificity, Additional Information

Training Data Set
» # of Cases, Age range and distribution, Gender ratio, Race/ethnicity ratio
* Geographic breakdown, Manufacturers, Scanners, Additional Information

Model Limitations
» Supported scanners/manufacturers, Slice thickness, Supported hardware
* Contrast agent, MRI field strength, Reconstruction kernel, Additional Information
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ML.2 |Indicate if there is a limit on slice | No
i for product to perform.

ML.3 | Indicate if product works only No
with specific hardware.

ML.3 |Indicate if the product was No
cleared for contrast use.

ML.4 |Indicate if the product was No
cleared for a specific magnetic
field strength.

ML.5 | Describe the convolution kernel No
or algorithm used to reconstruct
the data.

ML.6 | Free text field. No
List out similar FDA-cleared No
products to your current product.

This may include current predicate

and reference devices listed in

FDA y.

Describe how customers can No

reach out to company when
needed

Number of readers [MP3 [ 1f reader study was conducted, | No
how many readers read each
case?
Number of cases MP4 | How many image studies No
Element Name D D were used to evaluate model
Type performance?
Model Identifier | Company name Mi1 | Name of company. Yes Number of positive and MPS5 | Indicate number of positiveand | No
Product name ML.2 | Name of FDA cleared product. Yes negative cases | negative cases. |
Product version ML3 | Version of the Algorithm used Yes Age range MPE | Indicate age range for data set. | No
for infi Sex ratio |MP7 | Indicate sex ratio of data set. | No
Product clearance date MI5 | Date the product was cleared Yes Rece/athnicity retio MP.8 | indicate the race/ethnicity No
by FDA. | breakdown of data set. |
— - - G i MP9 | Indicate the geographic No
Product FDA submission number | M6 Unique FDA ID that is referred Yes breakdown of data set.
as submission number. list MP10 | Indicate the manufacturers in Yes
Additional information MI.7 | Free text field. No data set.
Model Type Product category MT1 | Indicate CAD type the product | Yes Scenner st MPM_| incloate the scenners in data set. | Yes
is cleared for. Number of sites MP12 | How many sites were used. No
\ MT.2 | Free text field No Percent of cases with and MP13 | Indicate the percent of positive No
- . without finding and negative cases.
Mhodel . Data inclusion criteria MC1 | Indicate the inclusion criteria for | Yes Model accuracy MP14 | Indicate the model accuracy. No
Characteristics :|ue‘ D‘Luduct to run and provide Model sensitivity [MP35_| indicate the model sensitiviy. [ves
- — p . - — Model ifici MP16 | Indicate the model Yes
Data exclusion criteria MC.2 |Indicate the exciusnop criteria Yes Additional i MPA7 | Free text field. No
where the product will not run. e v
= = = - Model dataset — Number of cases | TD1 | Indicate number of cases the No
Instructions for use MC.3 | Indicate if your company will be Yes model was trained on.
able to provide instructions for
use document. Age range the model was trained |TD.2 | Indicate age range the model No
Adddith information MC.4 | Free text field No on as well as age distribution was trained on as well as the age
. - distribution.
Indications Clinical output V4] What is the finding(s) that the Yes Box ratio model wes rainedon | TB3 | Indicate sex ratio the modelwes | No
for Use product is intended to output trained on.
Intended user .2 Indicate the intended user of Yes Positive and negative cases TD4 | indicate number of positive and | No
the product. negative cases the model was
Patient 3 A the product cleared | Ye ramed on
i . i geI Brr?a“::!‘; R s Race/ethnicity ratio TD5 | Indicate the race/ethnicity break- |No
L ok | down the model was trained on. |
Body area U4 | What target body part is the Yes Geographic breakdown TD6 |Indicate the geographic break- | No
duct i ded for use. down the model was trained on.
Modality U5 | Target modality for the product. | Yes Manufacturers TD7 | Indicate the manufacturers the | No
Additional information U6 Free text field. N model was trained on. |
= mato - 190700 ol o TD.8 |Indicate the scanners that the No
Model Study type MP1 | Indicate Reader Study or Yes model was trained on.
Performance Stand-Alone Performance. Additional information TDS | Free text field No
(performance Supported scanners/ ML1 | Indicate if algorithm will only No
testing and/or manufacturer work on specific scanner or
reader study) manufacturer.
Reference standard (ground truth) | MP.2 | What was the reference standard | Yes

(ground truth) based on?
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SUMMARY

For the advancement of health equity in medical devices,
it is imperative for manufacturers to disclose information
beyond that which is in the public domain,
enabling providers to execute informed and judicious decisions
on behalf of their patients.
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