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Making Primary Care the 
Front Line of Cognitive Care

Cognivue® provides FDA-approved dementia assessment tool
and integrating it into private practices has never been easier

Randi Minetor

When the Alzheimer’s Disease International Conference convened in Chicago at the end of 
July, leaders announced new consensus guidelines for patient treatment that resonated with 

physicians across the country.
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Tom O’Neill, Cognivue president and CEO

“The message is that we are moving from a late stage of 
diagnosis to an earlier identification of patients at risk of 
cognitive behavioral syndrome, so we can intervene and 
mitigate cognitive impairment by implementing early 
individualized strategies for care,” said Rafael O. Rivero, 
MD, vice president of clinical development and medical 
affairs for Cognivue®. “Make sure that patients are screened 
earlier for cognitive impairment, and that medical screening 
technologies that are cleared by the FDA are used earlier.”

This was particularly good news for Victor, NY-
based Cognivue, which provides the first FDA-cleared, 
computerized risk assessment screening test that identifies 
changes in cognitive function, which can be indicative of early 
dementia or Alzheimer’s disease for patients over the age of 
55. Until now, cognitive screening methods involved pencil-
and-paper tests like the Montreal Cognitive Assessment, 
Saint Louis Mental Status Examination, Mini-Mental State 
Examination, and others, administered in a doctor’s office 
and often taking twenty minutes or more to complete. These 
usually involve questions about the current date and year, the 
country in which the patient is taking the test, and other 
general knowledge facts. Some of these have been adapted for 
use on a computer, but the content remains the same. Some of 
these tests date back to the early 1970s.

“These tests are degrading for the patient being tested, and 
they are very unreliable—they are dependent on the patient’s 
ability to take the test and the distractions in the room,” said 
Rivero. “If patients take the same test repeatedly over time, 
they can rehearse, because they know what the questions are. 
They can prepare and learn how to take the test. This is why 
the guidelines are moving away from old paper and pencil 
testing to computerized testing of cognitive impairment.”

Cognivue provides a simple computer testing device and 
method that can be administered in a primary care physician’s 
office. Placed on a desktop or a mobile cart, the Cognivue 
unit provides a self-administered test with an immersive 
cover that protects the patient from distractions, and intuitive 
operation to make it easy for any patient to use.   

This testing technology’s early results have been 
impressive enough to attract the attention of billionaire 
serial entrepreneur B. Thomas Golisano, who purchased the 
company in 2018. 
“Tom presented the idea to me by saying, ‘This is an 

opportunity to do well in business, while also doing 
something really good for the health and well being of people 
in general,’” said Tom O’Neill, Cognivue president and CEO. 

“If anyone really understands this, it’s upstate New York 
residents who see and feel the benefits of Tom Golisano’s 
business expertise, as well as his significant charitable work.”

Beyond memory testing
The Cognivue system, developed by neurologist Charles 

Duffy, MD, PhD, of the University of Rochester Medical 
Center in collaboration with the National Institutes of Health, 
assesses a patient’s ability in the four domains of the brain: 
motor function, visual functions, perceptual processing, and 
memory testing. It uses ten one-minute tests, each scored 
separately, to measure the perception and memory of letters, 
words, shapes, and motions, using abstract imagery as well 
as recognizable objects. In addition, the system tests tracking 
movement and vision, two domains not included in the old 
paper-and-pencil tests. 

‘This is an opportunity to 
do well in business, while 

also doing something really 
good for the health and well 
being of people in general”
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 When the patient begins the test, the system administers 
two sub-tests of basic motor and visual abilities, calibrated 
to an individual’s unique cognitive ability. These verify that 
the patient can see the images on screen and move the 
CogniWheel®, a selection device similar to a video game 
joystick controller. With the patient’s ability to use the device 
established, the system then presents tests of perceptual 
processing, to determine how the patient recognizes a letter 
of the alphabet, a word, a familiar shape, or an object in 
motion. These tests also demonstrate how well the patient can 
distinguish a specific shape, object, or pattern from others.  

The final series of tests evaluate memory, presenting an 
English letter, word, shape, or moving pattern as a cue, and 
then asking the patient to select the object just shown from 
an array of alternatives.  The entire panel of ten tests takes 
about ten minutes to administer, resulting in a one-page 
report with a single numerical risk score. Using this score, the 
physician can work with the patient and family to determine 
an appropriate course of treatment. 

 “This is essentially customized to the patient”,” said 
O’Neill.  “It takes the human error out of the testing, 
and makes it part of the practice’s workflow.”

After nine years of development and testing involving 
the National Eye Institute and the University of 
Rochester, researchers conducted a large-scale study 
using the technology in 2014, comparing Cognivue to 
standard neurological tests. The results led the FDA to 
approve the device for wide use with patients 55 and 
older, making it the first computerized cognitive test to 
receive such clearance.

The next step: wide availability
Alzheimer’s disease and other forms of dementia 

dominate the health care concerns of middle-aged and 
older Americans, noted O’Neill. “Everyone has been 
impacted in one way or another, but with the aging 
population, it’s becoming a bigger and bigger issue for 
patients, their doctors, caregivers and the healthcare 
system in general. The healthcare system currently 
screens for everything from diabetes to cervical, colon 
and breast cancer, among many other diseases, but there 
is no consistent screening or test for cognitive function 
issues, which can be a precursor to dementia and 
Alzheimer’s disease. The earlier we can test a patient, the 
sooner the doctor can diagnose, and the sooner they can 
intervene with treatment.  While there is no known cure 
for dementia or Alzheimer’s, there are ways to delay full 
onset of this terrible disease.”  

The concept of taking a test to determine if a 
patient has dementia can be a major barrier. Older patients, 
desperately afraid of losing their independence, often resist 
any kind of cognitive testing until their symptoms become 
impossible to ignore.  “The solution is to make cognitive 
function screening and testing part of a normal annual exam 
or a wellness visit,” O’Neill said. 

Through further discussions with medical professionals, the 
way forward became clear: Bring Cognivue to primary care 
physicians’ practices, to normalize the concept of cognitive 
screening. “We’re having those conversations with doctors, 
saying, ‘Let’s start having these screenings early, before it’s 
too late.’ There’s an opportunity to bring great clinical value, 
whether you’re a primary care physician, a neurologist, a 
psychiatrist, a geriatrician, a sleep or pain specialist, you name 
it—there are a lot of doctors who understand the benefit of 
Cognivue. They can use this screening tool to do what they 
do best—identify the problem, so they can move toward a 
solution.”
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Cognitive impairment doesn’t necessarily have to lead directly 
to a diagnosis of Alzheimer’s, O’Neill noted. “Cognitive 
impairment could be caused by many things including sleep 
issues, prescription medications, concussion, vascular illness, 
lifestyle issues and more.  The earlier you can diagnose the 
problem, the sooner you can intervene, either with lifestyle 
changes, diet changes, medication, or whatever is necessary.”

Early adopters seeing success  
One of the first primary care physicians to put Cognivue 

into practical use, Diego Cahn-Hidalgo, MD, tried it at the 
personal request of Duffy, who was one of his professors at 
URMC. 
“I took a test on the device, and then I got one dropped off in 

my office, just for trial and error testing,” Cahn-Hidalgo said. “I 
saw the utility of the device. It had some very good applications. 
With a young or middle-aged person, you have an easy way of 
saying, ‘Look, you test out normal. You don’t have a memory 
problem, but you may have a concentration problem.’”

Soon he discovered a particularly helpful use of the system: 
evaluating the potential for issues with driving a car. 
“Many times it’s the primary care doctors that have to 

recommend when a patient should have their keys taken away,” 
said Cognivue’s O’Neill. “This is often at the behest of the 
caregiver, which puts the doctor in a difficult position, because 
they have no way to evaluate whether Mom or Dad should 
actually drive or not.”

The available options for this evaluation in the greater 
Rochester area, for example, include a very effective but pricey 
evaluation course at the Al Sigl Center, a course provided by 
AAA, and a series of oral, written, and highway driver re-
evaluation tests done by the Department of Motor Vehicles—
but the DMV tests can end in immediate suspension or 
revocation of a person’s driver’s license, making it unlikely that 
a patient will seek that option.

Cognivue’s tests, however, provide exactly the information 
physicians need to help make this judgment call. “Since the 
device tests different parts of the brain, I found it very helpful 
for this,” said Cahn-Hidalgo. “I can say, ‘You probably shouldn’t 
drive anymore, because I can see that your pattern and spatial 
recognition are off. See, look how you test out.’ I really enjoy it 
for that diagnosis specifically.”

Beyond this helpful application, Cahn-Hidalgo has found 
Cognivue to be more than useful. “I see it as a wonderful tool 
for screening dementia-type changes,” he said. “When you 
take the test, you’re focused, you’re absorbed, and you get an 
accurate result. You can’t cheat this, and you can even see if 

people are just kind of dialing it in. I can say, ‘Hey, I don’t 
think you were really trying. Let’s do this again.’”

 When patients in their late fifties and sixties tell him they 
are worried about memory loss, he can make an accurate 
evaluation, he said. “The most common memory loss the 
younger crowd talks about is not remembering why they 
came into a room,” he said. “Now I can show them that 
that’s not memory, that’s concentration.” Using the system, 
Cahn-Hidalgo can get a baseline score for the patient and 
repeat the test in a year or after several years if the patient 
reports a change in symptoms.
“It’s a novel piece of equipment, and it’s going to gain 

popularity over time,” he said. “I really believe in the 
technology. I think it’s fantastic.”

Using Cognivue on a grander scale   
For Steve Pryzbyla, head of Business Development and 

General Counsel Executive VP of Business at the Dent 
Neurologic Institute in Erie County, the adoption of 
Cognivue provides an important early detection step in 
reducing patient costs as they age.

Dent Institute is the largest outpatient neurology center 
in the United States, Pryzbyla noted, with seventy-two 

Steve Pryzbyla
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providers seeing nearly 1,000 patients daily. With 90,000 
individual patients served annually, Dent Institute has a 
significant data pool with which to understand the costs—
physically and financially—that a diagnosis of dementia can 
have for a patient and his or her family.
“We’ve been approached by local and national insurance 

payers about their pressure points. Where are they seeing 
hotspots? Where are their costs spiking?” he said. “The central 
theme was dementia. As our population’s graying, that became 
all the more obvious.”

The unique thing about dementia, he said, is that the 
dementia itself is not necessarily what causes the expenses. 

“Related things like infections and falls can cause the cost to 
rise,” he explained. “The average cost per care of the patient 
skyrockets to tenfold in the year they’re diagnosed with 
dementia. That’s going from hundreds to multiple thousands 
in the year of diagnosis.” 

How to prevent the massive effects of a late-stage dementia 
diagnosis? The answer, Pryzbyla said, comes through early 
detection and treatment. “It’s tough to reverse a patient with 

late-stage dementia, because they can’t be compliant with 
the treatment regimen,” he said. "So we designed a bundled 
payment model. This means you might have a family history 
of dementia, but with some innovative treatment methods, we 
might be able to prolong the period of cognitive impairment 
before dementia, or in some cases we might even be able to 
reverse it. We want to keep quality of life as high as possible 
pre-dementia.”

The bundled payment model begins with screening—and 
for this, Dent Institute is piloting Cognivue. “The model 
uses Cognivue to screen patients, and then feeds them into a 
program that includes functional medicine, nutrition, exercise, 
stress management, support groups, and caregiver counseling,” 
he said. “We believe the results will yield increased quality 
of life and a slower rate of cognitive decline. The end-result 
reduces the burden on caregivers while providing better care.”

For Dent, Cognivue provides the relatively inexpensive 
screening method the bundled model required to succeed. “It 
came very fortuitously—we were working with patients, and 
how do you screen without an expensive MRI?” Pryzbyla said. 

“This is a great screening method. We felt it was perfect for 
something like this.”

Dent Institute will introduce Cognivue to its patients 
this fall, with a low promotional rate for an initial screening. 
Pryzbyla expects it to gain momentum and demand quickly 
after that. “My goal is for Cognivue to save Dent a full-time 
employee—that could be a workflow innovation,” he said. “It 
could allow general practitioners to put this into their offices 
without a significant upfront expense of personnel.” 

The bottom line
Cognivue is offered to physicians’ practices by subscription, 

so no upfront capital expenditure or long-term contract is 
required. The device on its rolling cart is $325 per month; 
without the cart, it’s $295 
“There’s no risk, because there’s no long-term contract,” 

said O’Neill  “Also, cognitive testing is reimbursed by both 
Medicare and commercial payers.” 

The pricing dovetails with Alzheimer’s Disease 
International’s worldwide focus on early intervention, said 
Rivero, making the technology available to as many physicians 
as possible. “It opens the doors to bringing this technology to 
clinical settings where we can intervene early, and doctors can 
provide individualized protocols to prevent dementia from 
occurring.”

Randi Minetor is a medical journalist and freelance author based 
in upstate New York.

Diego Cahn-Hidalgo, MD founding partner of Internal 
Medicine of Brighton.
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