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Objectives

* Define point-of-care testing (POCT)
e |dentify ways that POCT is meeting new patient-driven requests
e Discuss the challenges of new POCT delivery models

 Disclosure: | have no vendor conflicts to disclose.
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Early Healthcare

 Doctor house calls
* Physician visits patient in their home (patient-centered care)
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Current Health Care Model

Physician sees
patient —
orders tests

Physician Patient has
acknowledges blood
results collected

Test results Laboratory
reported to analyzes
physician blood




Point of Care Testing

* Portable

e Native samples (unprocessed blood or urine)
 Doesn’t require power or purified water

* Reliable enough for medical triage and management

 Simple - can be performed by non-laboratory operators with minimal
training and orientation

e Most POCT are CLIA waived tests in the US
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POCT Settings

* Helicopter/airline

* Ambulance

e Cruise Ship

* Military field hospitals
* Disaster relief

* Expeditions

e Space shuttle
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* Hospital wards
* Clinics

* Schools

e Athletics

* Events

* Remote settings
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POCT Delivery Options

 Home self-testing = Patient conducts test/interprets result at home
e Self-Collection = Patient collects sample, mails to lab for testing

* Direct-Access = Facility where patient can order test and have sample
collected

* Telemedicine = Remote physician consultation service

* Doctor On-Call = Clinician that makes house call or visits in home
 Hospital at-home = Inpatients discharged to home with visiting care

* Urgent Care/Pharmacy Clinics = Clinic for on-demand patient visits

* Doctor’s Office = Walk-in and appointment based primary care clinics
 Emergency room/hospital = Acute care and inpatient health care
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Home Tests Are Not Intuitive

— BI%=

S¥a, Family Matters

“agg * By Bonnie Rochman
INFERTILITY

Are You Fertile? Don’t Rely on a Drug-Store Fertility Test to
Tell You

By Bonnie Rochman = Oct. 28, 2010

We women are accustomed to peeing on chemically-
treated sticks to learn what our bodies are up to.
Pregnancy tests administered in the confines of the
master bathroom are more accurate than ever, but
new research indicates that home fertility tests can’t
» be relied upon. A quarter of women were labeled
infertile by the tests, according to a study conducted
by researchers at the University of North Carolina at

Chapel Hill, although in actuality they had no more

trouble getting pregnant than other study

participants. (More on Time.com: 5 Pregnancy
Taboos Explained (or Debunked))
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Home Testing can be Snake Oil!

SNAKE-OIL LINIMENT

RELIEVES INSTANTANEOUSLY

AND CURES HEADACHE, NEURALGIA. TOOTHACHE, EARACHE, BACKACHE,
SWERLLINGS, SPRAINS, SORE CHEST, SWELLING of the THROAT, CONTRACTED CORDS
and MUSCLES, STIFF JOINTS, WRENCHES, DISLOCATIONS, CUTS snd BRUISES.

-Mﬂuumummmmwu*u

The best Bxtermal Preparation for BYCICLISTS and ATHLETES. It makea the Muscles supple
and Relaxes the Cords. Loosensthe Joints and gives a feeling of Frealiness and Vigor to the whole System.

SNAKE-OILLINIMENT CURES ALL ACHES AND PAINS.

If you are suffering from Rbeumatism, ALWAYS take LA-CAS-KA isternally for the Blood and
s SNAKR-OIL LINIMENT externally, When wsed together we GUARANTER A CURR in every
estance or MONEY REFUNDED,

If You Are Afflicted With DERFNESS

Get Our Specially Prepared

PURE Rattlesnake Oil
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Gender Prediction Test

gpt home }

how it works }

sample results }
sonogram results }
chinese gender chart }
gender myths }

order now }

testimonials }

in the news }

faq’s }

independent studies }

store locator }

become a retailer }

IntelliG...
EiLike Page

{home} {aboutus} {contactus} {login} {register} {cart$}

oir1? boy?
Share the joy!
Experience the joy of discovery at home

gender prediction test
*use as early as 10 weeks

IntelliGender’s Gender Prediction Test™"... a fun pre-birth experience for
moms who can’t wait to know! You may use our gender prediction test weeks
before your sonogram.

a simple baby gender prediction test you can take at
home

IntelliGender’s Gender Prediction Test is an affordable,
simple-to-use urine test that provides immediate gender
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the IntelliGender Gender Prediction Test indicates your

special offers

Getup to ,ee**""%%e,

% OFF
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CLICK TO SAVE
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Results In Minutes!
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Gender

| Prediction Test
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results in the privacy and comfort of the home. In minutes,

gender result based upon an easy to read color match. Green indicates boy and

orange indicates girl!

; 112 conception: boy or girl?
when can I use it? Waalk) 10 weaks
As early as 10 weeks into your pregnancy (8 weeks .}g | Ei_-_‘- E
post- conception)! Most women find out the sex of e gﬂd_ [
: - missed oI sonogram:
their baby at their 20-week sonogram as long as period: S 20 weeks

Baby chooses to cooperate. IntelliGender bridges the week 4

curiosity gap between conception and sonogram.

*Note: IntelliGender may not predict your baby’s gender with 100% accuracy. Please click here for our

FAQ on accuracy:
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Limitations

 Home tests may not be accurate!

* Performance depends on many factors:
— Proper specimen collection,
— Test operation,
— Timing
— Interpretation

e Qut-of-pocket expense. Insurance does not reimburse cost of home
testing.

* Home testing should not replace laboratory testing or regular
physician visits!

e Tests are best evaluated in conjunction with symptomes, history, and
physical exam
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Direct-to-Consumer Testing

e Laboratory/manufacturer marketing to consumer

e Pay for test out-of-pocket — insurance doesn’t cover

e Order tests without a physician

* Menu may be limited by state laws — varies by location
* Blood collected onsite or by POCT kit at home

* Sent to CLIA certified lab for analysis

e Results mailed back to patient or available online

* No physician interaction
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1-800-384-4567
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DNA MMA & OTHER ATHLETES

- Paternity Tests And Other DNA - MMA

Tests
- Immigration DNA Other Athletes

- Forensic STD Testing

- Ancestry — STD Testing

HEALTH & WELLNESS TOXICOLOGY

-~ Women's Health ~ Drug Testing

~ Men's Health — Alcohol Testing

- College Students ~ Teen Drug Testing
- No Insurance? High Deductible ~ Heavy Metals

No Problem!
- Health & Fitness BLOOD COLLECTION SERVICES

PREGNANCY
TESTS WHEN
YOU WANT
TO KNOW NOW

(=

LATEST NEWS

= [ndiana Franchisees featured on Indy Star
[® Congratulates

nylabtestnow.com/for-individuals/

FIND A TEST

Find the test to fit your
needs and Take Control of
Your Health®

. e
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ABOUTUS | LOCATIONS | CONTACTUS

Q
FIND A TEST

ANY LAB TEST NOW offers
thousands of clinical, DNA, and
toxicology lab testing services. Use
our Test Finder to learn more about
some of our most commonly ordered
tests. Can't find what you are looking
for? Just give us a call and we'll be
happy to help.

O Wellness 0 Drugs Z Paternity/DNA ﬁ STDs

ABOUT US

ANY LAB TEST NOW® is the first direct

access lab testing services company,

WE TEST LABWORK,
NOT CREDIT LIMITS.

Why pay more for your labwork?
[ ANY LAB TEST NOWE offers

p 9w affordable pricing on over 8,000
medical lab tests.
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Genetic Direct-to-Consumer Testing

. E’ mygenomebox’
* Ancestry and heritage X
* Predisposition Welcome t J,

— Type 2 diabetes e | —— ... ...
— BRCA1/BRCA2 '
— Celiac disease

— Late-onset Alzheimer’s disease

— Parkinson’s Disease
— Allergies

* Wellness - Deep sleep, lactose intolerance, genetic weight, diet/exercise
e Carrier Status — cystic fibrosis, sickle cell anemia, hereditary hearing loss
* Traits - Hair loss, unibrow, sweet vs salty, skin tone, morningness

* Personality — aptitude, wine match, neuroticism, loneliness
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Direct-to Consumer Testing

* Advantages
— Patients become consumers of medical information more educated about health
— More control and access to personal information
— Benefits of self-testing for prevention/management chronic disease (diabetes, lipids)
— Cost more transparent — high insurance deductibles vs DTC lower cost pricing

* Limitations
— Overutilization — easy access and affordable pricing can lead to false positives

— Patients can’t interpret results or misinterpret out of context with Hx and symptoms

* Misunderstanding of reference interval (95%), if normal — | must be healthy!
* Worried well (needless concern) versus overestimating health (unaware and should refer to doctor)

— Quality — consumers can’t scientifically validate POCT devices, judge on usability
— Economics —abnormal result, who pays for pt self-referral to physician follow-up?

* Unintended Consequences

— False claims — selling vitamin supplements, cancer treatments, miracle health cures
— Opportunity for laboratory professionals to become leaders in patient education
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On-Demand Health Care

 COVID testing demands provided opportunity for public health
and hospitals to open new healthcare facilities

* Mobile/Drive-Thru specimen collection tents
* Qutpatient testing facilities for COVID testing
* Vanderbilt added ED extension in heated enclosed parking lot to
handle patient overflow and prevent waiting room crowding
— These sites are laboratories!
— Controlled environment for POCT and reagent storage

— Eyewash and biohazard disposal facilities
— Ensure operator training and competency

e COVID became first molecular POCT at
Vanderbllt Clinics

Drafted policy requiring glove change and environment disinfection 2 emendionconneituiissoa el
between each test! Dallas County’s main ..

— Added environmental controls and increased frequency QC

— Supply chain, unable to get COVID only test —implemented COVID/Flu
panel but had Flu antigen readers at clinics!

Chicago hospitals set up testing tents, cancel non .
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Pharmacy Testing

* Nurse practitioner/physician/pharmacist sees patient in pharmacy (Minute
clinic or all-day clinic)

e Clinician orders and performs POCT — trained staff and reliable test results
e Patient provided with interpretation of test results

* Benefits of treatment on-site (children with rapid strep, able to get antibiotic
from pharmacy, parents back to work next day)!

[ =
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The New Wave of Healthcare (Or is it?)

* Doctors making house calls

Doctors
. . . Making Housecalls
e POCT available for onsite testing! ‘ ’

—

]‘- [ \':""I ‘lnr{\ }‘fauq-- Call P *hysicians®

TOR IN THE EAM 11

ON THE CALL AGAIN: John A. Sterba, MD, PhD, FACEP, arrives with

numerous med/surg kits at his disposal. Used with permission.

L%
Elite House ! Call M.D.
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Patients and Visitors go to \anderbiltHealth.com

A-Z Index
Maps and Parking

People Finder

RESOURCES FOR EMPLOYEES
C2HR Self-Service

Email

A NEW NON-SURGICAL , Kromos
WEIGHT LOSS OPTION Narsing

Starbrite

Star Panel

Giving

Vanderbilt Health OnCall
We are a nonprofit, academic medical

Download app
institution relying on generous support to

©e0000 translate discovery into better health.
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Vanderbilt Health OnCall

Jennifer Mitchell, MSN, APRN-BC, Clinical Director
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Vanderbilt Health OnCall

Rest where you are while we come to you.

* A nurse practitioner comes a
directly to the patient’s home, Janderbil proi
office, or hotel. | Q |

» After patients request an O
appointment, patients receive a ) LT —
non-emergent focused h\ : (5
assessment, point of care lab con e o
testing and first dose medication (;o’ VANDERBILT APP BRINGSMEDICAL PI{OFESSIONALS TO YOU || 5 3

delivery within two hours of
their request.
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https://www.youtube.com/watch?v=d7h4rvEaA98

How is a visit requested?

Visit www.vanderbilthealthoncall.com GETITON
P> Google Play

or download the app
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@ 390 24th Ave S
Nashvile, TN 37212
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on ¥
CANCEL

@ 1201 21st Ave S

Jane
Doe
vhocpatient@vumec.org

6152416000

Jun 15, 1990

o

()

il Verizon &

BACK

el

Select Payment Option

Insurance
Medicare
Self Pay
$99  fortneru amount

& Provide Credit Card

()

|ﬂl OnCall Visit Requested

We have received your
request. Your provider will call
you within the hour, as soon as
they are free.
Please note that calls will come from our central office

number: 615-241-6000. Please accept the call or your request
may be delayed

Accepted Arrived Completed

Ve
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http://www.vanderbilthealthoncall.com/

Point of Care Tests

— Strep A antigen test
— Influenza A & B antigen
— Urine pregnancy Test

— Dipstick urinalysis (visually read — but
want to make a reader portable)
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Patient feedback through Social Media

“After a week of attempting to get over a sinus
infection on my own, I finally decided | needed to take
a trip to the doctor, but it was Saturday and I'd
already missed my PCP's walk-in hours!

| looked online for a nearby urgent care and
Vanderbilt OnCall came up. | requested a visit. |
received a call from Kris letting me know that she'd be
at my apartment in 40 minutes.

Vanderbilt OnCall is an amazing new service. Young
people (like myself) who put off going to the doctor
for lack of time...this will change your life!!”

—J Moore

VANDERBILT E’ HEALTH
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Telemedicine and Remote Health Care

Why Choose Vanderbilt Telehealth

Telehealth for Providers

Quick Links Programs and Clinics

Vanderbilt Telehealth brings the right care at the right time and place to hospitals, clinics
and schools across the Southeast. Telehealth services bring specialty care from Vanderbilt's
medical experts to your patients. A simple video consult with our experts lets you serve
patients better and keep them close to home. Telehealth improves quality and cost of care
and helps hospitals and clinics give patients better, more specialized medical service.

Telehealth During COVID-19
Response

To slow the spread of the novel
coronavirus (COVID-19), Vanderbilt
Health has expanded Telehealth
visits to more patients. When
possible, Vanderbilt Health patients
can now be seen while at home

through telehealth video visits
conducted within My Health at
Vanderbilt.

Learn how to prepare for your
telehealth visit

fa
6
®

Brings our expertise to you

Vanderbilt Telehealth is a convenient and cost-saving way to expand your
medical services. Telehealth brings our specialty care to your hospital, clinic or
school. A simple video consult with our experts from any location lets you serve
patients better and keep them close to home.

Meets patient needs

Telehealth helps you serve patients better by connecting them to a Vanderbilt
medical expert without needing to travel from vour local hospital, clinic or
school. A recent survey of patients by Vanderbilt University Medical Center
shows over 90% interest in using more telehealth services.

Convenient and easy to use

Vanderbilt Telehealth is affordable and simple to set up. The only technical
requirement is a networked device such as a laptop, tablet or phone.

Easy implementation and support

Once you are ready to begin using Vanderbilt Telehealth, we provide full
implementation services. Our free support includes testing, observation and
training. We will continue working with your team after your service begins

Customized service

Vanderbilt Telehealth works with providers to develop a custom service model
for their unique needs.

Secure communication

All video conferencing is secure and HIPAA compliant. Any medical records or
other information can be exchanged through a secure platform.

With COVID more patients prefer telehealth visits, but this increases reliance of clinicians on the
patient’s home testing devices — with unverified performance and no routine QC.
Clinics with only flu antigen testing — request patient to use home COVID test, if negative, come

In for flu testing.

VANDERBILT §7 UNIVERSITY
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Hospital at Home

* |npatients treated at home
e Challenges POCT management

* Many patients have diabetes

— Allow use of patient’s glucose meter?
* Performance not verified, no routine QC
e Variable devices and test strips on market
* Manual recording of results, potential for entry errors

— Some on continuous glucose monitors
 How to input data in electronic medical record?
* How to document accuracy/reliability of results?
— Visiting clinicians use hospital glucose meters?

* Performance verified, meters regularly QC’d
e Data transmitted to EMR when connected to wireless

VANDERBILT §/ UNIVERSITY
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Hospital at Home

Quick Links Programs and Clinics

Many patients would rather be at home than in the hospital when they're sick. Our program

provides the same high level of care you get in the hospital to the comfort of your home. You
may be offered this service based on your condition, insurance plan and geography after you
have been assessed in the hospital or emergency department.

Why Choose Hospital at Home Care at Vanderbilt

i Highly skilled caregivers
vy

OX) Our dedicated team is specially trained to deliver home care services to meet all
of your unique needs. We deliver the quality and level of care vou expect from
Vanderbilt. That team may include doctors, nurse practitioners, nurses,
phlebotomist, physical and occupational therapy, social work or mobile
radiology.

% Patient-centered care
Our team, which includes nurses and nurse practitioners with vour doctor's

oversight, provides sensitive and compassionate care focused on vou. Caregivers
work closely with your doctor to provide you with personalized care tailored to
your specific needs, abilities and preferences. Our team provides transportation,
food, nutrition, medical equipment, medication and access to telehealth and
remote imaging. Together, we will find the right care options for you.

@ Advanced technologies and treatments
Our team utilizes the latest technologies and research-based treatments to

provide you with the most advanced care available.

Convenient care

©

In addition to in home visits by your nurse and provider, you will have, your
nurse will give you a tablet with a simple button that allows you to connect to the
care team via telehealth 24 hours a day, seven days a week We'll also give youa
phone number to call if you have any questions or problems. We can take your
calls 24 hours a day, every day.
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Corporate Health Services

* Corporate Health Services encompasses Executive Health,
Corporate Health and Wellness and Workman’s
Compensation to corporate clients and their employees

e COVID pandemic led to new opportunities for testing

* Concierge medicine
— Football, Hockey, Soccer and other sports team player testing

— Attendees to events who have not been vaccinated or require COVID
testing for entry to show, event, or concert

* Challenges

Vanderbilt Corporate

— The only COVID “antigen” test offered in health enterprise Health and Wellness
— Concern over making a COVID antigen reader that is intended to e
remain plugged in on a lab counter, portable - quality concerns with Scree:i'r“d°9st°m‘2.ed'.‘ea'“‘ :
2s, |mmumzat|on Services
mOVing readers and wellness education to

improve the health of employees
in Nashville and throughout
Tennessee and the region.
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Shade Tree Clinic = 9 9N

* Free health clinic run by students at Vanderbilt University School of Medicine

* Primary care home for underserved individuals in Davidson County providing comprehensive
care for chronicillnesses, social services and health education.

* Interdisciplinary teams of medical, nursing, pharmacy and law students, supervised by
professionals in their fields.

* Cost-free medical, social and pharmaceutical support to over 4,000 patients; uninsured,
underserved, and patients experiencing housing insecurity.

* Laboratory services consists of 10 medical/nursing students who collect lab specimens during
clinic hours and perform POCT (glucose, pregnancy, HbA1lc, urinalysis)

e Other services include Community outreach (vaccines, Narcan kits, emergency food boxes),
Nursing, Dermatology, Neurology, Ophthalmology, Orthopaedics, Physical therapy, Psychiatry,
Rheumatology, Acute care, Patient Assistance and Spanish Services.

y’
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Summary

 POCT can provide rapid on-site laboratory testing near the patient

e Patient directed self-care is on the rise with home test kits and direct-
access marketing

 POCT is expanding to a variety of settings
— Pharmacies, minute clinics, home collection kits, direct-to-consumer testing and
doctor house calls!
* The COVID pandemic has opened new opportunities for POCT as well as
challenges to managing the quality and reliability of testing in order to
meet changing patient-driven needs

VANDERBILT ©7 UNIVERSITY
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