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Objectives

* |dentify new healthcare trends

e Describe the benefits and limitations of home
testing

* Discuss the role of POCT in evolving healthcare
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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
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Point of Care Testing

* Portable

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

* Reliable enough for medical triage and management

* Can be performed by non-laboratory operators with
minimal training and orientation
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Helicopter/airline
Ambulance
Cruise ship
Military field hospitals
Disaster relief
Expeditions
Space shuttle




L. POCT Settings

* Hospital wards
* Clinics

* Schools
* Athletics
Events
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Empowering Patient Self-Health

Recent US regulatory changes allow patients the right to
access personal health information under HIPAA — the
Health Insurance Portability and Accountability Act

2/3/2014: CLIA ‘88 amendment allows labs to give a patient
or their representative access to completed test reports (2"
option to get information other than their doctor)

Final Rule issued jointly by CMS, CDC, and Office of Civil
Rights (OCR) (agency that enforces HIPAA)

“Information like lab results empowers patients to track
health progress, make decisions with healthcare
professionals and adhere to treatment plans” Kathleen
Sebelius, Department Health and Human Services Secretary
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MENU

e See lab test results

* Ask your caregiver questions

* Request new appointments

* View your personal medical information

* Pay Vanderbilt bills

Watch the video below to learn about all of the features My Health at Vanderbilt has to offer.

Click here for more information about My Health at Vanderbilt.

Join My Health at Vanderbilt
-

0 v b

Health Topics

Doctor Directory
Locations

Guide to VUMC

My Health at Vanderbilt
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For Referring Physicians
Giving

Volunteer

Media

Quality Answers

Careers

Pay your Bill
About VUMC
Feedback
Privacy Policy

Popular Links

A-Z Services

Medical Record Information

Key Telephone Numbers
Request an Appointment

Vanderbilt University Medical Center

1211 Medical Center Drive
Nashville, TN 37232

(615) 322-5000

Vanderbilt University is committed to principles of equal opportunity and affirmative action.
Copyright © 2016 by Vanderbilt University Medical Center




What is “Home Testing” or

“Direct-to-Consumer” Testing?
e Laboratory diagnostics and tests marketed for
use in a person’s home

e Available for sale, over-the-counter or directly
to the consumer

e Marketed over the internet and available
without a prescription in pharmacies, grocery
stores and other retailers

 The U.S. Food and Drug Administration and
European CE oversee the product claims for
| home tests
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Benefits

e Obtain without a prescription, over-the-counter
* Provides diagnostic testing in privacy of home
* Rapid point-of-care diagnostics

e Screen for illness when no symptoms, without
waiting for an expensive clinic appointment —
hepatitis, occult blood, HIV

* Seek early treatment, avoid complications
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Home Tests
* |Infectious Disease — HIV, hepatitis C, UTI

 Chronic Conditions — Cholesterol, HDL,
triglycerides, glucose, HgbAlc, (PT/INR)

* General Screening — Pulse oximeters, blood
pressure, body composition, colon disease

e Addiction management — urine and saliva drugs
of abuse, nicotine, breath alcohol, steroids, hair
confirmation

* Fertility — pregnancy, ovulation, sperm counts,
menopause, paternity tests

e Other countries - ??7?7?
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2& Family Matters

Sy By Bonnie Rochman
INFERTILITY

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

By Bonnie Rochman @brochman | Oct. 28, 2010 ' 1 Comment

(7 i RS W Tweet [RCII in shar- JERETY” Read Later

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))

Home fertility tests are gaining in popularity as women increasingly delay = Email = Print

baby-making. Some haven't found the right guy; others are sailing ahead in + Share ® Comment
their careers. When they decide the time is right for baby, more than a few are

turning to home fertility tests to assess their chances. Inaccurate assessments W Follow @TIMEHealth
of infertility could lead otherwise healthy women to seek unnecessary fertility

interventions.
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Limitations

Home tests may not be accurate!
Performance depends on many factors:

— Proper specimen collection
— Test operation

— Timing

— Interpretation

Out-of-pocket expense — insurance does not
reimburse cost of home testing

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

Tests are best evaluated in conjunction with
symptoms, history, and physical exam
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Home Tests Are Not Intuitive

* 638 laywomen using 11 hCG tests, falsely interpreted 230/478
coded positive urines as negative due to difficulty understanding
explanatory leaflets and reading results (Clin Chem 1993;39:53-9)

e 16 pregnancy test instructions found reading levels for how to use
(7 — 10t grade) and Q & A (11 — 14t grade), with graphics and
paper size too small for user friendliness () Womens Health
2009;18:363-8)

* Digitally read results offer significant benefits over non-digital
pregnancy tests (CMRO 2008;24:1645-9)

* Lack of consensus analytical sensitivity of tests, methods for
expressing performance, variable reactivity to hCG forms, and
discrepancies between technician and volunteer interpretation;
consumers lack appreciation of strengths and limitations of tests
and rely on marketing claims (CCLM 2015;53:339-41)
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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 }

Follow Us
7 Twitter

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

oirl? 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

Ly

/

IntelliGender’s Gender Prediction Test is an affordable,
simple-to-use urine test that provides immediate gender
results in the privacy and comfort of the home. In minutes,
the IntelliGender Gender Prediction Test indicates your

special offers

Get up to..,o N
20%
W« W OFF A

-

-

P s TN
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Sremen”

[ X&)
CintelliGender

Gender |

Prediction Test™ |

L4 4

o000V

{ order now }

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

orange indicates girl!

; 2 conception: boy or girl?
when can I use it? weak? 10 weeks
As early as 10 weeks into your pregnancy (8 weeks Mo | E;- 5.; _
post- conception)! Most women find out the sex of - = *E‘-,}[ | songram
: : misse :
their baby at their 20-week sonogram as long as period: o 20 weeks
week 4

Baby chooses to cooperate. IntelliGender bridges the

curiosity gap between conception and sonogram.

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

FAO on accuracv:
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Vitastiq will help you find out whether your vitamin and mineral levels are too low,
too high or just right. You can measure the levels of essential nutrients and monitor
your body balance.

CHECKS THE STATUS OF 26 MOST IMPORTANT
VITAMINS AND MINERALS

Chromium
Vitamin A

Magnesium
Vitamin B1

Vitamin B2

Zinc

Selenium

An innovative device that checks your nutrient levels using a smartphone is a
perfect addition to your fit lifestyle and smart dieting habits.

-0~

CHECK GET ADVISED TRACK

your vitamin and in impr ng your nutrient

mineral levels your vitality

How Vitastiq works?
EAV Methodology

Vitastiq monitors the relationship between the present body condition and a
particular nutrient. It is based on the over 60 years old method called “Electro-
acupuncture according to dr. Reinhard Voll”. The device measures the electrical
resistance of the skin at an acupuncture point in relation to the reference point
(reference point is determined during calibration). One thousand years of
acupuncture experience suggests that acupuncture points differ from the
surrounding skin.

ELECTRICAL
CIRCUIT

transferring electrical
conductance value

Hand -
electrode
[titanium body]

Vitastig2 device

[wireless connection to a smartphone]

Tip of device
[on acupuncture point]

Pharmacists, nutritionists and other experts have been using electro-
acupuncture for decades to track any imbalances that might be present in the
human body. So far, only impractical, large analog devices were available to them.
Vitastig has combined this well-known method with modern technology and made
it accessible to everyone.

Disclaimer: App Store, iPhone, Android and iOS are the trademarks of third parties.
status Vitastiq Inc. is not affiliated with, sponsored, licensed or associated with any of these third parties.

Vitastiq is not a medical device. It cannot prevent, treat or cure any medical problem nor can it diagnose a medical condition.




HG-212SF FitScan Breath Checker

Product Details

Specifications

Product Details Specifications Product Manual
<
Semi-Conductor Gas Sensor 6
1 AAA battery(induded)

Features and Spedfications:

Detects and measures the level of bad breath odor in just 9 seconds
Shows breath odor in one of six levels

Convenient to use, shows results clearly on an LCD

Small enough to fit discreetly into pocket or purse

Product Manual

New from FitScan is Breath Checker, an innovative palm-size monitor that detects and measures the presence of
annoying or embarrassing breath odors. Simply tum it on, breathe into the sensor, and a reading appears on the
digital display. Measures odor in seconds. Results displayed in six levels. Measures the amount of volatile sulfur
compounds (VSCs) given off by bacteria. Easy to read and operate. Convenient and discrete to use.

LCD Symbols = Breath Odour Level
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IDenta nta

Touch&Know Wotd Lexdcin

TEST THE DRUG,
notyour relationship...

DISCREET HOME NO URINE IMPOSSIBLE ANEWTOOL
DRUG TEST KIT ORHAIR TO CHEAT TO STOP
SAMPLES NEEDED DRUG ABUSE

v

@ IDT9000-General Scr...pdf |~ ¥ Showall downloads.. %
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Test Preparation

/N\READ BEFORE USE /N\

Touch&Know

Procedure Card for IDT 9000-10

IDenta General Screening Drugs
Substance

As a precaution, gloves and eve protection should be worn when handling drug substances and using test units.
Do not puncture any part of unit. Do not remove probe once locked into unit.

In the unlikely event of a spill, rinse affected area thoroughly with water.
Keep out of reach of children

Remove the
Smart-Tip™
probe from
test unit.

Sample suspected substance.
(Not for use with plant materials.)

Powders

Tablets Encapsulated Powder

Z

Touch adhesive
Smart-Tip™ to
sample.

Firmly press the |Safely open shell. Gently
Smart-Tip™ on tablet |pour

circular motion
until the fp is |
completely

while scrubbing ir.a |and

substance.

& |adhesive y
Smart-Tip™ l e

- to sample.
covered with C':) P Q

substance out

touch q

—

Test Preparation

Lock Smart-
Tip™ probe
into test unit.
Press firmly.

n Do not a
continne
unless p
locked below
the Flex Pins
and cannot be

the probe is
locked.
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=
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g
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—
-
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capsule breaks.

With thumb and
foretinger, squeeze
chamber 1 until

Gently
shake test
unit for 2-3
seconds.

ek ity

Chamber 1 Identification

The appearance of a red-violet color indicates the presence of
Brown Heroin, ifthe substance is a brown powder.

The appearance of a green or blue-green color indicates the

presence of Crack, itthe substance is a powder.

1 If either color develops, proceed to Disposal.
: If no color develops, proceed to Step 6.
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, rea Ily ' VIEW SHOPPING CART 5
QOING ON7 "My experence with checkmate has great . i Norton 0item(s)- 3000 v
getCheCkmatecom .exv c?reed my expectations and has ggean ed my life ‘ SECURED ‘
CALL 800 498 5015 TO ORDER *§ SelectLanguage|¥ powered by Symantec
Semen detection stories - FAQ - Hold at UPS - Shipping box - Store locations - Ariicles - Instruction NEW!
Guarantee - Policies - Contact - Questions men ask - See our other test kits - NEW! Affiliate Program
Do you suffer from the nightmare of suspicion and doubt caused by the infidelity of a Read this first

cheating spouse? Now you can find out what's really going on the quick and easy
way with a semen detection infidelity test from CheckMate. As seen on the Today
Show, Howard Stemn, Dr. Phil, Maury Povich, The View, Fox News, CNN, Playboy. T e ke B Ko e
FHM, Maxim, Reuters, Newsweek, Popular Science, and many more.

CheckMate is the revolutionary home use forensic test for semen detection that
instantly detects traces of dried semen that can be found in underwear after sex. :

Sold around the world since 1999 CheckMate detects even the smallest trace e Sty T e L
amounts of semen and can give you the instant information you need to deal with an BUY 1 GET 1 FREE

impossible situation. ONLY: $49.00

GET YOUR OWN
SECRET ADDRESS|  Each Infidelity CheckMate semen detection test kit can test 5 to 10 items for the @

pRIvaCYSECURTYl  Presence of semen and you also get a second test kit free with every order. :
STATEMENT| CheckMate works on any type or color of material without damaging or staining the CheckMate oo &

Diaeri=beiin

item in any way and it gives instant yes or no results from the comfort and privacy of e

CLETONER SCEERNv'TgiE! your own home.

BUY 2 GET 2 FREE
ONLY: $ 85.00

Q Add To Cart

Got a question?

Click Here f 100% Confidential oscover [Fom==
AnyQuestion | GUARANTEED |~ |24

Support hours M-F 9 to 5:00 EST

Here's what a former F.B.l. agent had to say about CheckMate



Home Testing can be Snake Qil!

SNAKE-OIL LINIMENT

RELIEVES INSTANTANEOUSLY ( n\ &)

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

The best External Preparation for BYCICLISTS and ATHLETES. It makes the Muscles supple
and Relaxes the Cords. Loosensthe Joints and gives a feeling of Freahiness 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
e SNAKR-OIL LINIMENT externally,. When wsed together we GUARANTER A CURRE in every
pstance or MONEY REFUNDED,

If You Are Afflicted With DERFNESS

Get Our Specially Prepared

PURE Rattlesnake Oil
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How are Consumers to Know?

* Consult a doctor!
* Search the product for FDA Approval!

‘ests > Find All FDA-2 X ! 28 OTC - Over the Counter X

C' [ www.accessdata.fda.gov/ /cdrh/cfdocs/cfIVD/Search.cfm el =
€ Chrome Browser [_] Imported From IE [ Other bookmarks

partment of Health & Human Services a A .

AfZIndex | Follow FDA | EnEspafiol

U.S. Food and Drug Administration I

Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

OTC - Over the Counter

FDA Home Medical Devices Databases

& L

510(k) | DeMaovo | Registration & Listing | Adverse Everts | Recals | PMA | HDE | Classification | Standards
CFR Title 21 | Redistion-Emitting Products | ¥Ry Assembler | Medsun Reports | CLIA | TPLC

Search IVD Over the Counter (OTC) Database Help | More About IVD

Test Name
Manufacturer Name
Test Type T

Document Number

Effective Date 0

Sortby | Effective Date (descending) v
Enter any combination of fields and select Search.

Search || Clear | |10 ¥ |Records per Report Page

Page Last Updated: 02/01/2016
Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

m Accessibility | Contact FDA Careers FDA Basics No Fear Act SiteMap | Transparency | Website Policies
(.
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‘Quackwatch™

Your Guide to Quackery, Health Fraud, and Intelligent Decisions

Dubious Diagnostic Tests

Stephen Barrett, ML.D.

Most of the tests listed below have little or no diagnostic value. A few are legitimate for some purposes but are used improperly for others. Those marked with an asterisk (*) are done primarily or exclusive;
these tests. you should seek advice elsewhere. Practitioners who do live cell analysis. biological terrain assessment. dental sensitrvity testing. and cvtotoxic testing in their offices are required to have CLIA :
laboratories. blood banks. hospitals. and large medical offices. very few facilities have high-complexity approval. Onlv a few states restrict the use of unestablished laboratorv tests. Nevertheless. if vou ence
laboratorv. please ask vour state laboratory department to investigate.

Blood Tests

o ALCAT testing
* Aroonsakul Provocatrve Test
s *Biological Terramn Assessment (BTA)
* BioNutrittonal Analysis (BNA): Quackery for Pets
* Blood pH Self Test
s BodvBio Blood Chemistry Report and Fatty Acid Analysis Report
* Bolan's Clot Retraction Test
s Carroll Food Test
e Circulating IgE and IgG Food-Immune Complexes
s Clifford Reactivity Materials Testing (CMRT) for selecting dental filling materials
s Cuytotoxic testing. also called Metabolic Intolerance Test
» ELISA/ACT
o Functional Intracellular Analvsis (FIA). formerly called Essential Metabolics Analysis
* (Glucose tolerance test for "hypoglvcemia”
s Health Equations Blood Test Evaluation
e HealthPrint
s Hemobiographic analysis
» Individualized Optimal Nutrition (ION)
s Live Blood Cell Analvsis (LBA). also called Live-cell Analysis. Nutritional Blood Analvsis, and Hemaview
o Lvmphocyte sensifivity tests
o Live and Dried Blood Analvsis
s Mediator Release Test (MRT)
* Mercurv testing for "amalgam toxicity”
s NuTron Testing
e *Nutrabalance
¢ OncoDiagnosticator
o Oxymark and Oxymark Stress tests
» Polvmerase chain reaction test for protomvxzoa
s Polyvmerase chain reaction (PCR) for Lyme disease
VAND » Polvmerase chain reaction: other mappropriate uses (link to Aetna Clinical Policy Bulletin)
s Silicone Antibody Tests used to diagnose disease




Home Testing vs Home Collection

Home tests are self-performed in the home

Home collection kits have the consumer collect and
mail a sample to a laboratory for analysis

* Advantage: reliability of test result, performed in a

CLIA certified laboratory in the US, confidential test
code and phone # for results

* Disadvantage: longer turn-around time

MEDICAL CENTER



reveal DNA Paternity Test /e
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home test system

\ write a review
DNA paternity test ——
test results 100% accurate our price: $ g
1008 accuracy - guaranteed! | in stock
+ For father, mother & child
2y sndand esing special offers

+ Quick onfine results*
Click & Save: buy 2 save 20% on 2 select Reveal and TruChek
home tests

?’L - m

& view larger image save to your list™ »

patemnty test
oot

) see more from HomeChek

Please Note: Product received may temporarily differ from image shown due to packaging update.
Additional Required Labratory Fee has Increased
For Father, Mother & Child

+ 100% Accuracy
o 2 Day Standard Testing
+ Quick Online Results

Reveal DNA Patemity Test Collection Kit includes three buccal (cheek) swabs each for the alleged father, the
child, and the biclogical mother (her testing is optional). Two swabs are to be used with each testing; the third
swab is an extra. Additional persons may also be tested for an additional fee.



reveal DNA Paternity Test ‘¢a

(eveal M@« ROS

home test system

\ write a review
DNA paternity test ——
testresults 00% accurate our price: $26.
+ 100% accuracy - guaranteed! \ in stock
s Forfather mother&chid & -~
+ 2day standard testing special offers

+ Quick online results®
Click & Save: buy 2 save 20% on 2 select Reveal and TruChek
home tests

/ s patetmtytesl
B : ., 445 faborat S
[ R b’/ quantity: |1 | add to bag @

rofqod.tumble |

(> view larger image save to your list™ »

%) see more from HomeChek

Please Note: Product received may temporarily differ from image shown due to packaging update.
Additional Required Labratory Fee has Increased
For Father, Mother & Child

+ 100% Accuracy
o 2 Day Standard Testing
+ Quick Online Results

Reveal DNA Patemity Test Collection Kit includes three buccal (cheek) swabs each for the alleged father, the
child, and the biclogical mother (her testing is optional). Two swabs are to be used with each testing; the third
swab is an extra. Additional persons may also be tested for an additional fee.



reveal DNA Paternity Test ‘e

&Veal el ev 0 REON

home test system

: write a review
DNA paternity test e
testresults100% accurate our price: »20.
+ 100% accuracy - guaranteed! \ in stock
Forfather motheréechild. g% . ”
+ 2day standard testing /ﬁ i
+ Quick onfine results®

Click & Save: buy 2 save 20% on 2 select Reveal and TruChek
home tests

quantity: \i add to bag o

u’&&

f < atemlt test
- p y
* 545 laboratory fee
[TEST THE PIZZA MAN.... ' (required) addiional
NOT YOUR BABY’S FATHER! | L
,“ .

view larger image

save to your list™ »
see more from HomeChek
NOU ARE HOT ‘ Please Note: Product received may temporarily differ from image shown due to packaging update.

S8BT THE FATHER!

Additional Required Labratory Fee has Increased
For Father, Mother & Child

+ 100% Accuracy
o 2 Day Standard Testing
+ Quick Online Results

Reveal DNA Patemity Test Collection Kit includes three buccal (cheek) swabs each for the alleged father, the
child, and the biclogical mother (her testing is optional). Two swabs are to be used with each testing; the third
swab is an extra. Additional persons may also be tested for an additional fee.



Products related to this item
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< ancestry

AncestryDNA: Genetic
Ethnicity Test, Ethnicity
Estimate, AncestryDNA
Test Kit...

Y e fr iz 76,197

$99.00 (599.00/Count)

vprime

o
— —\(,
Genetrace DNA Twin
Test - Confirm Whether
Twins are Fraternal or
Identical - Lab Fe...

. ¢ 6 ¢ & @)
$149.00

($149.00/Count) vprime
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Genetrace DNA
Maternity Test - at-
Home DNA Test Kit for
Mother and Child - Lab...
1 2 6 ¢ ¢ &
$149.00

{$149.00/Count) vprime

|
Genetrace DNA
Aunt/Uncle Test - at-
Home Collection Kit for
Avuncular Testing...
AR AT 3
$149.00

($149.00/Count) vprime

Dante Labs MyGenome
Sequencing Test | 100%
of Your DNA Analyzed |
Most Advanced and...
$400.00

0 with coupon

Embark | Dog DNA Test |
Breed & Health Kit |
Breed Identification &
Canine Genetic ...

i #fily 15,090
$159.00 ,prime

24Genetics
et

Q

24Genetics - DNA
Ancestry Test Kit - 1500+
Regions Worldwide -
Genetic Testing - In...
TSIy 4
$149.00
($149.00/Count) vprime
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Direct-to-Consumer Testing

* Laboratory/manufacturer marketing to consumer

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

* Order tests without a physician

* Menu may be limited by state laws — varies by location
* Blood collected onsite

* Sent to CLIA certified lab for analysis

* Results mailed back to patient or available online

* No physician interaction

VANDERBILT &/ UNIVERSITY
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Home | Contact Us | Partnership Programs

CONVENIENT & ACCURATE

Steroid Abuse ON SITE STEROID ABUSE
Urine Test Kit URINE TEST KIT

PRODUCTDETAILS ~ FEATURES & BENEFITS  REGISTER YOURTEST  VIEW YOUR RESU FAQs WHERE TO BUY

s |doenfieny

INTRODUCING STEROIDCONFIRM™ b

the first on site steroid abuse test for parents and sports trainers

SteroidConfirm™, the accurate and affordable diagnostic anabolic stercids test for convenient use in the
home, workplace or schoal, utilizes the most sophisticated, sensitive and technology available.

SteroidConfirm™ enables sports trainers, employers and parents to test individuals who they suspect may be
abusing steroids. Simply take a urine sample at home, in the workplace or at school, and mail to our laboratory
using the pre-paid FedEx Clinical Pak. You have the option to perform either a confidential or

professional test.

Using Liquid Chromatograph Tandem Mass Spectrometry (LC/MS/MS), the most sensitive and

sophisticated technology available for the steroid testing community, SteroidConfirm™ can accurately quantify = o) deonfier
substances well below the cut-off levels. PR —

ﬁﬂI(lD(‘.‘i.’ll'chIRI'n‘l“|| TESTS FOR ﬁTU RES & BENEFITS

commonly abused anabolicagents including:

# Convenient collection kit for use in the home, school or workplace

# 1-Androstendicl # 1-Androstendione ) ) ) L .
# Innovative specimen collector design minimizes leakage during
# 4-Androstendicl # 4-Androstendione tranzportation
* 5-Androstendicl * S-Androstendione # Use of LC/MC/MC technolegy for highly accurate results
# Bolasterone # Bolandiol [Norandrostendisl) ) .
# Comprehensive testing
* Boldicne # Boldenone Laborat 1 2-Dav FedEx shioping included
# Calusterone » Clenbuteral (anabolic agent) ¢ -EbarEtory and Sroay FRARK Shipping inclues
+ Clostebal + Danazal # Medical Review Officer (MRQ) Report for a complete interpretation of

results
# Dehydrochlormethyltestosterone  * Desoxymethyltestosterone
+ 57-Dihvdrotestost + Drostandiol # The option to do a confidential test (for heme use) or a professional
* ar-Lihydrotestosterans ¢ Hrostandio test (for school, workplace and business use). Please note: confidential
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Food Sensitivity
Comprehensive Test

L8 .8 8 & ¢

Learn how your body

responds to 204 different

foods

Register kit @

Topics: Women's Fertility STl Testing Food Sensitivity Colon Cancer co

Everlywell News and Info

Are Everlywell tests covered by FSA/HSA?

Key Points

» Everlywell can give you an itemized receipt for a kit you order (as long as the kit has been

registered). You can then submit that receipt for FSA/HSA reimbursement.

* Many FSA/HSA benefits coordinators consider Everlywell tests to be qualified medical expenses
(as defined by the IRS).

* Some FSA/HSA benefits coordinators, however, might deny reimbursement - so consider
checking with your benefits coordinator to see if your FSA/HSA covers Everlywell's tests before

purchasing.

» To get an itemized receipt for your Everlywell test, simply send an email to

contact@everlywell.com (include your order number in the email).

So you've got some money in an FSA/HSA account - but now what? Can you use it to get any of

Everlywell's at-home lab tests or online telemedicine option?

Whether you open a Flexible Spending Account (FSA) or Health Savings Account (HSA), you're
Vi basically opening a savings account - that comes with tax benefits - to use specifically for healthcare
expenses. This includes expenses that are part of your health insurance plan, like deductibles and

copays, but you can also use the funds to cover qualified medical expenses.

STD Tost - Fomale Women's Heslth Test m"

STD Test - Female Women's Health Test

L8 8 & & ¢ 1 8. 8.8 & 4

Screen for 6 common Measure 11 key biomarkers

sexually transmitted known to play an important

infections role in a woman's overall
health

Nutritional Health

Discover new nutritional essentials for

a healthier you.

@ 7 tests

% 5 supplements

Shop »

]

-
Hﬂ»ohﬂf'ﬂl g.::g:.:.;

| Metabaliam Test #

Metabolism Test
1 8 8. & & ¢

Measures three hormones
that can affect weight and

energy levels
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1-800-384-4567

HOME | FORBUSINESS FORINDIVIDUALS | EDUCATION CENTER |

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

: LIS WHEN .
YO U WA NT Your Health®

TO KNOW NOW

LATEST NEWS

MOST POPULAR TESTS

= Indiana Franchisees featured on IndyStar o Allet
ividuals/ (® Congratulates ¢

FIND A TEST

- e
ESPANOL ?'“ 7 3 P
T oo

ABOUTUS | LOCATIONS | CONTACT US

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 d Drugs 2 Paternity/DNA ﬁ STDs

WE TEST LABWORK,
NOT CREDIT LIMITS.

Why pay more for your labwork?
[ ANY LAB TEST NOWE* offers
4w~ affordable pricing on over 8,000
medical lab tests.

ABOUT US

ANY LAB TEST NOW® is the first direct
access lab testing services company,



Genetic Direct-to-Consumer
Testing

%) mygenomebox’

* Ancestry and heritage @
* Predisposition X

— Type 2 diabetes Vel

— BRCA1/BRCA2 <

— Celiac disease (new)

— Late-onset Alzheimer’s disease

ancestryHealth
— 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, morning sickness
* Personality — aptitude, wine match, neuroticism, loneliness

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER



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 of 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

VANDERBILT §/ UNIVERSITY

MEDICAL CENTER



Recent Trends in Genetic DTC Tests

 Human genome discovery, Ancestry, gained 10 million users (2017 — 2019); 23 and Me
gained 10 million users in 2019 alone, more than doubling previous 5 years

e Early adopters genealogy enthusiasts looking to fill family trees rushed to take tests, but
concern over privacy of personal information keeping potential customers away

* Asof January 2020, 3 companies (Arivale, Everlywell Inc, Vinome) have closed or
suspended operation and Ancestry.com and 23 and Me have cut workforce (by more than
100 jobs or 14%); Arivale used genetics to find a disorder, while Everlywell offered food
sensitivity testing and Vinome matched clients to wine based on genetics

* Genetic predisposition testing for dozens of diseases and traits have changed little. Family
history is better predictor of disease risk than genetics for most and deciding action for
troubling result is confusing. Customers don’t know what to do with genetic results.

VANDERBILT UNIVERSITY
MEDICAL CENTER



On-Demand Healt

 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 (also added molecular
POCT at neighboring walk-in clinic)

— Controlled environment for POCT and reagent storage
Demand for coronavirustess soars at

— Eyewash and biohazard disposal facilities B ot i
— Ensure operator training and competency

Chicago hospitals set up testing tents, cancel non
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Theranos in Turmoil
Continuing coverage of the blood-testing startup's rise and fall

* In AZ, Theranos successfully lobbied for law allowing labs to provide
blood tests directly to patients without involvement by doctors, who
are trained to question unusual results

 Gov Doug Ducey signed the law at Theranos’ lab in Scottsdale in April
2015, citing Ms. Holmes’ “devotion to serving and empowering
patients with new and improved technology”

e Spokesman Daniel Scarpinato said AZ governor “continues to support
citizens having access to their personal medical information, and other
providers are currently operating under this reform”

7‘
\ 7 UNIVERSITY
ANDERBILT §/ UNIVERS i
MEDICAL CENTER



Challenges with Clinical Correlation

 Multiple reasons for why a test result may be positive or
negative, need for clinical correlation

* Home menopause kits — measure FSH, but FSH levels
poorly correlated with symptoms; stress, not eating
regularly, and drinking alcohol can cause missed periods
and elevate FSH; should also look to progesterone and
estrogen levels (low in menopause)

* Home sperm counts — fertility and post-vasectomy —
detect sperm protein or color label DNA and trigger
positive around 20 million/mL but fertility also related
to sperm motility, vitality (# alive) and morphology not
measured by home tests!

VANDERBILT &/ UNIVERSITY
MEDICAL CENTER



Pharmacist 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!)

VANDERBILT §/ UNIVERSITY
MEDICAL CENTER
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The New Wave of Healthcare (or is it?)

* Doctors making house calls
 POCT available for onsite testing!

- " >

New York House Cal
R DOCTOR 1IN THE §

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

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

Nkl

Elite House | Call VLD.

VANI

”’h}'Sl\“i.sn\"
EEAMIL)

Doctors

Making Housecalls
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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 | f Kronos
WEIGHT LOSS OPTION Nursing

Starbrite

Star Panel

Vanderbilt Health OnCall

Download app Giving
We are a nonprofit, academic medical

institution relying on generous support to
0000 translate discovery into better health.




Vanderbilt Health OnCall

Rest where you are while we come to you.

* A nurse practitioner comes @
directly to the patient’s home, & |
office, or hotel Q ——
* After patients request an O,
appointment, patients receive a — ke | |
non-emergent focused @ﬂ . (B
assessment, point of care lab ‘ con oo oo
testing and ﬁl"St dOSG k.(‘_?ﬂ VANDERBILT APP BRINGSMEDICAL PROFESSIONALS TO YOU ‘I 5

medication delivery within two
hours of their request

VANDERBILT E; HEALTH

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER


https://www.youtube.com/watch?v=d7h4rvEaA98

Future of POCT

Smartphone attachments

« Glucose apps analyze and phone
results to physician

uChek for urinalysis

Pregnancy tests that call/Bluetooth phone

for interpretation assistance/timing

Breathalyzer ETOH

IHRST' i

Pregnancy PR®

Digital Pregnancy Test & App Access

24/7 Cycle & Pregnancy
Support From Your Phone*
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Eyeglasses e
(lactate, glucose) 0N 1)

Smart contact lens | e
(glucose)

Mouthguard
(uric acid)

N Graphene-based
tooth sensor

Chem-phys hybrid -
sensor patch
(lactate, ECG)
Integrated
sensor array '
(lactate, glucose) /
Wearable diagnostics | 4. {Iﬁ—‘f‘{g
(cortisol, IL-6) -

Self-powered textile-
based biosensor
(lactate)

VANDERBILT E’ UNIVERSITY
MEDICAL CENTER

(bacteria)

Microfluidic
sensor
(lactate, glucose)

Nanomaterial-
based patch
(glucose)

lontophoretic
patch biosensor
(glucose)

Kim et al Nat Biotech 2019:;37:389-406
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CAUTION

BUYER
BEWARE!

Proceed At Ovwn Risk

Enter the date of vour last period

Tell it when you last had sexual intercourse

Check off the symptoms you’'re experiencing, such as naunsea or fatigne
Indicate the types of birth control you're using, if any

Pregnancy Test

No need to urinate, ladies. Just stick your thumbs on the screen and this app lets you
know if you've got a bun in the oven. You can even get an ultrasound by rubbing your
phone against your belly to see if you've got a girl, a boy, triplets, or an alien. Disclaimer:
Results not accurate. ($0.99; iPhone, iPod touch, iPad)

VANDERBILT §/ UNIVERSITY
MEDICAL CENTER

&%) DOCTOR
YV DIAGNOZER

You have completed the test!
You are pregnant in:

16 %

Result: It is very unlikely that you are pregnant. We
suggest visiting a doctor because symptoms you have
may be connected with some desease.

Be aware the test do not confirm or discount a standard
pregnancy test and cannot replace an ultrasound
diagnosis.

To conduct pregnancy test with your phone, for blackberry users
just dial **18p# send and place it on the woman’s belly and wait
for a few seconds, you will definitely see the screen of your phone

with the following displaying boldly;

B+0.1 Which means one week pregnant

B+0.2 Which means two weeks pregnant
B+ CL3 Which means three weeks pregnant
B+1 Which means one month pregnant
B+2 Which means 2 months pregnant
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Summary
 POCT is expanding to a variety of settings

e New healthcare trends allow the consumer to take
charge of their health in privacy of their home

* Not all tests perform as advertised

 Consumers should seek professional advice when in
doubt

* Many factors can affect a test result — preanalytic,
analytic, postanalytic

* Options exist for consumers to have test conducted in a
CLIA lab — pharmacies, minute clinics, home collection
kits, and doctor house calls as an alternative to direct-to-
consumer testing

VANDERBILT &/ UNIVERSITY
MEDICAL CENTER



Thank you
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