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Getting
the most from
this guide

There are two simple ways to request
information about the products and services
found in Physicians Office Resource.

1. Go to www.PhysiciansOfficeResource.com and enter the
four-digit reference number found next to the product or ser-
vice into the search field, then request additional information,
schedule a demo, or speak with a sales agent all with just a
simple click of a button.

2. Find the Business Reply Card in this issue, circle the desired
reference numbers, complete the form, and drop into any
USPS mailbox. A representative will contact you as quickly as
possible to answer your questions.

www.PhysiciansOfficeResource.com
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POINT OF CARE

TRANSFORM PATIENT SATISFACTION

Abbott AND PRACTICE EFFICIENCY.
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CLIA Waived Tests: CMP,
BMP, Lipid Panel, Lipid Panel
Plus, General Chemistry,
Kidney Check, Renal Panel,
MetLyte 8 and Electrolytes

piccolosz2

hemistry analyzer

Fast—Results in minutes, accelerating patient care decisions.
Accurate—Lab-accurate results for a wide range of tests.*
Versatile—Comprehensive CLIA-waived menu available.
Simple—Intuitive function to improve operational efficiency.

Convenient—Have test results during office visit, increasing patient satisfaction.

To learn more, contact your Abbott Point of Care representative at 888-893-0335,
your distribution representative, or visit www.pointofcare.abbott

*2016 Proficiency Testing Results, American Proficiency Institute, www.api-pt.com [Piccolo Xpress]. See cartridge information at www.pointofcare.abbott [i-STAT.

i-STAT Part No: 04J60-20 Waived Kit, 04J48-50 Moderately Complex Kit, 06F20-20 Waived Analyzer, 04P75-03 Moderately Complex Analyzer
Piccolo Xpress Part No: 07P05-50 Piccolo Xpress with 3YR Serv, 07P05-51 Piccolo Xpress with SYR Serv

©Abbott Point of Care Inc. 400 College Road East, Princeton, NJ 08540 www.pointofcare.abbott

For in vitro diagnostic use only. This material is intended for a U.S. audience only.

i-STAT is a trademark of Abbott. 3032.REV1 07/20 POR Ad - Abbott POC i-Stat/Piccolo
Piccolo Xpress is a registered trademark of Abaxis, Inc. and distributed by Abbott Point of Care.
Abaxis 888-3355 Rev A
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TOP 7 CRITERI R CHOOSING
A CHEMIS NALYZER

When working with limited resources, such has time, m ace there
are some essential characteristics you should look for sing your
first or replacement chemistry analyzer. After all, having the right chemistry
nalyzer can provide you with one of the fundamental tools you should have in
your practi ut with a variety of chemistry analyzers on the market today,
what sho e looking for? With the help of physician office lab expert,
Barry take a look at some of the most important criteria when
selecting a chemistry analyzer.

_'i:_t' -
POINT-OF-CARE TESTING IN THE HAVE YOU INTENTIONALLY OR
PHYSICIAN’S OFFICE: IMPROVING OUT- UNINTENTIONALLY BECOME A HIGH
COMES AND REDUCING COSTS COMPLEXITY LAB?
Whether it’s diagnosing vitamin D deficiencies, managing There may be circumstances when laboratories consider
thyroid disorders or monitoring prostate cancer, one clear the option to modify an FDA-cleared or approved test
motivation for performing diagnostic testing in-house is system. These may be due to the specific needs of the
the ability to minimize return patient visits for medical population served; or based on cost/benefit analyses of
decision-making, thereby enhancing patient care. instrumentation and reagent use...

4 | PHYSICIANS OFFICE RESOURCE



TOXICOLOGY SCREENING

SIMPLIFIED

Comprehensive
toxicology menu
now with 14
CLIA' categorized
moderately
complex assays.

ImmTox-270

IMMTOX" 270 BENCHTOP ANALYZER

Toxicology screening solutions for physician
offices, treatment centers and laboratories.

COMPLETE
LABORATORY SOLUTIONS

From consultation, to licensure
and compliance, the Abbott
= Compact footprint Clinical Lab Solutions team

= Quality products, service and reliability has you covered.

= 25 assay menu

= Up to 270 tests per hour

CONTACT ABBOTT CLINICAL LAB SOLUTIONS.
CALL 888-831-6850 | EMAIL: CLS_SALES@ABBOTT.COM

1. Clinical Laboratory Improvement Amendments (CLIA)

© 2020 Abbott. All rights reserved. All trademarks referenced are trademarks of either the Abbott group of companies or their respective owners. Ab'b tt
Any photos displayed are for illustrative purposes only. MKT52247 REV1 08/20 o



CHEMISTRY ANALYZERS

Toxicology Screening Simplified
Abbott’s ImnmTox 270 Benchtop Analyzer
Now with 14 assays CLIA Categorized as
Moderate Complexity

From Abbott

The ImmTox270 benchtop analyzer offers comprehensive

toxicology screening solutions for physician offices, treatment
centers and independent laboratories.

ImmiTox 270 i Broad test menu with over 20 assays to choose from including 14
that are now available as moderately complex.
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With complete laboratory solutions from consultation to
licensure, and compliance the Abbott Clinical Laboratory
Solutions team has you covered.

View Brochures, Videos & More ot POR.io
Enter Number 9303 in the Search Area

EASY, INTEGRATED WITH-PATIENT o
TESTING I-STAT SYSTEM - FSTAT
From Abbott Point of Care | .

The handheld i-STAT System offers a broad menu of diagnostic tests
at the patient’s side in just minutes. With just a few drops of blood,
the i-STAT System delivers real time, lab-accurate results for a wide

range of tests, including chemistries, blood gas, coagulation, cardiac

markers, and more. Minimize delays and wasted time with on-side
tests. Easy, intuitive operation.

For intended use and complete product information, visit pointof-
care.abbott.

For in vitro diagnostic use only. This material is intended for a U.S.
audience only. i-STAT is a trademark of Abbott. Physician Office Re-
source i-STAT Product Description — US 3064.REV1 08/20

View Brochures, Videos & More at POR.io
Enter Number 9304 in the Search Area

FULL COMPLEMENT OF CLIA-WAIVED
BLOOD CHEMISTRY TESTS PICCOLO
XPRESS® CHEMISTRY ANALYZER

From Abbott Point of Care

The Piccolo Xpress Chemistry Analyzer provides physician
offices with lab-accurate results for a broad range of CLIA-
waived general chemistry tests, including metabolic panels,
lipids, live, and kidney function, and more with just 100
microliters of blood. Easy to use, the Plccolo Xpress provides
results during a patient’s visit, accelerating treatment decisions,
increasing efficiency, and supporting patient satisfaction.
Automated quality control on every test helps ensure accuracy.

View Brochures, Videos & More at POR.io
Enter Numlber 9305 in the Secrch Area
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TO RECEIVE YOUR KITS, SUBMIT REDEMPTIONS ONLINE AT
osompromos.com

PROOF OF PURCHASE REQUIRED
ALL REDEMPTIONS MUST BE RECEIVED BY AUGUST 31, 2021

W

£OR swas ‘-'P‘“\

For more information, call 888-616-0537, Option 2 or visit us at osomtests.com

SEKISUI Diagnostics reserves the right to change, modify, or discontinue this promotion at its discretion. Please note that the value of the special
offer(s) the Customer may receive from the manufacturer under this program is a discount or other reduction in price to Customer under Section
1128B(b)(3)(A) of the Social Security Act (42 U.S.C. 1320a-7b(0)(3)(a)) and 42 C.ER. 1001.952(h). Accordingly, Customer shall disclose this and any
other discounts or other reductions in price received under this program under any state or federal program which provides cost or charge-based
reimbursement to the Customer for the products and services purchased under this program. \alid for U.S. end users only, excluding Puerto Rico.

DIAGN@OSTICS
© 2021 SEKISUI Diagnostics, LLC. OSOM® and QC Inside® are registered frademarks of SEKISUI Diagnostics, LLC.
Because every result matters™ is a trademark of SEKISUI Diagnostics. Because every result matters™
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CHEMISTRY ANALYZERS

DRUGS OF ABUSE TESTING AND
ROUTINE CHEMISTRY PANELS ON A
SINGLE ANALYZER

From Carolina Liquid Chemistries

Carolina Liquid Chemistries Corp. announces the successful
launch of Medica Corporation’s high-speed benchtop analyzer,
the EasyRA®. The updated analyzer now operates at a
photometric rate of up to 240 tests per hour or up to 480 tests
per hour with ISE. The EasyRA urine drug screening and general
chemistry reagents are CLIA categorized as moderately complex.
This all-in-one system allows clinical laboratories to screen for
drugs of abuse in urine while also allowing healthcare providers

to assess routine chemistry panels on a single analyzer.

View Brochures, Videos & More at POR.io
Enter Number 9307 in the Search Area

PENTRA C400 CHEMISTRY
ANALYZER
From HORIBA Medical

One benchtop, not a whole lab! No water system, drain or
special electrical connected required to operate the Pentra
C400 chemistry analyzer. Now you can have the power of
a floor model analyzer on the benchtop! The Pentra C400
chemistry system processes up to 420 tests/hr including
ISEs and offers routine metabolic assays, TDMs, DAUs and
Adulterants, HbAlc and Vitamin D tests. With 40 open
channels, you can add much more for a complete menu to
meet your practice needs.

View Brochures, Videos & More at POR.io
Enter Numlber 9308 in the Secrch Area
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ENVOY500+ DELIVERING PROVEN
RESULTS IN CLINICAL CHEMISTRY
From EliTechGroup

The fully automated Envoy500+ is designed to deliver the
performance of a large floor model analyzer but provides the
cost efficiency of a benchtop analyzer (TPH approx. 490).

It enables accurate treatment decisions sooner. Envoy500+
delivers savings the laboratory requires with the following
features positive sample and reagent identification, clot
detection, liquid level sensing, dry ISE module, reusable glass
cuvettes, and many more.

View Brochures, Videos & More at POR.io
Enter Number 9309 in the Search Area



CLIA WAIVED

FULL COMPLEMENT OF CLIA-WAIVED
BLOOD CHEMISTRY TESTS PICCOLO
XPRESS® CHEMISTRY ANALYZER

From Abbott Point of Care

The Piccolo Xpress Chemistry Analyzer provides physician
offices with lab-accurate results for a broad range of CLIA-
waived general chemistry tests, including metabolic panels,
lipids, live, and kidney function, and more with just 100
microliters of blood. EAsy to use, the Plccolo Xpress provides
results during a patient’s visit, accelerating treatment decisions,
increasing efficiency, and supporting patient satisfaction.
Automated quality control on every test helps ensure accuracy.

View Brochures, Videos & More ot POR.io
Enter Number 9310 in the Search Area

LAB-ACCURATE RESULTS P
FOR ACR AND HBAIC I n—"
From Abbott '

With its compact size and panel of tests, the Afinion 2
system is ideal for point-of-care testing in physician offices,
clinics, community health centers and hospital out-patient
clinics. From just a small urine or fingerstick whole blood
sample, lab-accurate results for ACR and HbAlc are made
available during the consultation.

AFINION ]

View Brochures, Videos & More at POR.io
Enter Number 9311 in the Search Area

BD VERITOR™ PLUS SYSTEM
From BD Veritor™

The BD Veritor™ Plus System is a portable, easy-to-use, testing
solution for SARS-COV-2* Flu A+ B and other respiratory tract
infections that delivers results in 15 minutes or less. It features
two analysis modes that adapt to your workflow, online
education tools, and optional reporting capabilities including
the BD Synapsys™ Informatics Solution—making it the point-of-
care diagnostic tool you won’t want to be without.

*EUA authorized by FDA

View Brochures, Videos & More ot POR.io
Enter Number 9312 in the Search Area

2021, ISSUE 4 | 9



FEATURE

Chemistry
Ahalyzer
for a POL

A PHYSICIANS OFFICE RESOURCE DISCUSSION WITH
BARRY CRAIG OF LABORATORY CONSULTING, LLC

10 | PHYSICIANS OFFICE RESOURCE



Last fall, we experienced a deep and early fr: 3
and unfortunately, I wasn’t paying attention to the weather

and failed to remove my garden hose from the outside of my
house. The water froze within the hose and into the hose bib
(the outside faucet that you connect your hose to. Yeah, I didn’t
know it was called that either). The expanding ice in the line
caused the hose bib to burst within our house. Luckily, our
basement isn’t finished so there wasn’t any real damage except
to the hose bib which had split. The fix didn’t look too difficult,
I figured it would be a quick and inexpensive job, so I called

a plumber to come out and give me an estimate. Boy, was I
shocked to see those numbers come back! I couldn’t believe it
would cost so much to have such a small repair fixed. Being the
frugal, or as my wife calls me, cheap, man that I am, I set out

to try and fix it myself. I did some research on the internet and
bought a top-of-the-line hose bib, then called my father-in-law
who is quite handy and explained my situation. Just hoping to

get some coaching through the repair process, I was surprised
when my father-in-law said he had a specific tool that could
help get the job done and would bring it the next time he was
in town. The next time he was in town, we cut the pipe, insert-
ed the new hose bib and utilized my father in law’s tool called

a throw press to connect the ends of the new hose bib and the
old pipe. The whole process took less than 10 minutes. Because
of my father-in-law’s tools and knowledge I saved hundreds of
dollars on that small repair. I know many of you are thinking,
what does all this have to do with choosing the right chemis-
try analyzer for my lab? Well, luckily for us, we have someone
like my father-in-law that is extremely knowledgeable about
the physician office lab space. Barry Craig has over 25 years of
experience and worked with hundreds of POLs. For this article,
we've tapped into his knowledge and experience to help you as
you select a new chemistry analyzer.

2021, ISSUES | M
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When thinking about adding or
replacing a chemistry analyzer
to your lab, I’'m sure many of you
have asked questions such as:

I'm I outsourcing tests that I could easily do in my office with
the right chemistry analyzer?

Would having the right chemistry analyzer provide a better
patient experience?

Can having the right chemistry analyzer help generate addi-
tional revenue?

When working with limited resources, such has time, mon-
ey, and space there are some essential characteristics you
should look for when choosing your first or replacement
chemistry analyzer. After all, having the right chemistry
analyzer can provide you with one of the fundamental tools
you should have in your practice. But with a variety of
chemistry analyzers on the market today, what should you
be looking for? After talking with a Barry, here are his top
criteria and questions to ask yourself and sales rep when
selecting a chemistry analyzer:

1. Service

This was the top criteria on every industry expert that I
spoke with. How good is said company’s service? Do they
answer promptly? Do they guarantee a service or repair
call within 24 hours of notification? Are the repair people
employees and factory trained or are they “contracted”
repair people with no affiliation to the company that makes
the instrument? Are parts readily available or do you sit
for weeks waiting on a part from overseas? The answers to
these questions can make your break your experience. Ask
for referrals of other labs that they have worked with. If they
are confident in their service abilities, they should have no
problem connecting you to another pleased customer.

2. Cost

The cost of the instrument is just the beginning. How does
the instrument, reagents, calibrators, and controls cost com-
pare to others in the market? The cheapest may be cheap for
a reason. How much will the service contract cost once the
warranty runs out?

3. Performance

As the question suggests, look at the performance of your
proposed instrument by examining its performance on PT
testing. How well does it score to comparable instruments?
Does it have only a few units in use or hundreds? The more
units in use, the better it should score on the PT events.

| PHYSICIANS OFFICE RESOURCE

Even if only a few units are listed, look at the performance
first. Fewer units doesn’t mean it is not a well-made instru-
ment, it may just be newer to the market. Ask for references
for sites already using the instrument. Try to find units in
use independently and not who the sales guy suggests you
call.

4. Ease of use

Does it have a multitude of maintenance steps daily? Does
it require constant replacement of tubing, filters, etc.? Does
the instrument program easily or do the operational steps
take a lot of time? How thorough is the training for the
instrument?

5. Reliability

Check with as many sources as possible to determine the
“downtime” factor. It does not matter how pretty it is, or
how cheap it is if the machine is not working. Not running
means not billing. Check with the sales guy, the company
that makes the machine, anyone who can help you find
units that have been in operation for a while.

6. Test Menu

What type of tests are you planning on running? Make sure
to review the test menu with your rep to verify that your
most common tests are included. Certain CLIA Waived
units are great for POLs because they have a smaller
footprint and run many common tests. However, if you're
looking for a greater variety of tests make sure to look at
other benchtop units that require a Compliance Certificate
from CLIA.

7. Volume

You should always look at your current test volume. Re-
member, you cannot suddenly increase your number of
tests. If you currently don’t have a chemistry analyzer, the
send out history will tell the tale of whether you need to
move up, stay pat, or fold. If you’re looking to replace an
existing chemistry unit, realize, if you are only running

a small volume now or sending out a small volume to a
reference lab, you may not have enough testing to warrant
purchasing a larger unit. Figure out your break-even point
on cost and then look at how many tests you actually send
out or perform.

These are just a handful of criteria when choosing a chem-
istry analyzer, there will be more that you will want to
consider, but these will provide a good foundation as you
make your decision.

We would like to offer a big thanks to Barry Craig and his
insights for helping us with this article. Barry is a trusted
voice within the lab industry with over 25 years experience
and hundreds of labs helped.



Clinical Systems GROW WITH
CONFIDENCE

Scalable Chemistry Solutions for
the physicians office laboratories

P Reliability and consistency

The performance and quality are designed into

the complete system across all key components:

- analyzer & software
- liquid stable reagents

- calibrators & controls
- ISE (lon-Selective Electrode)
- remote diagnostics

ENVOY500+

Larger volume

- 20-80 patients per day

Inquire about our r‘E E
PROGRAMS E

Selectra Pro M

Mid-volume

- 10-40 patients per day

infoUS@elitechgroup.com

o. ELITechGroup

SelectraPro S EMPOWERING IVD

Compact www.elitechgroup.com
- 10-15 patients per day

ELITechGroup North America, 370 West 1700 South Logan, UT 84321 USA
ENVOY500+ is available in the USA only.



CLIA WAIVED

CLIA-WAIVED BIOFIRE® FILMARRAY®
RESPIRATORY PANEL (RP) EZ
From BioFire

The BioFire RP EZ accurately detects and identifies 14 viral and
bacterial pathogens—not just Flu A and Flu B—so you can provide
your patients with the right treatment, the first time. The test

is easy and can be performed right in your office or clinic, with
results in about an hour. The BioFire RP EZ is designed to run on
a single computer/instrument configuration (EZ Configuration) of
the BioFire® FilmArray® 2.0 System.
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View Brochures, Videos & More at POR.io
Enter Number 9316 in the Search Area

ACUCY INFLUENZA A&B TEST
From Sekisui Diagnostics

The Acucy™ Influenza A&B Test is for the rapid, qualitative
detection of influenza A and B viral nucleoprotein antigens from
both nasal and nasopharyngeal swabs. Utilizing the Acucy™
Reader in either the point-of-care or laboratory setting, workflow
flexibility is achieved with both Read Now and Walk Away
features. The combination provides clinicians with standardized
and definitive result interpretation.

View Brochures, Videos & More at POR.io
Enter Number 9317 in the Search Area

OSOM ULTRA PLUS FLU A&B TEST
From Sekisui

Stronger Clinical Performance Takes Lateral Flow Testing To The Next
Level. Providing superior rapid results at the point-of-care. Fast, easy,
cost effective so you can test and treat in one visit.

* High Performance- Equivalent or exceeding the performance of
reader devices, without the need for an instrument

* Results in 10 minutes

* OSOM® Custom Care- Exceptional Support/Training by licensed
medical technologists and experienced healthcare professionals

* Made in the USA

" View Brochures, Videos & More at POR.io
Enter Number 9318 in the Search Area
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WAYS TO START IMMEDIATELY
INCREASING REVENUE

Neuro-Cognitive

Testing (o515

- Medicare mandates yearly
cognitive assessment

- Takes 10-15 minutes to prep patient,
20 minutes to test

- Analyzes: brain health (EEG), brain
processing speed (Evoke Potentials),
heart health (EKG), mental health
(neuropsychology)

« Reimburses using 6 CPT codes,
National Average = $750 - $1000 per test

« Each test is processed into a fully-finished,
clinically actionable report

- Easy to understand biomarkers facilitate
more informed medical interventions,
such as biofeedback

SudoMotor
Testing s

(can be combined with ANS into 1 full system)

- Takes 3 minutes to analyze a patients’
hands and feet

- Provides a 1 page summary report

- Assesses peripheral nerve health
(c-fiber function) and asymmetry
between each hand and foot

- Reimburses $130/test (national average)

ANS Testing

(can be combined with SUDOMOTOR
into 1 full system)

« Takes less than 10 minutes to perform,
software provides verbal cues

« Tests for autonomic balance,
vascular health, physical/mental stress,
peripheral nerve health and other critical
hidden risk factors

« Reimburses $170/test using 3 CPT codes

« Provides a 1 page summary up to a full
24 page comprehensive report

Medical Device Depot

www.medicaldevicedepot.com

CALL TOLL FREE 877-646-3300

General reimbursement information is being provided only as of January 1, 2021 on an “as is” basis. Advanced Clinical Products makes no representations or warranties of any kind to the accuracy or
applicability of any content contained herein. The information does not constitute professional or legal advice on coding or reimbursement and should be used at your sole liability and discretion. All
coding, policies and reimbursement information is subject to change without notice. Before filing any claims, it is the provider’s responsibility to verify current requirements and policies with the payer"



CLIA WAIVED

OSOM® ULTRA STREP A TEST

From Sekisui Diagnostics

The OSOM® Ultra Strep A test is a color immunochromatographic
assay intended for the qualitative detection of Group A
Streptococcus antigen directly from throat swab specimens.
Shown to be not statistically different than single swab culture.
Sensitivity 95.7% and 100% Specificity. Includes two additional test
sticks for External QC. CLIA Waived..

0p]
D)
O
O
L
—
@)
2
O
O
ad
[l

View Brochures, Videos & More at POR.io
Enter Number 9322 in the Search Area

OSOM" BVBLUE®
From Sekisui Diagnostics

The OSOM® BVBLUE® detects elevated vaginal fluid
sialidase activity, an enzyme produced by bacterial pathogens
associated with bacterial vaginosis including Gardnerella,
Bacteroides, Prevotella and Mobiluncus. OSOM®

BVBLUE® is more sensitive than Amsel criteria providing
physicians with a more accurate diagnosis to treat and
minimize serious health consequences such as early
spontaneous preterm births and miscarriage.

View Brochures, Videos & More at POR.io
Enter Number 9323 in the Search Area

ULTRA HCG COMBO TEST
From Sekisui Diagnostics

The OSOM® Ultra hCG Combo test is a simple
immunoassay for the qualitative detection of human
chorionic gonadotropin (hCG) in serum or urine for the
early confirmation of pregnancy. Internal studies have
confirmed that the OSOM® Ultra hCG Combo test does not
have a false negative result from hCG variants providing
physicians with a higher level of confidence.
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View Brochures, Videos & More at POR.io
Enter Number 9324 in the Search Area
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GET BETTER OUTCOMES
WITH CRYOSURGERY

Your choice of a cryosurgical device has a big impact on
patient outcomes. CryoConcepts has the broadest line of
cryosurgical equipment in the world and our 28 years of
experience is built into every single product.

BETTER DESIGN. BETTER OUTCOMES.
BETTER FOR THE ENVIRONMENT.

Our world class products include: CryOmega®, a portable
pen-like device, CryoLab® Medical, a desktop-sized

cryo unit, and Histofreezer® FLEX, our next generation
canister that uses both cones and buds AND has the first
returnable canister that is better for the environment.

Ra: % A Virtual or In-Office Demo of

E] any of our products

~ All Things .

2 = N\ =1 % A FREE Lunch & Learn with our

3 \ COHCGDtS nationwide team of Cryo Experts

0 I - THE CRYO EXPERTS

o : T # A FREE E-book on better outcomes
s ¢ < www.CryoConcepts.com using cryosurgery in your practice

~ =
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COVID-19 TESTING

BD VERITOR™ PLUS SYSTEM
From BD Veritor™

The BD Veritor™ Plus System is a portable, easy-to-use, testing
solution for SARS-COV-2* Flu A+ B and other respiratory tract
infections that delivers results in 15 minutes or less. It features
two analysis modes that adapt to your workflow, online
education tools, and optional reporting capabilities including
the BD Synapsys™ Informatics Solution—making it the point-of-
care diagnostic tool you won’t want to be without.

*EUA authorized by FDA

View Brochures, Videos & More at POR.io
Enter Number 9327 in the Search Area

BIOFIRE® RESPIRATORY

2.1-EZ (RP2.1-EZ)' PANEL (EUA)' _
From BioFire |

SARS-CoV-2 is everyone’s top suspect, but many other respiratory bugs
can cause similar, overlapping symptoms. In your clinic, you can test

for 19 common respiratory pathogens, including SARS- CoV-2, with the
BioFire RP2.1-EZ Panel (EUA)*—now available under an FDA Emergency
Use Authorization. Syndromic testing means all it takes is one test

and just 45 minutes to round up SARS-CoV-2—and all the other usual
respiratory suspects.

1. This test is not FDA cleared or approved. This test has been authorized

by FDA under an EUA for use by authorized laboratories.

View Brochures, Videos & More at POR.io
Enter Numlber 9328 in the Search Area

FIRST EUA POINT-OF-CARE (POC/WAIVED/
FINGERSTICK) COVID-19 ANTIBODY TEST
NOW AVAILABLE

From Carolina Liquid Chemistries

‘ The Fastep® COVID-19 1gG/IgM Rapid Test Device by Assure Tech.,
distributed in the USA by Carolina Liquid Chemistries, has received
5 #p;;?f; FDA Emergency Use Authorization for use with fingerstick whole blood
"3';}::‘3”/’.'-’ specimens at the point-of-care, i.e. in patient care settings operating
‘ Z under CLIA Certificate of Waiver such as doctor’s offices, hospitals,
J«“f = urgent care centers and emergency rooms rather than having to be
= sent to a central lab.Refer to carolinachemistries.com for instructions

for use, fact sheets, FDA EUA letters, clinical performance studies, and
material safety data sheets. Not FDA cleared; only for emergency use

under Section 564(b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1), unless

authorization is terminated or revoked.

View Brochures, Videos & More at POR.io
Enter Number 9329 in the Search Area
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Memory loss biomarkers to aid in diagnosis

Clinically Valuable. Easy-to-use. Reimbursable.
FDA 510(k) cleared to aid in In-office assessment via $725 Medicare national
diagnosis of cognitive disorders  computational EEG/ERP average 2019'

eVox® Aids in Diagnosis
1in 3 cases of dementia could be prevented with early interventions?.

The eVox® System may help you detect, diagnose, and intervene early.

Ask about a special offer for POR readers! eV(ﬂ{%

MEUROSCIENCE

12019 NATIONAL AVERAGE MEDICARE PHYSICIAN FEE SCHEDULE, NON FACILITY SETTING https://www.cms.gov/apps/physician-fee-schedule/overview.aspx
Payment Policies Under the Physician Fee Schedule and Other Revisions to Part B for CY 2019 Final Rule.

?Boise L, et al. Am J Alzheimers Dis 1999;14:20-26.



CRYOSURGERY

HISTOFREEZER" FLEX
From CryoConcepts

This canister-based devices is the latest advance in portable
cryosurgery for the physician office. Its advanced design give
doctors the option of using cones or buds to deliver the cryogen
to the treatment site. There is no risk of cryogen splattering
during treatment and our cryogen stays colder versus other
products on the market which lead to better first time outcomes.
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View Brochures, Videos & More at POR.io
Enter Number 9331 in the Search Area

CRYOMEGA®
From CryoConcepts

This pen-like device is the perfect choice when low
entry costs, portability, and precise delivery are
critical to the practice. CryOmega® dispenses nitrous
oxide - the coldest portable cryogen and the pinpoint
tip allow physicians to effective treat the lesion site
without harming healthy tissue.

View Brochures, Videos & More ot POR.io
Enter Number 9332 in the Search Area

CRYOLAB® MEDICAL
From CryoConcepts

Cryolab is a desk-top sized unit that delivers cryogen and
employs pre-set spray times to ensure safe and effective
treatment. Our lighted wand can spray the cryogen from any
direction making it easier to treat all locations on the patient.
CryolLab® can dispense nitrous oxide or carbon dioxide allowing
physicians to treat cosmetically sensitive areas on the face, hands,
and chest with less trauma and downtime.

< View Brochures, Videos & More at POR.io
Z ) Enter Number 9333 in the Search Area
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Medical Equipment DEALS!

Tools for Increased Reimbursement & Office Efficiency at Discount Prices

EKGs with Interpretation

ADView 2 Vital Signs Monitor

@ - Bionet CardioCare 2000: $1,255.00
'|l 8

Schiller AT-2 Plus: $2,626.00*
*add Spirometry: $649.00
Burdick ELI 280: $4,088.00
Welch Allyn CP150 w/ Interp: $3,465.00
EMR-Compatible PC-Based Diagnostics
Cardio Resting EKG:
$1,895.00
Cardio Holter:

$2,995.00
Cardio Stress:
$2,995.00

———

Screener Audiometer

Only
$878.00

The Adview 2 is still the only truly
modular diagnostic station that grows
with your needs. Start with blood
pressure and choose temperature or
pulse oximetry option at the time of

purchase. Starting at $676.00

EMR-Compatible Spirometry
Listaaane PC Based and
Direct-to-Printer
Astra 300 USB*
$898.00
*Touch Screen

Display

i)

Pharmacy/VaccineRefrigerators & Freezers (Meets CDC and VFC guidlines)

Only
i, $1,245.00

Gold
Standard
AED

Refrigerators Freezers

B cu ft Refrigerator wf Solid Door 23 cu fit Stainless Steel Freezer
(ARSEPV): $1,284.00 (AFS23ML): $2,804.00

15 cu ft Refrigerator w/ Solid Door  LSR 2 cu ft -86°C Ultra-Low Temperature

(ARS15PV): §1,970.00 Chest Freezer (LSRC85-2): §5,459.00

Integrated Diagnostic System (Oto/Ophth heads are Included) Family Practice Exam Table

Coaxial Ophth, Fiber Optic Oto, Speucla
Dispenser, Aneroid BP, Wall Transformer
and Wall Board

without Thermometer: $979.00

with Thermometer: $1,416.00

A durable, reliable,
patient-friendly exam
table for any office.
Many base and
upholstery color
combinations.

“Lifetime Coaxial Ophth, Fiber Optic
Warranty on Oto and Wall Transformer Only $816.00
LED Bulbs without Specula Dispenser: $825.00

with Specula Dispenser: $866.00

Medical Device Depot

3]

CLIA Waived COVID-19 Test

CareStart SARS-CoV-2 Rapid Antigen Test (20 Tests)

As an intended point-of-care (FOC) designated test with a 10 min processing time,
CareStart COVID-18 Antigen Test allows effective screening of COVID-19 infection on a
large scale. Rapid results within 10 minutes. |dentify acute infection with 88.4% sensitivity

and 100% specificty. FDA & EUA approved!

Boost Your Revenue!
Neuro-Cognitive Testing for Primary Care Physicians

Analyzes (EEG) brain processing speed (Evoke Potentials), heart health (EKG) mental health
(Meuropyschology); Each test is processed into a fully-finished, clinically actionable report

that uncovers symptoms associated with dementia, anxiety, depression, PTSD, TBl and more.

CALL TODAY to ORDER: 877-646-3300

Our Price:

$299.00

Reimbursement:
Mational Average

$800




FLU TESTING

BD VERITOR™ PLUS SYSTEM
From BD Veritor™

The BD Veritor™ Plus System is a portable, easy-to-use, testing
solution for SARS-COV-2* Flu A+ B and other respiratory tract
infections that delivers results in 15 minutes or less. It features
two analysis modes that adapt to your workflow, online
education tools, and optional reporting capabilities including
the BD Synapsys™ Informatics Solution—making it the point-of-
care diagnostic tool you won’t want to be without.

*EUA authorized by FDA
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View Brochures, Videos & More at POR.io
Enter Number 9345 in the Search Area

CLIA-WAIVED BIOFIRE® FILMARRAY"®
RESPIRATORY PANEL (RP) EZ
From BioFire

The BioFire RP EZ accurately detects and identifies 14 viral and
bacterial pathogens—not just Flu A and Flu B—so you can provide
your patients with the right treatment, the first time. The test

is easy and can be performed right in your office or clinic, with
results in about an hour. The BioFire RP EZ is designed to run on
a single computer/instrument configuration (EZ Configuration) of
the BioFire® FilmArray® 2.0 System.

View Brochures, Videos & More at POR.io
Enter Number 9346 in the Search Area

RELIABLE DETECTION OF
STREP A, FLU A, FLU B AND RSV
From Cepheid

Cepheid’s GeneXpert Xpress® brings standardized
molecular testing to any healthcare setting. Employing

the highly accurate and easy to use lab in a cartridge
technology in every GeneXpert system, the GeneXpert
Xpress® is a true on-demand walkaway testing system that
provides accurate and reliable detection of Strep A, Flu A,
Flu B and RSV. Two or four-module configurations save
valuable bench space and reduce the need for multiple
testing platforms.

View Brochures, Videos & More at POR.io
Enter Numlber 9347 in the Search Area
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FLU TESTING

ACUCY INFLUENZA A&B TEST
From Sekisui Diagnostics

The Acucy™ Influenza A&B Test is for the rapid, qualitative

9348 detection of influenza A and B viral nucleoprotein antigens from
both nasal and nasopharyngeal swabs. Utilizing the Acucy™
Reader in either the point-of-care or laboratory setting, workflow
flexibility is achieved with both Read Now and Walk Away
features. The combination provides clinicians with standardized
and definitive result interpretation.

SNO04 10oNndodd

View Brochures, Videos & More at POR.io
& Enter Numlber 9348 in the Search Area

SILARIS™ INFLUENZA A&B TEST
From Sekisui Diagnostics

A molecular test utilizing polymerase chain reaction (PCR) technology providing
accurate results for early diagnosis and proper management
of influenza.

Accurate
v Molecular Results

vV State-of-the art microfluidic cassette technology %
v PCR test using proprietary OscAR™ Technology

Affordable

v Single Test Diagnosis

v Controls in every kit

v Molecular reimbursement (CPT Code 87502)

Simple

v Easy to Use

v Compact portable dock with no calibration required
v Room temperature storage

View Brochures, Videos & Mores at POR.io
Enter Numlber 9349 in the Secrch Area

OSOM ULTRA PLUS FLU A&B TEST
From Sekisui

Stronger Clinical Performance Takes Lateral Flow Testing To The Next
Level. Providing superior rapid results at the point-of-care. Fast, easy,
cost effective so you can test and treat in one visit.

* High Performance- Equivalent or exceeding the performance of
reader devices, without the need for an instrument

* Results in 10 minutes

*« OSOM® Custom Care- Exceptional Support/Training by licensed
medical technologists and experienced healthcare professionals

* Made in the USA

" View Brochures, Videos & More at POR.io
Enter Numlber 9350 in the Search Area
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HEMATOLOGY ANALYZERS

MICROS HEMATOLOGY ANALYZER
WITH 3-PART DIFFERENTIAL
PLUS THE LITEP™

From HORIBA Medical

Is it viral or bacterial? A CBC with 3-part differential can
provide the clues to help distinguish between viral and
bacterial infections before you decide to treat. The Micros 60
Hematology analyzer provides a CBC with 3-part Diff result in
less than 60 seconds using only 10 uL of sample. Connect to
the Lite®™ Patient Data Management System for an affordable
way to consolidate patient results to one report.

View Brochures, Videos & More at POR.io
Enter Numlber 9351 in the Secrch Area
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TURN SMALL PLACES INTO SMART
SPACES
From Abbott

With reduced budgets, shrinking laboratory space and
staffing challenges, many laboratories need a solution that
lets them work smarter with less. The CELL-DYN Emerald
22 AL is a full performance, automated optical 5-part
differential analyzer that delivers smarter results for small to
midsize clinical laboratories.

« Compact Design

* Walkaway Functionality

« Ease Of Use

* Smart Safety Features

View Brochures, Videos & More at POR.io
Enter Number 9352 in the Search Area

CELL-DYN EMERALD HEMATOLOGY
ANALYZER
From Abbott

CELL-DYN Emerald is a 3-part differential hematology analyzer
that offers high performance in an affordable, compact design
that provides reliable and accurate patient results every time.
As a smaller operating laboratory, you need a solution that
offers reliable results. CELL-DYN Emerald provides results in
under 65 seconds. CELL-DYN Emereald’s small size, simple
touch screen software and reliability offer an easy-to-use, truly
compact table/bench top instrument for easy performance in
your laboratory.

View Brochures, Videos & More at POR.io
Enter Numlber 9353 in the Search Area
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Abbott

FAST AND EASY.
ACCURATE RESULTS EVERY TIME.

CELL-DYN EMERALD

Compact, easy-to-use 3-part differential hematology analyzer provides you with proven methods and

technology, including electronic impedance, absorption spectrophotometry, electronic valves, cyanide-free
lyse reagent, LCD color touch screen and USB ports.

COMPACT DESIGN

Conserving valuable laboratory workspace with a small footprint
and only 2 reagents plus on-board cleaner.

EASE OF USE

+ Decreasing manual entry errors and increasing compliance by
use of barcoded reagents

+ Reducing hands-on time with touch-free scheduled daily a

maintenance, startup and shutdown | = ! " CEWDYN

FLEXIBLE USER INTERFACE

+ Improving use and easing training of software functions with
color touch screen and numeric keypad

« Providing positive patient identification with barcode reader for
specimens

RELIABILITY

Helping you keep your commitments

OPTICAL 3-PART DIFFERENTIAL

Delivering comprehensive results for your doctors and patients

Learn how the CELL-DYN Emerald 22 can help
your laboratory operate more efficiently at:

CORELABORATORY.ABBOTT/HEMATOLOGY

©2020 Abbott. All rights reserved. All trademarks referenced are trademarks of either the Abbott group of companies or their respective owners.
For in vitro diagnostic only. Refer to the Operator’s Manual for operational precautions, limitations, and hazards.

ADD-00074091 12/20.



ASSESSING AND MONITORING ..

COVID-19 PATIENTS. L&

Urgent care facilities, primary care practices, and other outpatient settings
at the front lines of the COVID-19 pandemic need on-site testing solutions
to support patient assessment and monitoring. With-patient testing can lead
to better healthcare performance by facilitating decisions that can optimize
patient outcomes in real time, improving the quality of patient care.

For facilities treating COVID-19 patients, having rapid, accurate diagnostic
test results may be useful when assessing or monitoring patients for:

e C-Reactive Protein (CRP)
Levels may be elevated in COVID-19 cases, especially severe cases.>*

e Liver, Kidney and Cardiac function
Elevated levels of the following biomarkers may be indicators of
COVID-19 severity:**%
- Alanine Aminotransferase (ALT)!%1720-27
_ Albumln (ALB 16,19-22,25-27
- Aspartate Aminotransferase (AST)!61719-2125-26
- Creatine Kinase (CK)!0182022-24
- Creatinine (CREAT)!62223.2527
- Total Bilirubin (TBILI)!6202527

ON-SITE TESTING MADE EASY: PICCOLO XPRESS?®

The Piccolo Xpress portable diagnostic analyzer offers a full complement
of blood chemistry tests, including CLTA-waived tests.
Get accurate results in minutes, at the point-of-care.

SEE A LIST OF KEY PICCOLO XPRESS PANELS ON BACK. }

———

piccolo7#s

hemistry analyzer

For in vitro diagnostic use only.

The Piccolo Xpress does not

directly diagnose COVID-19.



CLIA-WAIVED PANELS

Comprehensive Metabolic Panel
e 2 Na+, K+, CI-, tCO,, Ca, BUN, Crea, Glu, 21
g ALB, ALP, ALT, AST, TP, tBIL, eGFR* '

KEY PICCOLO XPRESS PANELS.

MODERATELY COMPLEX PANELS

BioChemistry Panel Plus
ALB, ALP, ALT, AMY, AST, BUN, Ca,
Crea, Glu, GGT, TP, UA, CRP, eGFR*

MetLyte Plus CRP

Na+, K+, Cl-, tCO,, BUN, Crea, Glu,
CK, CRP, eGFR*

Hepatic Function Panel

MetLyte 8
UMMM Na+, K+, Cl-, tCO,, BUN, Crea, Glu, TR
- CK, eGFR* E :
Liver Panel Plus
[EITEEEEE  ALB, ALP, ALT, AMY, AST, GGT, T
i tBIL, TP 3
*Calculated

ALB, ALP, ALT, AST, tBIL, dBIL, TP

To learn how the Piccolo Xpress portable diagnostic analyzer can help
transform your patient care, contact your Abbott Point of Care
Representative or visit www.pointofcare.abbott
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of Liver Diseases, Released: April 7,2020. CLINICAL IN-
SIGHTS FOR HEPATOLOGY AND LIVER TRANSPLANT
PROVIDERS DURING THE COVID-19 PANDEMIC.

2. Guan WJ et al. medRxiv preprint 2020; doi: https://doi.org/10.
1101/2020.02.06.20020974

3. ChenNetal. Lancet 2020; 395: 507-13 ; https://doi.
org/10.1016/5S0140-6736(20)30211-7

4, CaoW etal. medRxiv preprint 2020; doi: https://doi.
org/10.1101/2020.02.23.20026963
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11 Zhou S et al. AJR 2020; 215:1-8; doi.org/10.2214/AJR.20.22975
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0rg/10.1101/2020.02.11.20022053
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400 College Road East, Princeton, NJ 08540
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www.pointofcare.abbott
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POINT-OF-CARE TESTING IN
THE PHYSICIAN'S OFFICE

Improving Outcomes and Reducing Costs

BY SEKISUI DIAGNOSTICS

Whether it’s diagnosing vitamin D deficiencies, managing thyroid
disorders or monitoring prostate cancer, one clear motivation for
performing diagnostic testing in-house is the ability to minimize
return patient visits for medical decision-making, thereby enhanc-
ing patient care.

The average physician’s office sends out a range of samples

for testing by hospital, central or reference labs. However, the
expanding presence of on-site POLs demonstrates that diag-
nostic testing at the point-of-care (POC) can improve patient
outcomes while reducing practice costs and creating additional
revenue opportunities. These are several key reasons for start-
ing up a POL. Some other reasons include:

o Healthcare reform and patient-centered care

2 Technological advancements (faster, easier-to-use devices)
o Laboratory staff shortages

o Increasing older population and more chronic disease

« Rising incidence of lifestyle diseases (e.g., cardiac, diabetes)
o Increasing trend toward healthcare decentralization

» Long-term savings

« Rural locations with limited lab services

In many cases, bringing some of these outsourced tests in-

house can offer other benefits to doctor’s offices, including:

o Increased Efficiencies: allows the practice to function more
efficiently, with improved staft efficiency & lower labor costs

« Convenience: allows the physician to deliver results in person,
face-to-face, which can foster better patient understanding,
retention, and compliance

» Marketplace Differentiation: can provide a competitive
advantage for the practice to differentiate it from other
practices

o Improved Quality of Care: eliminates the risk that the patient
does not return in a timely fashion

o Improved Practice Sustainability: requires less patient record
review from previous visits

MACRA: What this means to the POL

The Medicare Access and CHIP Reauthorization Act (MA-
CRA) will change how Medicare pays for physician services.
Most physicians will be paid under the default track of the new
program known as the Merit-based Incentive Payment System
(MIPS).MIPS Provides incentives and penalties of Medicare
professional service payments based on quality and cost perfor-
mance vs. volume of procedures/tests performed.
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Because MACRA rewards clinicians for value over volume
same day point-of-care testing can improve two key MACRA
objectives: outcomes and quality of care. Diagnostic tests such
as Flu, Strep, PSA, Fecal Occult Blood (for colorectal cancer
screening) and others are all tests which address MACRA
quality measures and move patients along the road to recovery
faster while reducing health risks. (SOURCE: https://qpp.cms.
gov/mips/quality-measures

To Learn more about the full Quality Pay-
ment Program visit: https:/gpp.cms.gov/

Physicians’ Office Point-of-Care Testing:
Getting Started

When considering what tests to bring in-house, youll need
to have a thorough understanding of what would be required
- from upfront costs, space & staffing, to time or training if
upgrading to moderately complex testing.

Once a comparative value of advantages and disadvantages has
been explored, your office can make a determination of which
tests would be good candidates for your in-house Physician
Office Lab.

A Review From a Healthcare Provider

Miramont Family Medicine is a mid-size physician’s office in

Colorado that was seeking a way to provide the highest-qual-

ity care while maintaining the lowest-cost services to their

patients. When Miramont Family Medicine adopted their

Patient-Centered Medical Home (PCMH) model - implement-

ing a Physician Office Laboratory (POL) was key part of the

model. Their goals were to:

 Improve patient outcomes

o Improve their patients experience, by ensuring patients receive
the necessary care when and where they need it

o Provide greater patient convenience,

« Improve practice efficiency and productivity

Miramont found that using their POL resulted in patients re-
ceiving their test results during their office visit, which ensured
they immediately received their diagnosis and care regimen.
Also, Miramont found that utilizing their on-site POL signifi-
cantly reduced staff labor costs from the 20 minutes it used to
take to prepare and send out tests to only 10 minutes per test.

Want to Learn More About Physician Office Labs?
The Sekisui Diagnostics team understands what medical prac-
tices need to effectively create and run a POL and can provide
them with a comprehensive product line for point-of-care
testing.

Learn more at
Visit sekisuidiagnostics.com/about-us/contact-us/
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How a Point-of-Care
POL Works

While there are key differences in each med-
ical practice, there are some commonalities
among the requirements for a POL: startup
funds, appropriate space, staff to train and

allocate to testing, and a sufficient test-
ing load to make it feasible and profitable.
Among these requirements the top three
considerations are:

SPACE

While a physician’s office may not require a large
space for a lab, it will require a dedicated space.
In some cases, a large closet may suffice. The lab
space must have electrical outlets and running wa-
ter - and be located away from food prep or eating
areas. You’'ll need to ensure there is enough room
for a person to maneuver with tabletop instruments,
a sink, and a refrigerator in easy reach to optimize
efficiency.

Your practice will need to have staff that can learn
to operate the equipment and perform the test pro-
tocols. This may or may not require additional staff,
since bringing technology in-house to perform diag-
nostic testing will likely lead to an overall increase in

labor efficiency.

Determining which tests to offer in-house will be
driven by the particulars of your practice. Standard
test menus which are ordered routinely in a general
medical practice may include:

General chemistry (CMP, BMP, lipid profile, CPK,
lipase, iron panel, uric acid, HbA1C, urine microalbu-
min and others)

Hematology (CBS, PT/INR, D-dimer, ESR)
Rapid tests (Flu, Strep, IFOB, Trichomonas, BV, hCG)

Immunochemistry (TSH, free T4, PSA, testoster-
one, vitamin D, troponin, myoglobin, BNP, RPR, HIV,
Hep-C and others)

Whether your practice is looking to perform
CLIA-waived assays or moderately complex
assays, it’s important to find a diagnostic test
supplier that can address a broad assortment
of testing solutions, including instrumentation,
assays & supplies.



VACCINE FREEZERS and REFRIGERATORS

[ Built-in readout for current & high/low temperature Optimized efficient performance for stable temperature
Audible & visual high/low temperature alarms Eco-friendly natural refrigerants for a greener footprint

Solid & Glass Door Refrigerators From 1 to 15 Cu.ft.  Refrigerators & Freezers From 23 to 49 Cu.ft.

H T | —_ oy Refrigeration designed
| ; - and purpose-built for

| i pharmacy, medication,
and vaccination

applications to support

— === +/-1°C variation derived from the maximum
deviation of an NTC sensor in a 1 oz. vial
located nearest the champer geometric
center during a 24 hour test period

| i == = meeting CDC/VFC
vaccine storage
1 - guidelines @
| 1 ! y E
iy S— =
v

Advanced Temperature Control & Durable Performance 2]
Intelligent microprocessor digital temperature controller :
At_:ljl_Jstab_Ie operating ct_)ntrol range from +2 ?o +8°(? ] Avnces Extonded p— oA o
Digital display of the min/max temperature in Celsius or Fahrenheit Temporature  Warranty Alarms Option = —
Password protected control parameters beyond setpoitn wid
Optimized forced air cooling for excellent stability & uniformity with rapid recovery (@}
Open door and high/low temperature alarms - o
Factory installed lock conveniently located towards the top of each unit Design for Eco- Fully Featured
Adjustable shelving can be spaced in ¥2” intervals for flexible storage Pororaing,  Frlendy e N o)

Pharma-Vac Refrigerators C

e oy gt W et Dot PRICE B O

ARS1PV 1 cu.ft. 21.5" 17.5” 19.5” White 865.00 % :
ARG1PV 1 cu.ft. 21.5” 17.5” 207 Glass 878.00 H o
ARS3PV 3 cu.ft. 33.75” 18.5" 19” White 965.00 g = —
ARG3PV 3 cu.ft. 33.75” 18.5” 19.5” Glass 969.00 ¢ v
ARSG6PV 6 cu.ft. 32.5” 23.5” 24.5" White 1,060.00 g m
ARG6PV 6 cu.ft. 32.5” 23.5” 257 Glass 1,072.00 5’ E
ARS8PV 8 cu.ft. 50" 23.38” 24.5" White 1,284.00 ‘E (-
ARG8PV 8 cu.ft. 50” 23.38” 257 Glass 1,349.00 : o
ARS12PV 12 cu.ft. 61.75" 23.38” 24.5" White 1,788.00 E S
ARG12PV 12 cu.ft. 61.75” 23.38” 257 Glass 1,801.00 ) :
ARS15PV 15 cu.ft. 72" 23.5” 24.5" White 1,970.00 § i —
ARG15PV 15 cu.ft. 72" 235" 25" Glass 1,983.00 g 'IG
Pharma-Lab Refrigerators =
Accucold Capacity Height Width Depth Door PRICE 'c
ARS23ML 23 cu.ft. 83.75 27.5 31 (1) Stainless 2,466.00 o
ARG23ML 23 cu.ft. 83.75 275 31 (1) Glass 2,811.00 S
ARS49ML 49 cu.ft. 83.75 55.25 31 (2) Stainless 3,634.00 .": Q_
ARG49ML 49 cu.ft. 83.75 55.25 31 (2) Glass 4,186.00 w —
L] —
Pharma-Lab Freezers > (©
Accucold Capacity Height Width Depth Door PRICE (-
AFS23ML 23 cu.ft. 83.75 275 31 (1) Stainless 2,804.00 o
AFS49ML 49 cu.ft. 83.75 55.25 31 (2) Stainless 4,299.00 G

Choosing the Right Sized Unit

Below are a few handy steps for determining the ideal refrigerator size for your clinic:
Estimate the maximum number of doses of Match your maximum doses with the minimum
publicly-provided vaccine and privately cubic feet needed to safely store your vaccine

purchased vaccine that will be in your

refrigerator. Max. Doses  Minimum Cubic Ft.
. . Add the number of doses on i 877-646-3300
Refrlgerator. 2,000+ doses may need more than one refrigerator

hand (current inventory) from

your last order form. 1000-2000 40 cu.ft
Public Vaccine - 900-1000 36 cu.ft
Private Vaccine +_ 801900 21-23 cu.ft M d' l D ° D t
Total doses = 701-800 17-19.5 cu.ft e lCa e U lce epolnc
Multiply (max inventory) x1.25 400-700 11-16.7 cu.ft
Maximum doses =
— 100-399 4.9-6.1 cu.ft

www.medicaldevicedepot.com



HEMATOLOGY ANALYZERS

MICROS ES 60 HEMATOLOGY ANALYZER
WITH 3-PART DIFFERENTIAL
From HORIBA Medical

Simple to use and easy to maintain with a zero maintenance
concept, the Micros ES 60 is a small tabletop hematology
analyzer with an integrated data management system. The
analyzer provides a CBC with 3-part differential result in less
than 60 seconds using only 10 pL of sample. Connect to the
Lite®™ Patient Data Management System for an affordable way to
consolidate patient results to one report.
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View Brochures, Videos & More at POR.io
Enter Numlber 9357 in the Search Area

PENTRA XLR HEMATOLOGY
ANALYZER WITH 5-PART
DIFFERENTIAL

From HORIBA Medical

The Pentra XLR hematology analyzer with autoloader
provides a CBC with 5-part Diff result using proprietary =
technology that ensures an accurate count and differential P /I FEEE, R
on the first run. The Pentra XLR also provides a complete \
menu of Retic parameters for treating oncology and
anemia patients. The autoloader processes 80 samples an
hour and provides random continuous access for medium-

to high-volume clinics and rural or community hospitals.

View Brochures, Videos & More at POR.io - e o ~
Enter Number 9358 in the Search Area

PENTRA 60 C+ HEMATOLOGY
ANALYZER WITH 5-PART
DIFFERENTIAL

From HORIBA Medical

Now you can have the same results hospitals and
reference labs provide in a small, benchtop analyzer.
The Pentra 60 C+ hematology analyzer provides a
CBC with 5-part differential result using proprietary
technology that ensures an accurate count and
differential on the first run. Reduce repeats and reflex
to the microscope with Pentra hematology technology.

View Brochures, Videos & More at POR.io
Enter Number 9359 in the Search Area
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IMMUNOASSAY ANALYZERS

e — FULLY AUTOMATED QUANTITIVE
IMMUNOASSAY ANALYZER
From Sekisui Diagnostics

The FastPack® IP System is a fully automated quantitative
immunoassay analyzer designed for use in the Physician
Office laboratory. Utilizing sophisticated chemiluminescence
technology, the FastPack® IP System provides the capability
to produce complex immunoassay results in 12 minutes

or less with a push of a button. Menu includes Vitamin D,
Testosterone, TSH, Free T4 PSA and hCG.

SNO04 10oNndodd

View Brochures, Videos & More at POR.io
Enter Number 9360 in the Search Area

THE NANOENTEK FREND IMMUNOASSAY SYSTEM
From NanoEnTek

The NanoEnTek FREND Immunoassay System provides Vitamin
D, TSH, fT4, PSA, and Testosterone results in minutes with a

no cost placement program. Complete all 5 tests in less than

20 minutes for same visit patient consultation. PSA and TSH
results are available in 3 minutes or less. Imagine having a new
source of revenue with improved practice efficiency and patient
satisfaction. Thoughtfully designed, with your practice in mind.

View Brochures, Videos & More at POR.io 5 ——
Enter Number 9361 in the Search Area —

LABORATORY SERVICES

MEDICUS LIS

-y From Medicus LIS

edim"\l : - If you are considering in-house lab testing, including Covid-19

-
! testing and required reporting to state agencies, connecting
g S LR y Lab to LIS and EHR makes the process of test orders to

/I/I completed results much easier. Providers receive test results
- - A posted to patient charts in real-time, expediting patient

care, saving time, money and even preparing for lab test

Medicus PEC LIS EHR . N . .
reimbursement goals. Link Your Lab with Medicus LIS today!
I Contact us: 888-643-8081 sales@medicuslis.com
- 0 00 = View Brochures, Videos & More at POR.io

Enter Number 9362 in the Search Area
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SPIROMETRY

PORTABLE, SINGLE CLICK
OPERATION SPIROMETER
From MicroDirect

The MicroDirect SpiroUSB many features include single
click operation of all main functions, full ATS/ERS test
quality checks, real time Flow/Volume and Volume/
Time traces, a choice of child incentive displays, choice
of predicted values, estimated lung age, pre/post
bronchodilator comparisons and can be used on multiple
PC’s with dongle software protection key. The child
incentive display and ATS quality checks ensure maximal
results every time. Use with a laptop for true portability.

View Brochures, Videos & More ot POR.io
Enter Number 9363 in the Search Area
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MICRO 1 SPIROMETER
From MicroDirect

Specifically designed for situations where low cost
precision spirometry measurements are required, the Micro
| Spirometer measures the following parameters FEV1, FVC,

PEF, FEF25-75, EEV6, FEV1/FVC, FEV1/FEV6, FEF25 and
FEF25 that cn be displayed along with percent predicted and
post bronchodilator comparisons and provide an optional
printout if needed. Extremely lightweight and portable
making it suitable for hospital outreach clinics, bedside
screenings, health fair screenings and other situations where
remote testing is required.

View Brochures, Videos & More at POR.io
Enter Number 9365 in the Secrch Area

SPIROMETRY IS EASY
From MicroDirect

Unless the equipment is easy to use, it will not be fully
utilized by your staff. The MicroLab and MicrolLoop are
menu driven via a large graphic display and the test takes
less than five minutes to perform. The easy-to-read reports,
quality checks and built-in interpretation assist with

your diagnosis. Your office sees patients with indications
for spirometry on a daily basis. Accurately and quickly
diagnosis them so you can properly treat them.

View Brochures, Videos & More at POR.io
Enter Number 9366 in the Search Area
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It’s Important - Spirometry is the gold standard for the
diagnosis and management of both asthma and COPD.

It’s Good Medicine - Your patients are correctly diagnosed
and treated more accurately and conveniently in your of-
fice. The earlier you detect the disease; the easier you can
treat it.

It’s Easy - A spirometry test takes less than five minutes to
perform.

imbursable and will pay for itself within the first year of
purchase.

It’s Safe - The SpiroSafe filter is single use viral/bacterial
filters that helps to protect your patients and staff. It is
>99% effective against viral and bacterial cross-contami-
nation.

Why Micro Direct? - Micro Direct’s spirometry experts will
help you choose the right spirometer and then FULLY sup-
port your staff from training on how to use the spirometer
through billing questions; and all Micro Direct spirometers
are backed by a 30-day money back guarantee.

- It’s Good Business - Office spirometry is third party re-

A Micro Direct, Inc.
=y 803 Webster Street
ENNIVERSER Lewiston, ME 04240
SRS 1-888-287-8556
Mlcro sales@mdspiro.com

Dir ect www.mdspiro.com
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HAVE YOU INTENTIONALLY OR
UNINTENTIONALLY BECOME A
HIGH COMPLEXITY LAB?

BY IRWIN Z. ROTHENBERG, MBA, MS, CLS(ASCP),
TECHNICAL WRITER /QUALITY ADVISOR, COLA RESOURCES, INC.

There may be circumstances when laboratories consider the op-

tion to modify an FDA-cleared or approved test system. These
may be due to the specific needs of the population served; or
based on cost/benefit analyses of instrumentation and reagent
use; or based on the logistics of in-house testing capabilities.
CLIA allows clinical laboratories to modify their FDA-ap-
proved tests, and even to develop their own tests, known as
laboratory-developed tests (LDTs), as long as they follow the
requirements to validate the performance characteristics of
their modified or in-house developed tests.

However, it is important to realize when considering modifica-
tion of a test procedure that the modified use of a test system
defaults the test to the high complexity testing category under
CLIA regulations, and as a result, the testing site must meet

all applicable CLIA requirements for high complexity testing.
These requirements include establishing performance specifi-
cations that validate that the LDTs, and the modified standard
methods are fit for the intended use, and that the lab has per-
sonnel qualified to perform high complexity testing. Thus, de-
cisions to modify test procedures or use must be made with full
awareness of the consequences for the laboratory operation.

What does test system “modification” mean?

Modification means producing results via test systems not yet
approved by the FDA; as well as applying these test results in a
way other than that described in the intended use, precautions,
limitations, or other sections of the manufacturer’s instruc-
tions.

MODIFICATIONS TO EXISTING FDA-APPROVED
TEST SYSTEMS INCLUDE:

1. Using instruments / kits for testing that have not received
approval from the FDA for use in the United States, even if
widely used in other countries.

2. Using reagent / instrument combinations that do not have
FDA approval. This might mean using reagents from manu
facturers different from those of the instrument, and which
are not listed by either the instrument or reagent
manufacturer as approved for use by either.

3. Deviating from manufacturers’ directions for performing

the tests.

4. “Off-label use”: utilizing the test in a manner not yet
approved by the FDA.

A special note about “Off-label Use” of waived blood glucose
monitoring systems:

Using a waived blood glucose monitoring system (BGMS) to test
a patient whose hematocrit or oxygenation level is above or be-
low the range indicated in the manufacturer’s instructions would
be an example of an “off- label use” of this system. Results of
blood glucose testing in this situation may lead to clinical inter-
ventions that could cause patient harm. If the patient’s hemato-
crit and oxygenation level are within the manufacturer’s stated
limits, then performing a glucose test using the waived glucose
monitoring system would not be considered off-label testing and
the test system would still be considered waived.

(New) Laboratory Developed Tests (LDTs)

In the past, these have also been referred to as “in-house” tests.
These are tests that have been developed, evaluated and vali-
dated by the laboratory itself. Often, a laboratory will choose
to develop and use an LDT because a commercial test is not
available to meet their needs. LDTs generally have not been
subjected to FDA oversight because these diagnostic tests are
never sold to other laboratories or hospitals. Historically, LDTs
comprised a relatively small volume of testing intended for use
in diagnosing rare diseases or to meet the specific needs of a
local patient population.

There can be several reasons why a commercial test has not
been developed for a particular analyte or disease of interest.
For example, many LDTs are genetic tests developed for rare
diseases. These are also diseases affecting only a small subset of
the population, thus reducing the incentive for a manufacturer
to develop a commercial version because the market for such a
product would be small, without a potential decent return on
investment.

Even one modified test system will change your
laboratory to a testing facility that must meet all
applicable CLIA requirements for high-complexity
testing
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If your laboratory is CLIA waived, and you modify a
waived test system, the modified test system must now
meet all applicable CLIA requirements for high complexity
testing. These include added requirements for Proficiency
Testing, the establishment of Performance Specifications,
Quality Control, Quality Assessment, and adherence to high
complexity personnel qualifications. Laboratories with a
CLIA Certificate of Waiver (COW) that are using modified
test systems will need to upgrade to a CLIA Certificate of
Compliance (COC) or a CLIA Certificate of Accreditation
(COA), if they continue to use modified test systems; this
includes required biennial on-site inspections.

If your laboratory is a moderate complexity CLIA facility,
and you modify a moderate complexity test system, this
test system also defaults to the high complexity testing cat-
egory and will require the modified test system to meet all
applicable CLIA requirements for high complexity testing,
including the establishment of performance specifications,
and adherence to high complexity personnel qualifications.
No change in compliance or accreditation certificates would
be needed.

High Complexity Testing requirements include:
1. The Establishment of Performance Specifications

A key requirement of the CLIA regulations for all labora-
tories that modify an FDA-cleared or approved test system
is to establish (validate) performance specifications for that
test system (i.e., accuracy, precision, analytical sensitivi-

ty, analytical specificity including interfering substances,
reportable range of test results, reference intervals and any
other performance characteristic required for test perfor-
mance).

The FDA requires that modified or lab developed tests pro-
vide target values for test results and provide evidence for
the expected ranges as well as information on test limita-
tions and other factors that could generate false results.

The validation results include a statement as to whether the
method is fit for the intended use. The needs of the customer
define the intended use of the method. If all the data quality
objectives are met as indicated by the data collected, the
method is considered as validated.

Note: State and local jurisdictions vary in how they regu-
late laboratory testing. Some have requirements governing
testing, personnel licensure, or phlebotomy. The person
overseeing testing should ensure that all state and local re-
quirements are met. When state, local, and federal require-
ments are not the same, follow the strictest requirement that
applies to your site.

Validation standards set by accreditation organizations may
also meet or exceed those set by CLIA, including standards
regarding evaluation of lab-developed tests. Participating
laboratories must meet these standards and criteria as well.
2. More Stringent Personnel Requirements

PHYSICIANS OFFICE RESOURCE

The personnel standards for high-complexity laboratories
are appropriately more stringent than the requirements for
moderate-complexity facilities. There are five positions that
must be filled in high-complexity labs:

A. Director;

B. Technical supervisor;

C. General supervisor;

D. Clinical consultant, and

E. Testing personnel.

A significant commitment in resources may be needed to
fulfill these requirements if the laboratory is not a high com-
plex facility already.

Detailed CLIA personnel requirements for high complexity
testing can be found at http://www.mass.gov/eohhs/docs/
dph/clinical-lab/clia-lab-qualifications.pdf

The decision: whether to continue using your modified or
laboratory developed test procedure or not?

This requires you to perform a cost / benefit analysis, taking
into consideration the following:

Does the modification of your test procedure change the
complexity of your laboratory from waived or moderate
complexity to high complexity? Is it worth all the attendant
CLIA requirements for high complexity testing, including
additional types of personnel, higher levels of personnel
qualifications, more stringent performance specifications,
additional quality control procedures, and even a new a
CLIA classification for the laboratory?

If you are already a high complexity laboratory, consider the
cost of establishing additional performance specifications,
and the need for added personnel who are qualified to per-
form high complexity tests.

Irwin Z. Rothenberg is a Technical Writer/Quality Advisor for COLA’s Educa-
tional subsidiary, COLA Resources, Inc. (CRI), a leader in online continuing
education for physicians, laboratory personnel, and allied health profession-
als. CRI offers continuing education through online courses, informational
products in both electronic and hard copy form, webinars on cutting-edge
technology and regulatory issues, and CRI on-site Symposia for Clinical
Laboratories, providing live educational sessions and interactive workshops
with leading industry organizations. For more information, visit their website
at www.criedu.org or call 1-800-981-9883.

Endnotes
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et us help you
make COVID-19 testing
and daily compliant reporting
to state and federal
agencies easy!

Point-of-Care Physician Office Urgent Care & Pain Management
Testing Laboratories Emergency Centers Laboratories

Cost-effective, Easy to Use Lab Data Management and Compliance Software Solutions
POC to High Complexity Testing
Automatically manage patient lab test orders to completed results

Connect to EHR - post results to patient chart
Document lab compliance requirements - QC and patient results all in one place

Instruments of Choice Medicus POC LIS EHR

-‘”"Z,ﬁ,..ﬁa Medicus
s | — eaic lIS
N

Link Your Lab

For more information, please call 888.643.8081 or email sales@medicuslis.com medicuslis.com



Track down
SARS-CoV-2 and
18 other bad bugs.

The new BioFire® Respiratory 2.1-EZ
(RP2.1-EZ) Panel' covers COVID-19
detection in your clinic.

SARS-CoV-2 is everyone’s top suspect, but many other respiratory
bugs can cause similar, overlapping symptoms. In your clinic, you
can test for 19 common respiratory pathogens, including SARS-
CoV-2, with the BioFire RP2.1-EZ Panel—now available under an
FDA Emergency Use Authorization.'-2

Syndromic testing means all it takes is one test and about 45
minutes to round up SARS-CoV-2—and all the other usual respiratory
suspects. Rapid answers on a broad range of pathogens can
inform patient management and alleviate patients and staff alike.
What'’s your frontline solution into respiratory season and beyond?

To learn more, visit biofiredx.com

BIO FIRE

B Y B I OMETRIEUX

Syndromic Testing: The Right Test, The First Time.

1. This test has not been FDA cleared or approved. This test has been authorized by FDA under an EUA for use by authorized laboratories. This test has been authorized only for the detection and differentiation of nucleic
acid of SARS-CoV-2 from multiple respiratory viral and bacterial organisms. This test is only authorized for the duration of the declaration that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.

2. For use with the CLIA-waived BioFire® FilmArray® 2.0 EZ configuration.
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