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Your Syphilis Authority

Expertise Industry Firsts
- RPR - Mercury Free
- VDRL - EDTA, CPD or CPDA-1
CDC Licensed Synthetic Formula _ Liquid Controls
-TPHA - Screwcap Lids
- Syphilis Reference Panels - Warp Resistant Cards
- Custom Kits and Controls - Extended Dating

- ASiManager-AT™
RPR Digital Analyzer
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Presenter
Presentation Notes
So… why would we claim proudly we are “Your Syphilis Authority” and put it on our banners, literature and letterhead?
We have earned the right to claim this…  and it has been an interesting  marketing 

Know internationally and do business providing RAW MATERAILS
FINISHED KITS… MULTIPLE LABELS IN THE MARKET.

We have a great relationship with the CDC as you will see in more detail, we are one of the only companies in the world to manufacture and sell VDRL developed and licensed by the CDC.  It has properties which make it the finest product available.

We have been THE market leader in all new developments and others have followed.
.


ASI| RPR Card Test for Syphilis

e Superior readability

e Carbon antigen supplied in screw
cap vials
— no glass ampoule to break

« Three level liquid controls included . @
« Cards plastic coated on both sides ‘ I

( L ;L,J
D j{_j{: 3

— warp resistant

""”"“1
\._.-'\_

« Complete kit — everything needed to .
perform the test is included Iin the kit

* Long dating

— up to 24 months
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Presentation Notes
GIVE OUT A CARD,
NEW kit photo
Controls… can be separated


RPR Testing

PROs CONs
« CDC recommendation e Subjective interpretation
* Proven reliability  NO image storage or
« Cost effective retrieval
technology  Eye fatigue
e Easy-to-use e Transcription errors
e Solution for all size e Data management

laboratories
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Presentation Notes
As you know serology testing has Pros and Cons… (like anything)
The subjectivity, difficult specimens
Low quality cards and reagents used by some manufacturers make it harder.
Techs are pushed for productivity and accuracy
We know we have a very HIGH value LOW cost solution for the menu we offer
For the FIRST TIME, Serology testing can be documented, saved, archived and recalled
There is the RIGHT SPOT for such an analyzer:  After we show you… you will see we have a solution for any laboratory.



ASI Kit Validation Report

=

SLabGorp

l P N
Validation Report
For RPR P A B
(ASI KIT)
ESOTERIC DEPARTMENT ASI 215 {0
(New) N C | D |
Validation Performed By: Agnes Madolid
0 100
Validation Accepted By: Michael Mahoney, MD
Relative Sensitivity 100%
Relative Specificity 100%
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Note… their techs did great…

Show LabCorp Summary… this slide is a representation of the findings performed by LabCorp in 2006

We want your business… your serology and techs will be happier and we believe we will save you dollars.






LabCorp Evaluation of ASI RPR

* “More defined endpoint”

o “Clearer, easier to read”

« “All testing materials included”

o “Coated cards resist warping”
 “Thicker cards easier to handle”

e “More defined test card wells”

* “One part number, packaging superior”
e “Convenience - ready to use controls”
* “Superior readability”

LabCorp Esoteric Dept. Raritan, NJ
ASI Kit Validation
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It is hard to see the glass shards but see ampule (ampoule) top as provided in BD

VS ASI kit

One of the many benefits your users identified in your study.

But there are many other Benefits to the ASI kit and working with ASI 


Combined CAP, AAB, and API Surveys
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Over a 4 year period…

ASI continues to grow… total ASI among all surveys

We manufacture, Cardinal, Immunostics, Fisher Sure-Vue (biokit)

We have been getting our growth from BD


Centers for Disease Contral and Prevention

Weekly / Vol 680/ Ma, 5

Discordant Results from Reverse Sequence Syphilis Screening —
Five Laboratories, United States, 2006-2010

CTR rocommends yphelis serdepic scteening sith 3 nent- dlimretesd apsime lipeadsd sntigeni releasad fram dansged

alls and p

Monmeponemal snokedy
ol e fecrion and in lar

A upilis, wuggs
4 5 higher percenr

LS, Dhepartment of Health and Humaes Services

Cratiry Fit D Condred aniaf Prinyiilicen

CDC recommends the
traditional algorithm
with reactive
nontreponemal tests
confirmed by
treponemal testing.

*Discordant Results from Reverse Sequence
Syphilis Screening --- Five Laboratories, United

States, 2006—2010
MMWR February 11, 2011
www.cdc.gov/mmwr/preview/mmwrhtml/mm6005al.htm
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Created a real BUZZ in the STD community
CDC Recommends RPR Traditional Test Algorithm
Huge opportunity and great timing for ASI… given the solution we now have….
Discordant result issue detailed does not happen with traditional algorithm because only nontreponemal-reactive sera are tested with trep test.


http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6005a1.htm

CDC Letter to Colleagues
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 Dr. Gall Bolan, Director,
Division of STD Prevention

« Recommends traditional
screening algorithm using
RPR or VDRL

Letter to physicians from CDC about MMWR February 2011 Report:
www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
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This started with a few journal articles, detailing new EIA/CIA technologies and a push to use them and a new algorithm to accommodate the appeal of automation….then the CDC took a position February of 2011

Letter from Gail Bolan Director of STD prevention  at CDC
Clarifies the new “guidelines”… “CDC continues to recommend traditional screening algorithm… RPR…. HOWEVER
New Trep is being used… “This is how- if you must use it”.
Released along with the Morbidity and Mortality Weekly Report published by CDC to help clarify.

http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf
http://www.cdc.gov/std/syphilis/DCL-Syphilis-MMWR-2-10-2011.pdf

Syphilis Screening Algorithms

CDC Recommended Screening Reverse Sequence Screening

EIA or CIA
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/SiManager-AT

DIGITAL AGGLUTINATION TECHNOLOGY

“Most important innovation to RPR testing
in the last 30 years”

ARLINGTON SCIENTIFIC, INC. fﬁﬁ]




Solution: Digital Analysis

 Objective and standardized interpretation

 Retrievable image and results SRR
° Easy_to_u se 0000
 Cost effective
 LIMS capable

* Increased reliability

 RPR predictive titers
e Barcode reader
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Standardized Workflow
Process Improvement
Increase sensitivity
Eliminate repeats
Improve quality and efficiency of workflows
Fast, reliable, and flexible way to scan and digitize results
Low cost solution a High Impact problem
The perfect tool for standardizing RPR results and increasing efficiency for routine work.
qualitative and semi quantitative screening method
Digitized RPR cards are automatically evaluated, titer predicted, stored and presented for confirmation by a technologist.

Post analytical
Recording
Interpretation
Turnaround time
Report to right user

Minimize the variations in results from one person to another
Minimize errors found in manual analyses- Transcription Error




Established 1985
27+ years medical device manufacturing

USA serology market leader
All products made in the USA

Syphilis authority
Award winning quality & service

Certifications
U.S. Reg#1641328
U.S. small business
Europe

China
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FOCUS: Serology and primarily our Niche is Syphilis… in fact our marketing now claims that ASI is YOUR SYPHILIS AUTHORITY
ALL products USA Made, FDA, CE, 27 years, Privately held.  Small business with less than 50 employees.

International Experience

AND… Our Core mission is to bring Quality and Service to our products and customers.

We are pleased to be recognized 4 out of the last 5 years we’ve been doing business with Cardinal… Last year we won their Quality Supplier Award, given to only 3 suppliers out of their 800 to choose from.  



Test Results

Worklist: om 30w 12/6/2012 11:22:54 PI

Well Sample ID Result.  Titer : Well Result | Test Card |

i 3 R »=118 '

2 2 R 1:2

B oA R 153

7, . R 14

5 5 R 14

6 6 I Nonreas

E B R == 1:16 =

9 9 R 12 j

10 10 R 14

11 -1 R 1:4

12 12 R 12

13 43 R 1:2

14 14 R 14

15 35 R 14

16 16 R 1.4

1717 R 14 1 7

18 18 R 14

19 G R 1:4

a0 20 R 14 Sample ID: 17
2 21 R 14 Well Result Titer
22 &2 R 14 - Reject Sample Well 17 Reactive 1:4 | Owverride...
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Data Management

X ' EXPORT L™
A < . % 5 .,,.3'*'2 '. S

Laboratory
Information

System (LIS)

External
Hard Drive

Wide Area Network
(WAN)
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Ethernet connection allows 
CSV, HL7 
Results of patients, controls are available for export to multiple points….
Never has this been an option-  Serology enters the digital world!
Computer integration… The analyzer has robust software
sort, find, select, isolate, email, file, share, compare
We will work to aid in connectivity…(We are not a LIS solution)


System Check

ASiCard NO *SI rrrrrrrrrrrr E

» System Check Card O O O @ .

ensures the

Instrument is O @ . . .

performing as

elelelel®
elelelele
PIOIE]
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No calibration is required.
Each new lot or new shipment 
Each new operator
Monthly, as a continued check on storage conditions 
as required by your laboratory’s standard QC procedure 



ORmGINAL

Stupy

Evaluation of a Digital

Flocculation Reader

for the Rapid Plasma Reagin Test
for the Serological Diagnosis of Syphilis
Armold R Castro, PhD* David D. Binks, BS, MT{ASCP), MBA+ Danny L Raymer, M5

Susan E. Kikkert, BS,* Heather A. Jost, BS,* Mahin M. Park, PhD.¥
Benjamin D, Card, BSc,t and David L Cox, FhD*

Abstract;  We described the A5iManager-AT digital Rocculation
readks 1o demanstrate concordance between visual and digital readings
of the rapid plasma rsagin test for detection of anibodies in the seum
of patiers with syphils. Ag tive aned quantitatiee rapid plasma eagin
wans performed o sach s samgihes giving a concordance of 55.6% and
ST, epectively, for reactives and 100% for nonreacthes,

From the *Divisian of STD Preventan, Centers for Dissase Control
arvd Prevention, Atlanta, Gh; thrington Scientific, Inc, Spring-
wille, UT; and #Geargia Public Health Laboratory, Adanta, G

The authars thank the Georgia Department of Health Labaratories for
supplving specimens for the shudy and Aflington Scientrfic, Inc far
supplying all the necessany diagnostic resgents for this studsy.

Supporbed by the Centers for Disease Canbrol and Prewenbon in the form
aof alicwing the princpal ineestigator and COC coauthoes o devote
time andd effort in testing and evaluating the ASiMarager-AT digeal
flocculstion reader instrument. Arington Soentific, inc funded the
developmental phase of the fmal commescial instrument.

ARC, was the project microbiologist, developed the test protocol, de-
sgned the test parameters snd functional components of the test,
aralyzed the data. and is the lead author for the paper. BOE con-
tributed to the design of the stuchy, DULA. designed the resalubion and
parameters af the digital reader. SEK. assisted in performing the
evaluation. HA . assisted in performing the evakustian. MUP. pro-
wided the laboratory spedmens and assisted o the data anakysis.
B0 assisted in the dats anabysis. DL assisted in the data anal-
uis. Al authors contributed to the wiite up and oitically reviewed the
manuscript and approved the final draft

Mat commussianed; extemally peer reviewed

One of the furctions of the Laboratory Refesence and Ressarch Branch
(LFFE| of the Dinson of $TC Prevention of the Natianal Cerer far
HN s, Yiral Hepatitis, STO and T8 Prevention of the Cerers of
[azezze Cortrod arel Prevenscon is to cvaluste new dizgnostic reagents
andéar instuments for the seralogical diagrass of syphdis by penicing
unbiased assezment of the effcacy and rekvance of resgerts o st
et for the benefit of publc health, Corsequently there is ne apparent
confiict ofi nierest between the COC and Arington Soerafic, inc.

There is no related paper ar publications in reference to this work.

Aulington Scienific, Inc., is the sabe propritor of the ASiManager-AT
digital flacculstion reader mstrument snd ARC and COC coauthors
have na firandial interest i the commencisization of this device.

This study was performed on archived sera from which all pabent
icdendifiers hed been removed, Protoced for shedies using these som
far thie evwal ustion of rew chevices for the serclogical test for syphilis
was reviewed by institutional review board of the CDC (pratacal no
2018} and determined to be exempt from further review.

Coarespondence: Amald R Castro, PhD, Dhisian af STD Prevention,
MCHETR, Centers for Disease Cantrol and Prevention, 1600 Cif-
ton Ad, M5 A-12, Atlanta, Gl 30333 E-mad: acastrogecoe gav.

Recetved for puibcation uby &, 2011, 2nd accepted Septomber 19, 2011

Dz 1000970000001 3031 B2 380sh

Copyright £ 2011 American Sexually Tranemitted Diseases

Association

Ml rights eserved

he Centers for Disaase Contiol and Frevention (CDC) rec

ommends syphilis serclogic screening with a nontrepone
mal tast, such as the mpid plasma reagin (RPA) 1o identify
persons with possible untreated infectidnThe APR s a mac
roseopic, nentreponemal Aocoulation card test usad 1o scraen
for antibodies in patients suspected of having contracted syph
flis.?-4 Tha RPR test is highly subjective and lends itself to
misinterpratation when parferming the qualitative or quantita
trve tests, Different cbservers can anive at different concly
sions, especially when reading the endpaint of 2 quantisative
tast o the interpratation of a minimal reactive ar dight rough
nass in the qualiative test, The ASiManager-AT digital fioc
culation readar i designed to read objectively aach well of the
RPA tast. The purpose of the study was to demonstrate con
cordance batwaen tha visual and digital readings and to avoid
any hias in reading the test,

METHODS

The antigen is prepared from a Venereal Disease Re-
search Labosatory antigen suspension containing cardiolipin,
lacithin, and cholesterol. Ethylenediaminetetraacetic acid is
added 1o enhance the stability and choline chloride to eliminate
the nesad o heat inactivate the ssqum. Finely divided charcoal
particles me added @ 8 visualizing ageittln the APA tast, if
antibodies are prasent, they combine with the lipid particles of
the antigen causing them to aggregate trapping the chacoal
particles and shewing them as black clumps within the circle of
a white caid. If antibodies are not present, the test mixture
appears as uniformly geay. The RERE antigen will detect gt
and lgh antibodies to lipoidal material relessed from damaged
hest cells as well as o lipoprotein-like matsdial, and possibly
carcliolipin released from the tepensmesThe antilipoidal
antibodies are produced s & consequence of an active infection
of syphilis and other teponemal diseases as well as in response
1o noatmeponemal dissases in which tssue damage occirs.

The qualitative and guantitative RPR test is performed
according to the procedues described in the manual of teses fos
ayphilis.® The visual reading of the test is reported s reactive
of nontesctive. Reactive is characterized by clumping, ranging
from marked and intense to shight but definite, often called
minimal resctive. Nonresctive is the absence of clumps or
slighn roughness in & sorvecth background, Minimal resctive and
slighn rowghness is often misinterpreted as positive or negative
because of the subjectivity of visually interpreting the results,
This condition leads to variability in resuhs from different
orperanors resding the same test and lab-to-lab variability.

Serum samples (1091) that had been submited 1o the
Georgla Public Health Laboratory for serclogical testing for
sypehilis with all identifiers removed were sent to COC for this
study, The patterns of reactivity were determined a1 COC by

Laually Transmitted Diseases: March 2012, Volume 39, lssue 3, p 233225 1

STD Study

“...the ASIManager-AT digital
reader can aid in the
standardization of RPR,
avoiding the subjectivity and
Interpretation of visual reading
and provides a tool for
retrieval of documentation and
archival of records.”

Division of STD Prevention, Centers for Disease Control and Prevention
Arlington Scientific, Inc.
Georgia Public Health Laboratory

ARLINGTON SCIENTIFIC,




ASiManager-AT Performance

Sensitivity - 98.1%
Specificity - 99.4%

INDEPENDENT TESTING AT 5 SITES

ASiManager-AT"
Reactive | Nonreactive
Visual |Reactive 2178 43
Results |Nonreactive| 20 3274
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Proven Performance: Over 5,000 results Tested in real labs… not ASI….
Yields excellent sensitivity and specificity as demanded.
Goal to ELIMINATE Subjectivity is accomplished.
Delivers Reproducibility you can Count On




Avalilable
Tests

Rubella

ARLINGTON SCIENTIFIC, INC.




CASiManager-AT”

World’s first digital RPR analyzer

Objective and Standardized results

Results and image management

— Analyze

— Document

— Store

— Retrieve

CDC proven and FDA cleared

RPR reliability, quality and cost effectiveness
Removes RPR Subjectivity

ARLINGTON SCIENTIFIC, INC.



ASI| Offers Data Management
Innovative and Intuitive Software
» Analyze — Archive — Retrieve Digital Data
* Objective interpretation removes subjectivity
» Reduced labor costs & Workflow increase
* Proprietary technology — Proprietary software
 State-of-the-art graphic user interface

» Create and print patient reports, actual test images and QC reports

* LIMS compatible with bi-directional interface




» Affordable — lowest cost per test .....
RPR Reagents are far less expensive than treponemal reagents

» Easy-to-use with minimal training

* |Installation, validation, training, service and support provided

ASI..Devoted to The Future of Syphilis Testing

* ThunderBolt ASI Fully Automated Syphilis Analyzer eending roa ciearance
» National Institute of Health Product Development
» Dual Platform Nontreponemal / Treponemal Test

ARLINGTON SCIENTIFIC, INC. tﬂ.ﬂ



THANK YOU
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