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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 MATERAILSFINISHED 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 
• Superior readability 
• Carbon antigen supplied in screw 

cap vials 
–  no glass ampoule to break 

• Three level liquid controls included 
• Cards plastic coated on both sides 

– warp resistant 

• Complete kit – everything needed to 
perform the test is included in the kit 

• Long dating  
– up to 24 months 

 

Presenter
Presentation Notes
GIVE OUT A CARD,NEW kit photoControls… can be separated



RPR Testing 

• CDC recommendation 
• Proven reliability 
• Cost effective 

technology 
• Easy-to-use 
• Solution for all size 

laboratories 
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PROs  CONs 

• Subjective interpretation 
• No image storage or 

retrieval 
• Eye fatigue 
• Transcription errors 
• Data management 

 

 

Presenter
Presentation Notes
As you know serology testing has Pros and Cons… (like anything)The subjectivity, difficult specimensLow quality cards and reagents used by some manufacturers make it harder.Techs are pushed for productivity and accuracyWe know we have a very HIGH value LOW cost solution for the menu we offerFor the FIRST TIME, Serology testing can be documented, saved, archived and recalledThere 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 
 
 

Validation Report 
For RPR 
(ASI KIT) 

ESOTERIC DEPARTMENT 
 

Validation Performed By: Agnes Madolid 
 

Validation Accepted By: Michael Mahoney, MD 
 
 

RPR 
 

P N 

P A 
 
215 

B 
 
0 

N C 
 
0 

D 
 
100 

Relative Sensitivity  100% 
Relative Specificity 100% 
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BD  
Results 

ASI  
(New) 

Presenter
Presentation Notes
Note… their techs did great…Show LabCorp Summary… this slide is a representation of the findings performed by LabCorp in 2006We 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” 
• “Clearer, easier to read” 
• “All testing materials included” 
• “Coated cards resist warping” 
• “Thicker cards easier to handle” 
• “More defined test card wells” 
• “One part number, packaging superior” 
• “Convenience - ready to use controls” 
• “Superior readability” 

 
LabCorp Esoteric Dept.  Raritan, NJ 
ASI Kit Validation   
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BD ASI 
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Presenter
Presentation Notes
It is hard to see the glass shards but see ampule (ampoule) top as provided in BDVS ASI kitOne 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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Presenter
Presentation Notes
Over a 4 year period…ASI continues to grow… total ASI among all surveysWe manufacture, Cardinal, Immunostics, Fisher Sure-Vue (biokit)We have been getting our growth from BD



CDC 

CDC recommends the 
traditional algorithm 
with reactive 
nontreponemal tests 
confirmed by 
treponemal testing. 
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*Discordant Results from Reverse Sequence  
Syphilis Screening --- Five Laboratories, United 
States, 2006—2010 
 MMWR February 11, 2011 
www.cdc.gov/mmwr/preview/mmwrhtml/mm6005a1.htm 

Presenter
Presentation Notes
Created a real BUZZ in the STD communityCDC Recommends RPR Traditional Test AlgorithmHuge 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 

• Dr. Gail 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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Presenter
Presentation Notes
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 2011Letter from Gail Bolan Director of STD prevention  at CDCClarifies the new “guidelines”… “CDC continues to recommend traditional screening algorithm… RPR…. HOWEVERNew 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
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“Most important innovation to RPR testing  in 
the last 30 years” 
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Solution: Digital Analysis 

• Objective and standardized interpretation 
• Retrievable image and results 
• Easy-to-use 
• Cost effective 
• LIMS capable 
• Increased reliability 
• RPR predictive titers 
• Barcode reader 
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Presenter
Presentation Notes
Standardized WorkflowProcess ImprovementIncrease sensitivityEliminate repeatsImprove quality and efficiency of workflowsFast, reliable, and flexible way to scan and digitize resultsLow cost solution a High Impact problemThe perfect tool for standardizing RPR results and increasing efficiency for routine work.qualitative and semi quantitative screening methodDigitized RPR cards are automatically evaluated, titer predicted, stored and presented for confirmation by a technologist.Post analyticalRecordingInterpretationTurnaround timeReport to right userMinimize the variations in results from one person to anotherMinimize errors found in manual analyses- Transcription Error
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Presenter
Presentation Notes
FOCUS: Serology and primarily our Niche is Syphilis… in fact our marketing now claims that ASI is YOUR SYPHILIS AUTHORITYALL products USA Made, FDA, CE, 27 years, Privately held.  Small business with less than 50 employees.International ExperienceAND… 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.  
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Presenter
Presentation Notes
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 softwaresort, find, select, isolate, email, file, share, compareWe will work to aid in connectivity…(We are not a LIS solution)



System Check  

• System Check Card 
ensures the 
instrument is 
performing as 
expected 
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Presenter
Presentation Notes
No calibration is required.Each new lot or new shipment Each new operatorMonthly, as a continued check on storage conditions as required by your laboratory’s standard QC procedure 



STD Study 
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“…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 



ASiManager-AT Performance 
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Presenter
Presentation Notes
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



Available  
          Tests 

RPR 

SLE MONO ASO 

RF CRP Rubella 

21 



• 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 
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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 
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ASI – “Your Syphilis Authority” Creating 
The Future of Syphilis Testing 

•  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 (Pending FDA Clearance) 

• National Institute of Health Product Development 
• Dual Platform Nontreponemal / Treponemal Test 



 
  THANK YOU 
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