Machine Comparison

Product Price Notes Link
PTS Diagnostics A1CNow+ $195.84 . Accuracy: 99% PTS Diagnostics
HBA1C Point-of-Care Test . Wait time: 5 minutes
System
EverlyWell HbAlc Test $49 (non member) . Home collection sample (one time use) EverlvWell HbA 1c Test
$24.99 (member) ° Mailed to EverlyWell and reported to -
patient
. Online-Platform
Proficiency Testing, $273.23 . Not a lot of information-contact Proficiency Testing,
Hemoglobin A1C Afinion AAAWholeSaleComapny of FDA ] .
Hemoglobin A1C Afinion
Siemens DCA Vantage $2,650 (analyzer) ° HbA1c results in 6 minutes Siemens DCA Vantage
Diabetes 5075 A1C Analyzer $81.45 (Reagent Kit) . Microalbumin results in 7 minutes ]
. ACer ratio results Diabetes 5075 A1C Analyzer
. Printed results and electronic
transmission
Pointe Scientific Direct $176.94 (calibrator set) For use with routine chemistry analyzers Pointe Scientific Direct
Hemoglobin Alc (HbAlc) $152.44 (HbAlc control) Normal and elevated controls are H lobin A1
available cmoglooin &
° Reagents are liquid stable for cost-

effective use of the entire kit



https://www.tigermedical.com/Products/A1CNow-plus--HBA1C-Point-of-Care-Test-System__PTS3021__PTS3024-.aspx?invsrc=adwords_tm&gclid=CjwKCAjw1uiEBhBzEiwAO9B_HZhQJN_dJYQpeKadrSoTOdt1wRhVZnXAMiCQxWxLF3icWGE5wd_XUhoCCaoQAvD_BwE
https://www.everlywell.com/products/hba1c/?utm_source=google&utm_medium=cpc&utm_campaign=hba1c_shopping&g_network=u&g_productchannel=online&g_campaign=CAC+-+%5BG%5D+Smart+Shopping+-+HbA1c&g_adid=440652012198&g_keyword=&g_adtype=&g_keywordid=pla-297897390937&g_ifcreative=&g_acctid=652-099-8287&g_adgroupid=101309742926&g_productid=20&g_merchantid=111265260&g_partition=297897390937&g_campaignid=10255371788&g_ifproduct=product&utm_source=google&utm_medium=cpc&utm_campaign=shopping_hba1c&gclid=CjwKCAjw1uiEBhBzEiwAO9B_HW09ht3Qu3Or-Oo2w33x_8xmUHrgnB18GNxlP3TVAKHJraEO28VRDxoCr1MQAvD_BwE
https://www.aaawholesalecompany.com/aab-1001103-ea.html?utm_source=googleshopping&utm_medium=cse
https://mdmaxx.com/products/siemens-5075us-dca-vantage-diabetes-5075-a1c-analyzer-10282969?currency=USD&variant=38178987573439&utm_medium=cpc&utm_source=google&utm_campaign=Google%20Shopping&gclid=CjwKCAjw1uiEBhBzEiwAO9B_HUqsS890NQ7J930JHwz-XleCguiLZC3ja0Le29MUXHhVo4FZ5B7uchoC7tMQAvD_BwE
https://www.fishersci.com/shop/products/pointe-scientific-direct-hemoglobin-a1c-hba1c-5/p-2673261

FDA CLIA-Waived A1C Devices Link

e As of May 2021, 32 A1C devices have CLIA-Waivers. The five machines on

the previous slide are ones that seem to be more thoroughly marketed and
has more information available.

e FDA CLIA-Waived A1C Devices



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/results.cfm?start_search=1&Test_System_Name=&Qualifier=&Analyte_Name=A1c&Document_Number=&Clia_Analyte_Specialty=&Clia_Complexity=Waived&Effective_Date_FROM=&Effective_Date_TO=&Exempt_510k=&SortColumn=ded&pagenum=50

