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Notes:  
The types of CLIA certificate required to cover specific HCPCS procedure codes are listed in the columns below. The 

last column is a list of codes which do not require CLIA certification.  

 Not all of codes listed are covered by Medicaid. Refer to the Coverage & Reimbursement Lookup Tool 

[https://medicaid.utah.gov] or specific policy and limitations. Many codes can only be billed by certain provider 

types identified by Medicaid.  

 In the list of Codes Excluded from CLIA Requirements, some codes have been omitted because they will never 

be approved as Medicaid payable codes.  

 Codes without the QW modifier in the Certificate of Waiver column are for tests, while the remaining codes are 

for specific kits approved by the Center for Disease Control.  

 Clinical Laboratory Improvement Amendments web site: http://cms.hhs.gov/clia. 

 Code(s) added to this list are in bold print.  

CLIA Certificates and Excluded Codes  

Certificate of 

Waiver 

 

80047 QW 

80048 QW 

80051 QW 

80053 QW 

80061 QW 

80069QW  

80178 QW  

81002  

81003 QW  

81007 QW  

81025  

82010 QW 

82040 QW 

82042 QW 

82043 QW  

82044 QW  

82120 QW 

82150 QW 

82247 QW  

82270  

82271 QW  

82272  

82274 QW 

82310 QW 

82330 QW 

82374 QW 

82435 QW  

82465 QW  

82523 QW 

82550 QW 

82565 QW  

82570 QW  

82679 QW  

82947 QW  

82950 QW  

82951 QW  

82952 QW  

82962 

82977 QW  

82985 QW  

83001 QW  

83002 QW  

 

Certificate for 

Provider-Performed 

Microscopy 

Procedures (PPMP)  
 

Includes all codes 

listed under the 

column headed 

  

Certificate of Waiver, 

plus the following 

codes: 

 

Q0111  

Q0112  

Q0113  

Q0114  

Q0115  

81000  

81001  

81015  

81020  

89190  

G0027  

 

Certificates of Compliance, 

Accreditation, or  

Registration 

Includes all codes listed under 

the columns headed 

 

Certificate of Waiver and 

Certificate for Provider-

Performed Microscopy 

Procedure (PMP), plus the 

following codes 

 

17311 

17312 

17313 

17314 

17315 

G0103  

G0123  

G0124  

G0141 

G0143  

G0144  

G0145  

G0147  

G0148  

G0306  

G0307  

G0435 

G0478 

G0479 

G0480 

G0481 

G0482 

G0483 

P3000  

P3001  

P7001  

0111T 

 

 

 

 

 

 

 

 

 

Certificates of 

Compliance, 

Accreditation, or 

Registration required 

when billing with a 

“26” modifier 

 

G0416 
83020  

84165  

84166 

84181  

84182  

85390 

85576  

86153 

86255  

86256  

86320  

86325  

86327  

86334 

86335 

87164  

87207 

88104  

88106  

88108  

88112 

88120 

88121  

88160  

88161  

88162  

88172  

88173  

88177 

88182  

88199  

88300  

88302 

88304  

 

 

Codes Excluded from 

CLIA Requirements 

 

The following codes are 

not subject to CLIA 

requirements. 

70000 series test codes 

with a 26 modifier plus 

the following codes: 

78110 

78111 

78120 

78121 

78122 

78130 

78191 

78270 

78271 

78272 
80500 

80502 

81003 

81050 

82075 

83013 

83014 

83987 

84061 

86077 

86078 

86079 

86485 

86486 

86490 

86510 

86580 

86891 

86910 

86911 

86923 

86927 

86930 

86931 

 

 

http://www.health.utah.gov/medicaid
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Certificate of 

Waiver 

 

83026  

83036 QW  

83037 QW  

83516 QW 

83518 QW  

83605 QW 

83655 QW  

83718 QW  

83721 QW  

83861 QW 

83880 QW  

83986 QW 

84075 QW 

84132 QW 

84155 QW 

84157 QW 

84295 QW  

84443 QW  

84450 QW  

84460 QW  

84478 QW 

84520 QW 

84550 QW  

84703 QW 

84830 

85013  

85014 QW  

85018 QW 

85576 QW   

85610 QW 

85651  

85610 QW  

86294 QW  

86308 QW  

86318 QW  

86386 QW 

86618 QW 

86701 QW  

86703 QW  

86803 QW 

87077 QW  

87210 QW  

87449 QW  

87804 QW  

87807 QW 

87808 QW 

87809 QW 

87880 QW  

87899 QW 

87905 QW  

89300 QW 

89321 QW 

G0328 QW 

G0430 QW 

G0433 QW 

G0472 QW 

G0477 QW 

G6040 QW 

Certificates of Compliance, 

Accreditation, or  

Registration  continued 

 

And all 80000 codes, except those 

listed in the column titled  

Codes Excluded from CLIA 

Requirements.  

 

Certificates of 

Compliance, 

Accreditation, or 

Registration required 

when billing with a 

“26” modifier 

continued 

 

88305  

88307  

88309  

88312  

88313  

88314  

88319  

88323  

88331  

88332 

88333 

88334  

88341 

88342  

88344 

88346  

88348  

88350 

88355  

88356  

88358 

88360  

88361  

88362 

88364  

88365  

83366 

88367 

88368 

88369 

88371  

88372  

88373 

88374 

88377 

88380  

88381 

88387 

88388 

88399  

89060 

 
 

 

Codes Excluded from 

CLIA Requirements 

continued 

 

 

 

 

86932 

86945 

86950 

86960 

86965 

86985 

86999 

87900 

88125 

88240 

88241 

88304 

88305 

88311 

88312 

88313 

88314 

88329 

88720 

88738 

88740 

88741 

88749 

89049 

89220 
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CLIA Waiver Kits 

The following test kits are approved by the Center for Disease Control. When one of these kits is used, bill the HCPCS 

code with a ‘QW’ modifier. 

Code Manufacturer Test Name (in order of CPT code) 

80061QW  Abaxis, Inc Piccolo Point of Care Chemistry Analyzer (Lipid Panel Reagent Disc) 

80061QW  Cholestech Cholestech LDX 

80061QW  Polymer Technology Cardio-Chek PA Analyzer (PTS Panels Lipid Panel Test Strips) 

81003QW Acon Laboratories Medline 120 Urine Analyzer  or McKesson 120 Urine Analyzer 

81003QW Acon Laboratories Foresight U120 Urine Analyzer or Insight  U120 Urine Analyzer 

81003QW Acon Laboratories Acon Mission U120 Urine Analyzer 

81003QW Acon Laboratories BTNX Rapid Response U120 Urine Analyzer 

81003QW Acon Laboratories CLIA waived Automated Urinalysis Test System 

81003QW Acon Laboratories Cole-Taylor Marketing Inc CTI-120 Urine Strip Analyzer 

81003QW Acon Laboratories Germaine Laboratories Inc AimStrip Urine Analyzer 

81003QW Acon Laboratories Immunostics Inc., Detector Uristrip+ Analyzer 

81003QW Acon Laboratories Mediwatch urine watch Urine Analyzer 

81003QW Acon Laboratories Moore Medical, mooremedical Urine Analyzer U120 

81003QW Acon Laboratories Stanbio Uri-Trak 120 Urine Analyzer 

81003QW  Bayer Bayer Clinitek 50 Urine Chemistry Analyzer - qualitative dipstick 

forglucose, bilirubin, ketone, specific gravity, blood, pH, protein, 

urobilinogen, nitrate, leukocytes – automated 

81003QW  Biosys Laboratories Consult diagnostics Urine Analyzer 

81003QW  Biosys Laboratories Biosys Laboratories Optima Urine Analyzer 

81003QW  Biosys Laboratories Physician Sales & Service (PPS) Select Urine Analyzer 

81003QW  Boehringer Mannheim Chemstrip Mini UA - qualitative dipstick for glucose, bilirubin, 

ketone, specific gravity, blood, pH, protein, urobilinogen, nitrite, 

leukocytes automated 

81003QW Hypoguard USA, Inc Hypoguard Diascreen Urine Chemistry Analyzer 

81003QW Jant Pharmacal Corporation Jant Pharmacal Corp. Accustrip URS Reader 

81003QW  Roche Diagnostics Roche Diagnostics Urisys 1100 Urine Analyzer 

81003QW Macherey-Nagel GrngH & Co., Kg Henry Schein Urispec Plus Urine Analyzer 

81003QW Macherey-Nagel GrngH & Co., Kg Henry Schein Urispec OneStepPlus Urine Analyzer 

81003QW  Roche Diagnostics Roche Diagnostics/Boehringer Mannheim Chemstrip 101 urine 

analyzer 

81003QW  Teco Diagnostics Teco Diagnostics URITEK TC-101 

81003QW  ThermoBiostar ThermoBiostar PocketChem UA 

81003QW  Hypoguard USA, Inc Hypoguard Diascreen Urine Chemistry Analyzer 

81007QW  Savyon/USA  Diatech Diagnostics Uriscreen (for OTC use) 

82010QW  Abbott Laboratories, Inc  Medisense Precision Xtra Advanced Diabetes Mngmt (K040814) 

82010QW  Abbott Laboratories, Inc Medisense Products Precision Xtra Advanced Diabetes Mngmt 

(K983504) 

82010QW  Polymer Technology Systems, Inc.  PTS Bioscanner (for OTC use) - for blood ketones 

82040;82150; 

82247;82310; 

82565;82947; 

82950;82951; 

82952;82977; 

84075;84155; 

84450;84460; 

84550;84520QW 

 

 

Abaxis Inc Abaxis Piccolo Blood Chemistry (13 Panel whole blood) 
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Code Manufacturer Test Name (in order of CPT code) 
82040;82150; 

82247;82977; 

84075;84155; 

84450;84460QW 

Abaxis,Inc Abaxis Piccolo xpress Chemistry Analyzer Liver Panel) 

82043QW HemoCue,Inc HemoCur Albumin 201 system 

82044QW  Bayer  Bayer Clinitek 50 Urine Chemistry Analyzer-microalbumin, 

creatinine 

82044QW Beckman Coulter, Inc Beckman Coulter ICON Microalb 

82044QW Boehringer Mannheim Boehringer Mannheim Chemstrip micral 

82044QW Diagnostic Chemical Limited Diagnostic Chemical “ImmunoDrip” urinary Albumin test 

82044QW Siemens Healthcare Diagnostics,Inc Siemens Clinitek 50 Urine Chemistry analyzer      

82055QW  OraSure  Technologies OraSure Technologies Q.E. D. A-150 Saliva Alcohol 

Inc. Test 

82055QW  OraSure Technologies  OraSure Technologies Q.E. D. A-350 Saliva Alcohol Inc. Test 

82055QW  STC Technologies Inc.  STC Diagnostics Q.E.D. A150 Saliva Alcohol Test (This test may not 

be covered in all instances. Contact your Medicare carrier for claims 

instructions) 

82055QW  STC Technologies Inc.  STC Diagnostics Q.E.D. A350 Saliva Alcohol Test (This test may not 

be covered in all instances. Contact your Medicare carrier for claims 

instructions) 

82120QW  Litmus Concepts, Inc  Litmus Concepts FemExam TestCard 

82120QW  Quidel Corporation  Quidel Quick Vue Advance ph and Amines Test 

82271QW Aerscher Diagnostics Aerscher Hemaprompt FG 

82271QW Beckman Coulter, Inc Beckman Coulter Primary Care Gastrocult 

82271QW SmithKline Gastroccult SmithKline 

82273QW  Beckman Coulter, Inc  Primary Care Diagnostics Gastrocult 

82273QW  Aerscher Diagnostics  Aerscher Hemaprompt FG 

82273QW  SmithKline  SmithKline Gastroccult 

82274QW  Beckman Coulter, Inc  Beckman Coulter Hemoccult ICT 

82274QW  Enterix, Inc Enterix Insure Fecal Occult Blood Test 

82274QW Orient Gene Biotech Rapid Response ™ FIT-Fecal Immuochemical test 

82273QW  SmithKline  SmithKline Gastroccult 

82374;82435; 

82550;82565; 

82947;84132; 

84295;84520QW 

Abaxis, Inc Abaxis Piccolo Blood Chemistry 8 panel 

82435;82947; 

82950;82951; 

82952;84132; 

84295;84520; 

85014QW 

i-Stat Corporation Abbott i-STAT 6+ Cartridge 

82465QW  Abaxis, Inc  Piccolo Point of Care Chemistry Analyzer (Lipid Panel Reagent Disc) 

82465QW  ActiMed Labs, Inc  ActiMed Laboratories ENA.C.T Total Cholesterol Test (PDU) 

82465QW  ActiMed Laboratories, Inc  ActiMed Laboratories ENA.C.T Total Cholesterol Test (PDU) 

82465QW  Boehringer Mannheim  Boehringer Mannheim Accu-Chek Instant Plus Cholesterol 

82465QW  ChemTrak  Chemtrak Accumeter 

82465QW  Cholestech  Cholestech LDX 

82465 QW Infopia USA Prefessional Lipid Profile & Glucose Measuring System 

82465 QW Jant Pharmacal Corp Lipid Plus Professional Lipid Profiel & Glucose measuring 

82465QW  Johnson &  Johnson Advanced Care 

82465QW  Lifestream Technologies  Lifestream Technologies Cholesterol Monitor 

82465QW  Lifestream Technologies, Inc  Lifestream Technologies Personal Cholesterol Monitor 
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Code Manufacturer Test Name (in order of CPT code) 
82465QW  Polymer Technology Systems,  Inc Polymer Technology Systems, (PTS) MTM Bioscanner 1000 (for 

OTC use) for cholesterol (Contact your Medicare carrier for claims 

instructions) 

82465QW  Polymer Technology Systems, Inc  (PTS) Bioscanner test strips Cholesterol (Contact your Medicare 

carrier for claims instructions)  

82465QW Wako Chemicals USA, Inc WAKO APOLOWAKO Analyzer  WB 

82523QW  Ostex International Inc  Ostex International Osteomark NTX Point of Care Prescription Home 

Use 

82565QW Abaxis Inc.  Abaxis Piccolo express Chemistry 

82565QW i-Stat Corporation Abbott i-STAT Crea Cartridge 

82570QW  Bayer Inc. Bayer Diagnostics/MICROALBUSTIX Reagent Strip 

82570QW  Bayer Diagnostics  Bayer Multistick Pro 10LS Reagent Strips 

82570QW  Bayer Diagnostics  Bayer Multistick Pro 11 Reagent Strips 

82570QW  Bayer Diagnostics  Bayer Multistick Pro 7G Reagent Strips 

82570QW  Bayer Corp  Bayer Clinitek 50 Urine Chemistry Analyzer-for microlabumin, 

creatinine 

82679QW  Unipath Limited  Clearplan Easy Fertility Monitor (for luteinizing hormone and estrone 

3 glucuronide). This test may not be covered in all instances. Contact 

your Medicare Carrier for claims instructions. 

82947QW  Cholestech  Cholestech LDX 

82947QW  HemoCue, Inc  HemcoCue Glucose 201 Microcuvettes and Glucose 201 Analyzer 

82947QW  HemoCue  HemoCue B-Glucose Photometer 

82947QW i-Stat Corporation Abbott i-STAT EC+4 Cartridge 

82947QW Polymer Technology Systems, Inc Polymer Technology Stems CardioCheK Plus Test Stems 

82950QW  Cholestech  Cholestech LDX 

82950QW  HemoCue  HemoCue B-Glucose Photometer 

82950QW  HemoCue, Inc  HemcoCue Glucose 201 Microcuvettes and Glucose 201 Analyzer 

82951QW  Cholestech  Cholestech LDX 

82951QW  HemoCue  HemoCue B-Glucose Photometer 

82951QW  HemoCue, Inc  HemcoCue Glucose 201 Microcuvettes and Glucose 201 Analyzer 

82952QW  Cholestech  Cholestech LDX 

82952QW  HemoCue  HemoCue B-Glucose Photometer 

82952QW  HemoCue, Inc  HemcoCue Glucose 201 Microcuvettes and Glucose 201 Analyzer 

82962 Abott Laboratories Medisense Products Precision Xtra Advanced Diabetes Management 

system (K938504 and K040814) 

82962 Nova Biomedical Cortp Nova Biomedical Nova Max Plus Glucose and B-Ketone Monitoring 

System 

82962 Roche Diagnostics RochDiagnostics Accutrend Plus 

82985QW  LXN Corporation  LXN Fructosamine Test System 

82985QW  LXN Corporation  LXN Duet Glucose Control Monitoring System 

82985QW  LXN Corporation  LXN IN CHARGE Diabetes Control System 

83001QW  Acon Laboratories  Acon Laboratories, Inc. FSH Menopause Predictor Test 

83001QW  Applied Biotech  Inc Applied Biotech, Inc. RU25 Plus FSH Menopause Test 

83001QW Applied Biotech Synova Healthcare Menocheck Pro 

83001QW  Genua 1944 Inc.  Genua Menopause Monitor Test 

83001QW Genosis, Inc Genosis Fertell Female Fertility 

83002QW  Unipath Limited  Clearplan Easy Fertility Monitor (for luteinizing hormone and estrone 

3 glucuronide). This test may not be covered in all instances. Contact 

your Medicare Carrier for claims instructions. 

83036QW  Axis-Shield Poc Axis Shield Afinion AS100 Analyzer and Alere Technologies AS, 

Alere Afinion AS101 Analyzer 

83036QW  Metrika, Inc.  Metrika DRxâ HbA1c (Professional Use Test System) 

83036QW  Bayer Healthcare, LLC  BayeAICNow + professional use 
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Code Manufacturer Test Name (in order of CPT code) 
83036QW  Bio-Rad Laboratories  Bio-Rad Micromat II Hemoglobin A1c Prescription Home Use Test 

83036QW  Cholestech Corporation  Cholestech GDX A1C Test (Prescription Home Use) 

83036QW  Metrika, Inc  Metrika A1c Now - Professional Use (K000887) 

83036QW  Metrika, Inc  Metrika A1c Now for Prescription Home Use (K020234) 

83036QW  Metrika, Inc  Metrika A1c Now for Professional Use (K020235) 

83036QW  Provalis Diagnostics Ltd  Provalis Diagnostics Glycosal HbA1c Test 

83036QW Siemens Healthcare Diagnostics, 

Inc. 

Siemens DCA 200+ Analyzer and Siemens Medical Diagnostics DCA 

83037QW Bayer Corp Bayer AIC Now+ 

83037QW Bayer Healhcare L1c Bayer A1C Now SelfCheck 

83037QW BIO-RAD Laboratories, Inc Bio-RAD in2it (II) System Analyzer for home use 

83037QW Cholestech Corporation Cholestech GDX A1C test 

83037QW Provalis Diagnostics Ltd. Provalis Diagnostics Glycosal  HbA1c Test and Provalis Diagnostics 

In2it Office Analyzer (II) Prescription Home use test system 

83516QW Rapid Pathogen Screening Inc Rapid Pathogen Screening. InflammaDry 

83518QW  Beckman Coulter  Beckman Coulter ICON Micralb 

83518QW  Boehringer Mannheim  Boehringer Mannheim Chemstrip Micral 

83518QW  Diagnostic Chemicals Limit  Diagnostic Chemicals ImmunoDip Urinary Albumin Test 

83518QW  Diagnostic Chemicals Limit(USA)  Diagnostic Chemicals ImmunoDip Urinary Albumin Screen (Urine 

Dipstick) 

83518QW  Roche Diagnostics Corp  Roche Diagnostics Chemstrip Micral (Urine Dipstick) 

83605 QW  KDK Corporation  Lactate 

86308QW Acon Laboratories, Inc. Acon Mononucleosis Rapid Test by  strip or device 

86308QW Acon Laboratories, Inc Instant technologies iScreen mononucleosis Rapid test strip or by 

device 

86308QW Acon Laboratories, Inc PerMaximum RediScreen mononucleosis 

86308QW Acon Laboratories, Inc RAC Medical Clarity MONO mononucleosis rapid test device 

86308QW Applied BioTech Inc Polymedco, Inc. Poly state Mono 

86308QW Applied BioTech Inc Remel RIM ARC Mono test 

86308QW Applied BioTech Inc Applied BioTech SureStep Mono test 

86308QW Applied BioTech Inc Clearview Mono-plus II 

86308QW Applied BioTech Inc Jant Accutest infectious mononucleosis test 

86308QW Applied BioTech Inc McKesson Medi-lab performance infectious mononucleosis test 

86308QW Applied BioTech Inc Meridan ImmunoCard STATE Mono for whole blood 

86308QW Biosite, Inc Proadvantage by NDS Infectious Mononucleosis 

86308QW Beckman Coulter, Inc Icon Mono 

86308QW Cardinal Health Cardinal Health SP Brand Rapid Test Mono 

86308QW Genzyme Diagnostics Genzyme Contrast Mono 

86308QW Genzyme Diagnostics Seradyn Color Q Mono 

86308QW Innovation, Inc Clearview  MONO K042272/A016 

86308QW Innovation, Inc Poly Stat Mono Test 

86308QW Innovation, Inc Signify Mono cassette whole blood 

86308QW Innovation, Inc Stanbio Rely Mono rapid test 

86308QW Innovation, Inc Jant Pharmacal Accutest Value + Mononucleosis Rapid Test 

86308QW Inverness Medical Professional 

Diagnostics 

Clearview MONO Whole blood K042272/A013 

86308QW Inverness Medical Professional 

Diagnostics 

Signify Mono whole blood 

86308QW Princeton BioMeditech Corp Acceava Mono cassette (whole blood) 

86308QW Princeton BioMeditech Corp Aim Step Mono 

86308QW Princeton BioMeditech Corp Consult Diagnostics Mononucleosis cassette 

86308QW Princeton BioMeditech Corp Polymedco Polystate Mono 

86308QW Princeton BioMeditech Corp Henry Schein OneStep Pro+ Mono 
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Code Manufacturer Test Name (in order of CPT code) 
86308QW Princeton BioMeditech Corp Immuno Dectector Mono 

86308QW Princeton BioMeditech Corp Jant Pharmacol Corp Accutest Rapid Mono Test 

86308QW Princeton BioMeditech Corp LifeSign Status Mono 

86308QW Princeton BioMeditech Corp LifeSign UniStep Mono 

86308QW Princeton BioMeditech Corp Medline Mono Test Cassette 

86308QW Quidel Corporation Quidel Cards O.S. Mono 

86308QW Quidel Corporation Quidel QuickVue+ Infectious Mononucleosis 

86308QW Wampole Laboratories Wampole Mono-Plus WB 

86308QW Wyntek Diagnostics, Inc BioStar Acceava Mono Test 

86308QW Wyntek Diagnostics, Inc Wyntek Diagnostics OSOM Mono Test 

86308QW Wyntek Diagnostics, Inc Wyntek Signify Mono test 

86308QW Wyntek Diagnostics, Inc Genzyme OSOM Mono test 

86308QW Wyntek Diagnostics, Inc Genzyme OSOM Mono test 

86318QW Acon laboratories Acon H pylori Test Device 

86318QW Acon laboratories Germaine Laboratories, Aimstep H pylori 

86318QW Acon laboratories Instant Technologies iScreen H. pylori Rapid Test Device 

86318QW Alere San Diego, Inc. Alere Clearance H. pylori whole blood only 

86318QW Alere San Diego, Inc. Alere Signify H. pylori whole blood only 

86318QW Alere San Diego, Inc. McKesson H. pylori test 

86318QW Alere San Diego, Inc. Stanbio Rely H. pylori rapid test finger stick only 

86318QW Alfa Scientific Designs, Inc Alfa Scientific Designs Instant view H. pylori whole blood rapid test 

86318QW Alpha Scientific Designs, Inc. Early Detect H. pylori whole blood 

86318QW Applied Biotech Inc  Applied BioTech SureStep H. pylori WB test 

86318QW Applied Biotech Inc Jant Pharmacal Corp. H. pylori WB test 

86318QW Applied Biotech Inc Meridian BioScience ImmunoCArd STAT! H. pylori WB test 

86318QW Applied Biotech Inc Polymedco, Inc Poly state H. pylori 

86318QW Applied Biotech Inc Wampole Laboratories Clearview H. pylori II fingerstick or WB 

86318QW Beckman Coulter, Inc Beckman Coulter Primary Care Diagnostics Flexsure HP test for IGG 

antibodies to H. pylori in WB 

86318QW Cortecs Diagnostic Limited Becton Dickinson Link 2 H.pylori rapid test 

86318QW Innovacon, Inc Abbott Laboratories Signify H pylori cassette 

86318QW Innovacon, Inc Cardinal Health SP Brand Rapid Test H. pylori WB K024350/A15 

86318QW Innovacon, Inc Fisher Health care Sure-Vue H. pylori test 

86318QW Innovacon, Inc Henry Schein One Step + H.pylori rapid test device 

86318QW Innovacon, Inc Inverness Medical Signify H. pylori test 

86318QW Innovacon, Inc Polymedco Poly Stat H. Pylori test 

86318QW Innovacon, Inc Pro-Advantage by NDC H. pylori Device WB 

86318QW Innovacon, Inc Iverness Medical Clearview H. pylori 

86318QW Princeton BioMedical Corp. Diagnostic Test Group Clarity H. pylori Rapid Test Device 

86318QW Princeton BioMedical Corp. Immunostics Dectector H. pylori WB (H. pylori antibody test) 

86318QW Princeton BioMedical Corp. LifeSign Status H. pylori  WB 

86318QW Quidel Corporation QuickVue One-Step H. pylori test WB 

86318QW Quidel Corporation Quidel QuickVue H. pylori gII  WB 

86318QW Remel Remel RIM ARC H.pylori test 

86318QW SmithKline Diagnostics, Inc Abbott FlexPak HP test WB 

86318QW SmithKline Diagnostics, Inc SmithKline Diagnostic Flex Sure HP test for IgG Antibodies to H 

pylori for WB 

86318QW Trinity Biotech Trinity Uni-Gold  H.pylori  

83655QW ESA Bioscience, Inc ESA Bioscience LeadCare II Blood Lead Testing System 

83718QW  Abaxis, Inc  Piccolo Point of Care Chemistry Analyzer (Lipid Panel Reagent Disc) 

83718QW  Cholestech  Cholestech LDX 

83718 QW Infopia USA LipidPro Professional Lipid Profile & Glucose measure 
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Code Manufacturer Test Name (in order of CPT code) 
83718QW  Polymer Technology Systems, Inc.  PTS Bioscanner (for OTC use) - for HDL cholesterol 

83718QW Polymer Technology Systems, Inc. Polymer Technology Systems CardioCheck PA Analyzer (PTS panels 

metabolic chemistry panel test strips 

83721QW Polymer Technology Systems, Inc. Polymer Technology Systems CardioCheck PA Analyzer  

83861QW TearLab Corporation TearLab Corporation TearLab Osmolarity system 

83880QW Biosite Incorporated Biosite Triage meter and Biosite Triage meter plus 

83986QW  various  All qualitative color comparison pH testing -body fluids (other than 

blood) 

83986QW  Beckman Coulter, Inc  Beckman Coulter Primary Care Diagnostics Gastrocult 

83986QW  Common Sense Ltd Common Sense “Norma-Sense Vaginal Discharge pH test”, VA-

Sense Kit”, and VS-Sense test  (qualitative) 

83986QW EZ-NG,LLC Dale Medical Products, Inc. RightLevel pH and RightSpot pH 

83986QW  FemTek, LLC  FemTek pHEM-ALERT 

83986QW  Litmus Concepts  Inc Litmus Concepts FemExam TestCard (from vaginal swab) – pH 

83986QW Quidel Corporation  Quidel Quick Vue Advance ph and Amines Test 

83986QW Right BioMetrics RightBio Metrics “RightSpot Infant pH indicator”, RightSpot pH 

detector, and Right Sport pH indicator 

84450QW  Cholestech Corp  Cholestech LDX Aspartate Aminotransferase (AST)(SGOT) 

84460QW  Cholestech Corp  Acholestech LDX Alanine Aminotransferase ALT) Test 

84450;84460; 

82247;84075; 

84155QW 

Polymedco, Inc. Arkay SPOTCHEM EZ Chemistry Analyzer 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc. Aventir Biotech LLC, Forsue TSH test 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc. BTNX Rapid Response Thyroid Stimulating Hormone (TSH)test 

cassette 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc. CLIA waived Inc. Thyroid test Rapid TSH cassette 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc. Germaine Laboratories Inc  AimStep Thyroid Screen 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc Jant Pharmacal Accutest TSH 

84295;84132; 

85014;84443QW 

Screening Devices Canada, Inc Qualigen, Inc Fast Chek TSH 

84295;84132; 

85014;84443QW 

ThyroTec, Inc ThyroTec, Inc 

84450;84520QW Arkay,Inc Arkray SPOTCHEM EZ, Chemistry Analyzer 

84450QW Cholestech Corporation Cholestech LDX Asparate Aminotransferase (AST) (SGOT) 

84460QW Cholestech Corporation Cholestech LDX Alanine Aminotransferase (ALT)  

84478QW  Abaxis, Inc  Piccolo Point of Care Chemistry Analyzer (Lipid Panel Reagent Disc) 

84478QW  Cholestech  Cholestech LDX 

84478 QW Infopia USA LipidPro Professional Lipid Profile & Glucose measure 

84478 QW Jant Pharmacal Corp Lipid Plus Professional Lipid Profiel & Glucose measuring 

84478QW  Polymer Technology Systems, Inc PTS, Inc. Bioscanner 2000 for Triglycerides 

84703QW  Bayer  Bayer Clinitek 50 Urine Chemistry Analyzer - for HCG, urine 

84703QW Siemens Healthcare Diagnostics,Inc Siemens Clinitek Status Urine analyzer 

85014QW  Wampole Laboratories  Wampole STAT-CRIT Hct 

85018QW Acon Laboratories AimStrip Hb Hemoglobin (Hb) testing system 

85018QW Acon Laboratories Clarity HbCheck Hemoglobin Testing system 

85018QW  Biosafe Laboratories Biosafe Laboratories Anemia Self Screener 

85018QW GDS Technology, Inc  GDS Diagnostics HemoSite Meter - for hemoglobin 

85018QW GDS Technology  GDS Technology STAT-Site Mhgb Test System 

85018QW  HemoCue  Hemoglobin 201+/HemoCue Hemoglobin Microcuvette System 
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85018QW  HemoCue  HemoCue Hemoglobin 201+ (Capillary, Venous, Arterial, Whole 

Blood) 

85018QW  HemoCue  HemoCue Hemoglobin System 

85018QW  HemoCue  HemoCue Donor Hemoglobin Checker System HemoCue 

85018QW Stanio Laboratory Alere HemoPoint H2 System 

85576QW Accumetrics Inc. Accumetrics VerifyNow Aspirin Assay 

85610QW Alere San Diego, Inc. AlereINRatio 

85610QW  Avocet Medical, Inc.  AvoSure PT System (prescription home use) (Contact your Medicare 

Carrier for claims instructions) 

85610QW  Avocet Medical, Inc  AvoSure Pro (professional use) (Contact your Medicare Carrier for 

claims instructions) 

85610QW  Boehringer Mannheim  CoaguChek PST for Prothrombin Time 

85610QW CoaguSense,Inc. Coag-Sense Prothrombin Time (PT/INR) Monitorine System Rx for 

home use and another kit specifically for professional use 

85610QW  HemoSense Inc.  HemoSense INRatio System 

85610QW  Intl Technidyne Corp (ITC)  ITC Protime Microcoagulation System for Prothrombin Time 

85610QW  Intl Technidyne Corp  Intl Technidyne ProTime Microcoagulation Sys (Pro Time 3 

Cuvette)Prescription Home Use 

85610QW Intl Technidyne  Corp Intl Technidyne ProTime Microcoagulation Sys (Pro Time 3 

Cuvette)Professional Use  

85610QW  Lifescan,  Inc Lifescan Harmony INR Monitoring System - Prescription Home 

Use and Professional Use 

85610QW  Roche Diag/ B Mannheim  Roche/Boehringer M CoaguChek System for Professional Use 

85610QW  Roche Diagnostics  Roche Diagnostics Coaguchek PST 

85610QW Roche Diagnostics Corp  Roche Diagnostics Coagu Chek S Systems Test (for prothrombin 

time) 

85610QW Roche Diagnostics Corp  Roche Diagnostics CoaguChek XS 

86294QW  Bion Diagnostic Sciences  Bion Diagnostic Sciences BTA stat Test (for home use) 

86294QW  Maritech, Inc  Maritech, Inc NMP22 Bladder Check Test for Professional and 

Prescription Home Use 

86294QW Polymedco, Inc. LifeScan Status BTA 

86308QW ACON Laboratories, Inc Acon Mononucleosis Rapid Test Device (whole blood) 

86308QW ACON Laboratories, Inc Acon Mononucleosis Rapid Test Strip (whole blood) 

86308QW ACON Laboratories, Inc Instant Technologies iScreen Mononucleosis Rapid TestDevice (whl 

blood) 

86308QW ACON Laboratories, Inc Instant Technologies iScreen Mononucleosis Rapid Test Strip (whl 

blood) 

86308QW ACON Laboratories, Inc PerMaxim RediScreen Mononucleosis (whole blood) 

86308QW ACON Laboratories, Inc RAC Medical Clarity MONO Mononucleosis RapidTestDevice (wl 

blood) 

86308QW  Applied Biotech, Inc  Applied Biotech SureStep Mono test (whole blood) 

86308QW  Applied Biotech, Inc  Clearview Mono-plusII 

86308QW  Applied Biotech, Inc  Jant Accutest Infectious Mononucleosis Test (whole blood) 

86308QW  Applied Biotech, Inc  McKesson Medi-lab Performance Infectious Mononucleosis Test 

86308QW  Applied Biotech, Inc  Meridian ImmunoCard Stat Mono (for whole blood) 

86308QW  Applied Biotech, Inc  Polymedco, Inc. Poly Stat Mono 

86308QW  Applied Biotech, Inc  Remel RIM A.R.C.  MonoTest 

86308QW Beckman Coulter, Inc. Icon Mono 

86308QW Biosite, INC Acceava Mono Cassette (whole blood) 

86308QW Biosite, INC ProAdvantage-NDC Infectious Mononucleosis Test Device (whl 

blood) 

86308QW Cardinal Health Cardinal Health SP Brand Rapid Test Mono (whole blood) 

86308QW  Genzyme Diagnostics  Genzyme Contrast Mono (whole blood) 



Utah Medicaid Provider Manual  CLIA Certification for Laboratory Services 

Division of Medicaid and Health Financing  Updated July 2016 

Page 10 of 18 Key to code changes, page 1, item 5  Manuals: Physician Services, Laboratory  

Code Manufacturer Test Name (in order of CPT code) 
86308QW  Genzyme Diagnostics  Seradyn Color Q Mono (whole blood) 

86308QW Innovacon, Inc Clearview MONO Whole Blood K042272/A016 

86308QW Innovacon, Inc Jant Pharmacal Accutest Value+ Mononucleosis Rapid Test (whl 

blood) 

86308QW Innovacon, Inc Poly Stat Mono Test (whole blood) 

86308QW Innovacon, Inc Signfy Mono Cassette (whole blood) 

86308QW Innovacon, Inc Stanbio Rely Mono Rapid Test (whole blood) 

86308QW Inverness Medical Professional 

Diagnostics 

Signfy Mono Whole Blood 

86308QW Inverness Medical Professional 

Diagnostics 

Clearview MONO Whole Blood K042272/A013 

86308QW  Princeton BioMeditech Corp  Acceava Mono Cassette (whole blood) 

86308QW  Princeton BioMeditech Corp  Consult Diagnostics Mononucleosis Cassette (whole blood) 

86308QW  Princeton BioMeditech Corp  Henry Schein OneStep Pro+ Mono (whole blood) 

86308QW  Princeton BioMeditech Corp  Immuno Dector Mono (whole blood) 

86308QW  Princeton BioMeditech Corp  Jant Pharmacal Accutest Rapid Mono Test (whole blood) 

86308QW  Princeton BioMeditech Corp  LifeSign Status Mono (whole blood) 

86308QW  Princeton BioMeditech Corp  LifeSign UniStep Mono Test (whole blood) 

86308QW  Princeton BioMeditech Corp  Polymedco Polystate Mono (whole blood) 

86308QW  Quidel Corp  Quidel Cards O.S. Mono (for whole blood) 

86308QW  Wampole Laboratories  Wampole Mono-Plus WB 

86308QW  Wyntek Diag, Inc  Genzyme OSOM Mono Test 

86308QW  Wyntek Diag, Inc  Wyntek Signify Mono Test 

86308QW  Wyntek Diag, Inc BioStar Acceava Mono Test (whole blood) 

86308QW  Wyntek Diag, Inc  Wyntek Diagnostics OSOM Mono Test (whole blood) 

86318QW  Abbott Laboratories  Abbott TestPak Plus H. pylori (for whole blood) 

86318QW  ACON Laboratories, Inc Acon H pylori Test Device 

86318QW  Applied Biotech, Inc.  Applied Biotech SureStep H. Pylori WB Test (whole blood) 

86318QW  Applied Biotech, Inc.  JANT Pharmacal Corp. H. Pylori WB Test 

86318QW  Applied Biotech, Inc.  Polymedco, Inc. Poly stat H. Pylori 

86318QW  Applied Biotech, Inc  Meridian BioScience ImmunoCard STAT H.pylori Whole Blood Test 

86318QW  Princeton BioMeditech  LifeSign Status H. Pylori (for whole blood) 

86318QW  Quidel Corp QuickVue One-Step H. Pylori test for Whole Blood 

86318QW  Quidel Corp  QuickVue One-Step H. Pylori II Test 

86318QW  Remel  Remel RIM A.R.C. H. pylori Test 

86318QW  SmithKline Diag, Inc  SmithKline Diag FlexSure HP Test IgG Antibodies H. pylori whole 

blood 

86318QW  SmithKline Diag, Inc  Abbott FlexPak HP test for whole blood 

86318QW  Trinity BioTech  Trinity Uni-Gold H.pylori 

86318QW  Beckman Coulter, Inc  Beckman Coulter Primary Care Diag Flexsure HP  Test for IgG 

Antibodiesto H. Pylori in Whole Blood 

86386QW Alere Alere NMP22 BladderChek Test (professional and home use) 

86386QW Maritech, Inc Maritech, Inc NMP22  Bladder Check Test (professiona and home 

use) 

86618QW  Wampole Laboratories  Borrelia burgdorferi 

87601QW BioLytical Laboratories bioLytical INST1 HIV-1 Antibody test (fingerstick WB) 

   

86701QW  OraSure Technologies, Inc  OraSure OraQuick Rapid HIV-1 Antibody Test-fingerstick & 

venipuncture 

86701QW  OraSure Technologies, Inc  OraSure Technologies OraQuick Rapid HIV-1 Antibody Test 

86701QW Trinity Biotech Trinity Biotech Uni-Gold Recombigen HIV test (fingerstick or WB) 

86780QW Diagnostics Direct LLC Diagnostics Direct LLC Syphillis Health Check (fingerstick or WB) 

86803QW Orasure Technologies Inc OraQuick HCV Rapid Antibody test & OraQuick Visual Reference 
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87077QW ARJ Medical Jant Accutest Rapid Urease test (H. pylori detection) 

87077QW Ballard Medical Products  Ballard Medical Products CLOtest 

87077QW  Delta West Tri-Med Specialties  Delta West CLOtest 

87077QW GI supply GI supply, Div. Check-Med Systems HP One 

87077QW  Medical Instruments Medical Instruments Corporation Pronto Dry H. Corporation hpylori 

87077QW  Mycoscience Labs, Inc.  GI Supply HP-FAST 

87077QW  Serim  Serim Pyloritek Test Kit 

87077QW  QW GI Supply  GI Supply, Div. Chek-Med Systems HP One 

87210QW  LEC Associates  Stesans Maybe Mom Mini Ovulation Microscope 

87210QW  O2 Unlimited Corp  Q2 Unlimited Donna Ovulation Tester 

87449QW  Zymetx, Inc  ZymeTx Zstatflu Test 

87502QW Alere Scarborough, Inc Alere I Influenza A&B test (Direct nasal swab only) 

87651QW Alere Scarborough, Inc Alere I Instrument 

87651QW IQuum, Inc Roche Molecular, cobas Liat System 

87804QW Alere Scarborough, Inc Alere Influenza A&B card Swab and nasal wash/aspirate specimens 

87804QW Alere Scarborough, Inc Alere BinaxNow Influenza A&B card swab nasal wash/aspirate 

87804QW Alere Scarborough, Inc Henry Schein OneStep+ Influenza A&B test 

87804QW Becton, Dickinson and Company BD Vertor system for rapid detection of Flu A&B used with 

nasopharyngeal swabs, includes reader 

87804QW  Binax, Inc  Binax Now Flu A&B Test A092223 

87804QW  Binax, Inc  Binax Now Influenza A&B test in nasopharyngeal swab K041049 

87804QW  Binax, Inc  BinaxNOW Influenza A&B test nasopharyngeal  swab K053126 

87804QW  Binax, Inc  BinaxNOW Influenza A&B test nasopharyngeal/nasal wash/aspirate 

specimens 

87804QW  Binax, Inc  Binax Now Flu A test 

87804QW  Binax, Inc  Binax Now Flu B test 

87804QW  Quidel Corporation  Quidel Quickvue Influenza A+B test 

87804QW  Quidel Corporation  Sofia Analyzer and Influenza A&B FIA 

87804QW  Quidel Corporation  Sofia Analyzer and Influenza A&B FIA for use with nasal swabs and 

nasopharyngeal swabs 

87804QW  SA Scientific, Inc Early detect Pro Influenza A test 

87804QW  SA Scientific, Inc SA Scientific  SAS Influenza A test 

87804QW  SA Scientific, Inc BTNX Inc, Rapid response Influenza B test cassette 

87804QW  SA Scientific, Inc Early detect Pro Influenza B test 

87804QW  SA Scientific, Inc SA Scientific  SAS Influenza B test 

87806QW Orgenics Orgenics, Alere Determine HIV-1/2 Ag/Ab Combo (fingerstick/WB) 

87807QW Alere Scarborough, Inc Alere Binax NOW RSV card 

87807QW Becton,Dickinson & Co.  BD Veritor System for Rapid Detection of RSV (nasopharyngeal 

specimen) 

87807QW Binax, Inc. Binax NOW RSV Test  (K021687) and (K032166/A005) 

87807QW SA Scientific, Inc. Fisher Scientific Sure –Vue RSV test and SA scientific SAS RSV 

Alert 

87807QW Integrated Biotechnology Corp. Intergrated Biotechnology Quick Lab RSV test 

87807QW Quidel Corporation Sofia RSV  and  Quidel Quick Vue RSV test 

87808QW Genzyme Corp. Genzyme OSOM Trichomonas Rapid Test 

87808QW Genzyme Corp. Sekisui Diagnostics, LLC OSOM Trichomonas Rapid Test 

87809QW Rapid Pathogen Screening Rapid Pathogen Screening RPS Adeno detector 

87809QW Rapid Pathogen Screening AdenoPlus (human eye fluid) 

87880QW ACON Laboratories, Inc Acon Strep A Rapid Strip Test   

87880QW ACON Laboratories, Inc Acon Strep A Twist Rapid Test 

87780QW ACON Laboratories, Inc Beckman Coulter ICON SC Strep A Test 

87780QW ACON Laboratories, Inc Beckman Coulter Primary Care Diagnostics ICON DS Strep A 
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87780QW ACON Laboratories, Inc Biotechnostix Rapid Response Strep A Rapid Test Device 

87780QW ACON Laboratories, Inc Biotechnostix Rapid Response Strep A Rapid Test Strip 

87780QW ACON Laboratories, Inc DE Healthcare  Products TruView Strep A test 

87880QW  ACON Laboratories, Inc  DE Healthcare Products TruView Strep A Cassette Test 

87780QW ACON Laboratories, Inc Immunostics Detector Strep A Direct 

87780QW ACON Laboratories, Inc Immunostics Immuno/Strep A Dectector 

87780QW ACON Laboratories, Inc Instant Technologies I Strep Strep A 

87780QW ACON Laboratories, Inc Laboratory Supply Company (LSC) PEP Strep A Dipstick Test 

87780QW ACON Laboratories, Inc LSC) PEP Strep A Dipstick Test 

87780QW ACON Laboratories, Inc RAC Medical Clarity Step A Rapid Test Strips 

87780QW ACON Laboratories, Inc Stanbio Laboratory E-Z Well Strep A Rapid DeviceTest  

87780QW Alere Inc Medline Strep A test strip (throat swab) 

87780QW Alere SD Cardinal Health Strep A Dipstick-Rapid Test (throat swab) 

87780QW Alere San Diego, Inc McKesson Strep A Test Dipstick 

87780QW Alere San Diego, Inc McKesson Strep A Test Twist 

87780QW Alere San Diego, Inc Moore Medical Strep A Rapid Test Dipstick 

87880QW  Applied Biotech, Inc Applied Biotech SureStep Strep A (II) (direct from throat swab) 

87880QW  Applied Biotech, Inc  Becton Dickinson LINK 2 Strep A Rapid Test (direct from throat 

swab) 

87880QW  Applied Biotech, Inc  Fisher HealthCare Sure-Vue Strep A (Direct from throat swab) 

87880QW  Applied Biotech, Inc Jant Pharmacal AccuStrip Strep A (II) (direct from throat swab) 

87880QW  Applied Biotech, Inc Mainline Confirms Strep A Dots Test (direct from throat swab) 

87880QW Applied Biotech, Inc Meridian Diag ImmunoCard STAT Strep A (direct from throat swab) 

87880QW Applied Biotech, Inc  Polymedco, Inc. Poly stat A (II)  

87880QW  Applied Biotech, Inc Remel RIMÒ A.R.C. Strep A Test 

87880QW  Applied Biotech, Inc  Polymedco Poly Stat Strep A Liquid Test 

87880QW  Applied Biotech, Inc  McKesson Medi-Lab Performance Strep A Test Dipstick 

87880QW  Applied Biotech, Inc  Cardinal Health SP Brand Rapid Test Strep A Dipstick (K033855) 

87880QW  Beckman Coulter, Inc  Beckman Coulter Primary Care Diagnostics ICON FX Strep A 

Immunochemical Strep A test 

87880QW  Becton Dickinson & Company  BD Veritor System for Rapid Detect of Group A Strep (direct-throat 

swab) 

87880QW  Binax  Binax NOW Strep A Test 

87880QW  Binax  SmithKline ICON Fx Strep A Test (from throat swab only) 

87880QW  DE Healthcare Products  DE Healthcare Products, TruView Strep A Test 

87880QW  Germaine Laboratories Inc  Germaine Laboratories Strep Aim Tower 

87880QW  Germaine Laboratories Inc  Germaine Laboratories Strep Aim Rapid Dipstick Test 

87880QW  Genzyme General  Genzyme OSOM Ultra Strep A Test  

87880QW  Genzyme Corporation Genzyme OSOM Ultra Strep A Test – 25 test kit size 

87880QW  Genzyme Diagnostics  Genzyme Contrast Strep A (direct from throat swab) 

87880QW  Genzyme Corporation  Genzyme OSOM Strep A U 

87880QW  Henry Schein  Henry Schein Inc, One Step+ Strep A Test 

87880QW  Henry Schein  Henry Schein Inc, One Step+ Strep A Dipstick test 

87880QW Innovation, Inc. Abott Laboratories Signify Strep A Dipstick 

87880QW Innovation, Inc. Becton Dickinson BD CheK Group A Strep A Test 

87880QW Innovation, Inc. Cardinal Health SP Brand Rapid Test Strep A Dipstick 

(K010582/A028) 

87880QW Innovation, Inc. Inverness Medical BioStar Acceava Strep A Test 

87880QW Innovation, Inc. Inverness Medical BioStar Acceava Strep A Twist 

87880QW Innovation, Inc. Inverness Medical Signfy Strep A Cassette 

87880QW Innovation, Inc. Jant Pharmacal AccuStrip Strep A Value+ Test Strip 

87880QW Innovation, Inc. Jant Pharmacal Accutest Integrated Strep A Rapid Test Device 

87880QW Innovation, Inc. Moore Medical supply experts Strep A Rapid Test Dipstick 
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87880QW Innovation, Inc. PSS Consult Diagnostics Strep A Dipstick 

87880QW Innovation, Inc. PSS World Medical Select Diagnostics Strep A Dipstick 

87880QW Innovation, Inc. PSS World Medical Select Diagnostics Strep A Twist 

87880QW  Princeton BioMeditech  Accustrip Strep A (throat swab) 

87880QW  Princeton BioMeditech  Beckman Coulter ICON DS Strep A test 

87880QW  Princeton BioMeditech  Diagnostic Test Group Clarity Strep A Rapid Test Strips 

87880QW  Princeton BioMeditech  Henry Schein OneStep Pro+ Strep A Cassette 

87880QW  Princeton BioMeditech  LABSCO Advantage Strep A 

87880QW  Princeton BioMeditech  LifeSign LLC Status Strep A 

87880QW  Princeton BioMeditech  Poly stat Strep A Strip Test (throat swab) 

87880QW  Princeton BioMeditech  Poly stat Strep A Strip Flip Test 

87880QW  Princeton BioMeditech  StrepAim (throat swab) 

87880QW  Quidel Corporation  Quidel Sofia Strep A+FIZ (from throat swab only) 

87880QW  Quidel Corporation  Quick Vue In-Line One-Step Strep A Test 

87880QW  Quidel Corporation  Quick Vue In-Line One-Strep Strep A Test (K934484) 

87880QW  Quidel Corporation  Quick Vue Dipstick Strep A 

87880QW  Quidel Corporation  Quick Vue In-Line Strep A (K934484/A013) (direct throat swab) 

87880QW Sa Scientific, Inc CLIA waived inc Rapid Strep A 

87880QW Sa Scientific, Inc BTNX Rapid Response Strep A Rapid Test Strips 

87880QW Sa Scientific, Inc BTNX Inc. Strep A Rapid Test  

87880QW Sekisui Diagnostics LLC Sekisui Diagnostics LLC, OSOM StrepA Test (direct throat swab) 

87880QW Sekisui Diagnostics LLC Sekisui Diagnostics LLC, OSOM Ultra Strep A Test 

87880QW  Stanbio Laboratory  Stanbio QuStick Strep A 

87880QW  Wyntek Diag, Inc  Abbott Signify Strep A Test (from throat swab only) 

87880QW  Wyntek Diag, Inc  BioStar Acceava Strep A Test (direct specimen only) 

87880QW  Wyntek Diag, Inc  Wyntek Diagnostics OSOM Strep A Test 

87880QW  Wyntek Diagnostics, Inc  Wyntek OSOM Ultra Strep A Test  

87905QW Gryphus Diagnostics, LLC Gryphus Diagnostics BVBlue 

87899QW Meridian Bioscience Inc Meridian Bioscience Immunocard STAT! HpSA (stool) 

89300QW  Embryotech Laboratories  

 

Embryotech Laboratories FertilMARQ Home Diagnostic Screening 

Test for Male Infertility 

89300QW Princeton BioMeditech Corp. Sperm Check Vasectomy 

89321QW Genosis Ltd Fertell Male Infertility test 

89321QW Genosis Ltd Fertell Male Infertility test 

G0328QW Alfa Scientific Designs Inc BTNX Inc Know Fecal Occult Blood (FOB) self test 

G0328QW Care diagnostics Inc Care Diagnostics Clarify IFOB test 

G0328QW Hemmosure, Inc Hemosure OneStep FOB test 

G0328QW Immunostics, Inc Immunostics, Inc., hema-screen Specific iFOB and Henry Schein 

OneStep + iFOB 

G0328QW Ind Diagnostic Inc. American IVD Biotechnology Services Inc FOB/CRC  advanced + 

and Medline iFOB one-Step test 

G0328QW New Bay Bioresearch Co, Ltd Germaine Laboratories  “AimStep” and “Gold”  iFOB test 

G0328QW Polymedco, Inc OC-Light iFOB test and Polymedco Poly state OC-light FOB test 

G0328QW Princeton BioMeditech Corp Medline iFOB test 

G0328QW RAC Medical Group Inc. Clearview Ultra FOB test 

G0328QW Sekisui Diagnostics, Inc OSM iFOB Test OSM iFOBT control kit 

G0328QW Teco Diagnostics BTNX Inc Rapid Response Immunological FOB  test 

G0328QW Wampole Laboratories Clarity Hemosure One-step Immunological FOB test 

G0477QW ACON Laboratories, Inc iCassette Multi Drug, Multi-Line Screen Test Device 

G0477QW ACON Laboratories, Inc RediScreen Multi-Drug, Multi-Line Screen Test Device 

G0477QW ACON Laboratories, Inc Accutest Multi-Drug, Multi-Line Screen Test Device 

G0477QW ACON Laboratories, Inc Acon One Step Multi-Drug, Multi-Line Screen Test Device 

(professional) 
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G0477QW ACON Laboratories, Inc Biotechnostix Rapid Response Multi-Drug, Multi-Line Screen (cup w 

card) 

G0477QW ACON Laboratories, Inc Biotechnostix Rapid Response OneStepMulti-Drug, Multi-Line 

Screen Test Device 

G0477QW ACON Laboratories, Inc Noble Medical Inc. Split Specimen Cup 

G0477QW ACON Laboratories, Inc First Check Diagnostics LLC, FrstCheck Home Marijuana Drug test 

G0477QW Accu-Stat Diagnostics Inc Screening Test –Detection of Cannabinioid (THC) and cocaine 

metabolites in urine 

G0477QW Accu-Stat Diagnostics Inc Accu-Stat Drugs of Abuse Home test for Marijuana, cocaine, 

amphetamine, methamphetamines, Opiates, and Phencyclidine 

G0477QW Advantage Diagnostics, Corp ADA CLIA Waived Marijuana (THC) Test 

G0477QW Advantage Diagnostics, Corp Advantage Diagnostics (ADC) Multiple Drug Test Card 

G0477QW Advantage Diagnostics, Corp Alatex Scientific Peace of Mind Multiple Drug Abuse Card 

G0477QW ADC Advantage Diagnostics Advantage Marijuana (THC) & Cocaine 

Home Drug Test 

G0477QW ADC ADC CLIA waived Marijuana (THC) and Cocaine Test 

G0477QW ADC ADC CLIA waived Multiple Drug Test Card 

G0477QW Advin BioTech Advin Multi Drug Screen Test 

G0477QW Alere Alere iCup DX14 (cassette dip card format) 

G0477QW Alere Alere iCassette Drug Screen 

G0477QW Alere Alere Toxicology Services Alere iCassette Dx Drug Screen 

G0477QW Alere Alere Toxicology Service Tox Screen Drug Abuse Test Cup  

G0477QW Alere CLIA waived Rapid Drug test cup 

G0477QW Alere Clinical Reference Laboratory Intelligent Transport Cup 

G0477QW Alere Instant Technologies, Inc. iCassette DX Drug Screen 

G0477QW Alere Noble Medical Inc. Noble 1 Step cup 

G0477QW Alere Premiere Integrity Solutions P/Tox Drug Screen Cup 

G0477QW Alere US Diagnostics ProScreen Drugs of Abuse Cup 

G0477QW Alfa Scientific Designs, Inc Alfa Scientific Designs-Instant-View Drug Abuse Cassette Test 

(urine) 

G0477QW Alfa Scientific Designs, Inc Alfa Scientific Designs, Instant View Multi-Drug Abuse Urine Test 

G0477QW Alfa Scientific Designs, Inc Alfa Scientific Designs, Instant View Multi-Drug Abuse Urine Cup 

Test 

G0477QW Alfa Scientific Designs, Inc Alfa Scientific Designs-Instant-View Drug Abuse Urine Cup Test  

G0477QW Alfa Scientific Designs, Inc BTNX Inc,Known Multi-Drug One Step Screen Test Panel (urine) 

G0477QW Alfa Scientific Designs, Inc BTNX Rapid Response Multi-Drug One Step Screen Test Panel 

(urine) 

G0477QW Alfa Scientific Designs, Inc Confirm BioScience Drugconfirm instant Multi-Drug Abuse Urine 

test 

G0477QW Alfa Scientific Designs, Inc Insight Medical Multi-Drug of Abuse Urine Test 

G0477QW Alfa Scientific Designs, Inc Insight Medical Drug of Abuse Urine Cassette Test 

G0477QW Alfa Scientific Designs, Inc Insight Medical Drug of Abuse Urine CupTest  

G0477QW Alfa Scientific Designs, Inc Instant Technologies iScreen Drug of Abuse Urine Cassette Test 

G0477QW Alfa Scientific Designs, Inc Instant Technologies iScreen Drug of Abuse Urine Cup Test 

G0477QW Alfa Scientific Designs, Inc Jant Pharmacal Accutest –Drug Abuse Urine Cassette Test 

G0477QW Alfa Scientific Designs, Inc Jant Pharmacal Accutest –Drug Abuse Urine Cup Test 

G0477QW Alfa Scientific Designs, Inc Micro Distributing II, LTd Multi-Drug AbuseUrine test 

G0477QW Alfa Scientific Designs, Inc Millenium Laboratories Multi-Drug Abuse Urine test 

G0477QW Alfa Scientific Designs, Inc Physicians Multi-Drug Abuse Urine test 

G0477QW Alfa Scientific Designs, Inc OntheSpot Drug Testing Multi-Drug Abuse Urine test 

G0477QW Alfa Scientific Designs, Inc Quik Test USA Inc. Multi-Drug Abuse Urine test 

G0477QW Alfa Scientific Designs, Inc Screen Tox Multi-Drug Abuse Urine test 

G0477QW Alfa Scientific Designs, Inc Total Diagnostic Solutions-Drug Abuse Urine Cup Test 
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G0477QW Alfa Scientific Designs, Inc Total Diagnostic Solutions-Drug Abuse Urine Cassette Test 

G0477QW Alfa Scientific Designs, Inc Total Diagnostic Solutions Multi-Drug Abuse Urine test 

G0477QW American Screening Corp, Inc Discover Drug Test 

G0477QW American Screening Corp, Inc Discover Multi-Panel Drug Test Cups 

G0477QW American Bio Medica Corp. American Bio Medica Rapid TOX 

G0477QW Amedica BioTech, Inc Amedica BioTech Amedica Drug Screen Test Cup 

G0477QW Amedica BioTech, Inc Amedica BioTech AmediCheck Instant Test Cup 

G0477QW Amedica BioTech, Inc Amedica BioTech Instant Test Cup 

G0477QW Amedica BioTech, Inc Jant Pharmacal ACCUTEST Drug Test Cup 

G0477QW Amedica BioTech, Inc NexScreen LLC, NexScreen Cup 

G0477QW Amedica BioTech, Inc Twin Spirt Drug Smart Cup 

G0477QW Biosite, Inc. Amerditech ImmuTest Drug Screen Cup 

G0477QW Biosite, Inc. CLIA waived Rapid Drug Test 

G0477QW Biosite, Inc. Express Diagnostics, Drug Check Waive Cup 

G0477QW Biosite, Inc. Inverness Medical Inovations Signfy ER Drug Screen 

G0477QW Biosite, Inc. Instant Technoligies, iCup Dx Drug Screen Cup 

G0477QW Biosite, Inc. Millennium Laboratories Clinical Supply Multi-Drug Pain Med 

Screen 

G0477QW Biosite, Inc. Redwood Toxicology Laboratory –Reditest Freedom Cup 

G0477QW Biosite, Inc. US Diagnostics ProScreen Drugs of Abuse Cup  

G0477QW Branan Medical Corporation Alere iScreen DX Multi-Drugs of Abuse Dip Test 

G0477QW Branan Medical Corporation Alere iScreen DX Single Dip Card (4 drug max)  

G0477QW Branan Medical Corporation Alere iCup DX 14 (cassette dip care format) 

G0477QW Branan Medical Corporation Branan Medical FasTox Multiple Drup Dipcard 

G0477QW Branan Medical Corporation Branan Medical Fastect II Drug Screen Dipstick Test 

G0477QW Branan Medical Corporation Branan Medical ToxCup Drug Screen Cup 

G0477QW Branan Medical Corporation Branan Medical QuickTox Drug Screen Dipcard 

G0477QW Branan Medical Corporation CLIA waived Rapid Dip Drug Test 

G0477QW Branan Medical Corporation CLIA waived Rapid Single Drug  DipstickTest 

G0477QW Branan Medical Corporation Coastline Medical Management Coastline medical management  

coastline explorer cup (Cassette dip card format) 

G0477QW Branan Medical Corporation Noble Medical Inc Noble 1 Step+ cup 

G0477QW Branan Medical Corporation PTox Drug Screen Cup (cassette dip card format) 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test cassette 

Amp/Amphetamine 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Strip Amp/Amphetamine 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test cassette  

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Strip  

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (COC/cocaine) cup format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (COC/cocaine) dipcard 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MTD/methadone) cup 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MTD/methadone) dipcard 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MET/methamphetamine) 

cup format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MET/methamphetamine) 

dipcard format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test 

(MDMA/Methylenedioxymethamphetamine) cup format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test 

(MDMA/Methylenedioxymethamphetamine) dipcard format 
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G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MOP/Morphine)) cup 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (MOP/Morphine) dipcard 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (Notriptyline)) cup format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (Notriptyline) dipcard 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Oxazepam cassette 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Oxazepam strip 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (PCP/Phencyclidine) cup 

format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test (PCP/Phencyclidine) 

dipcard format 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Secobarbital cassette 

G0477QW BTNX Inc. BTNX Rapid Response X-Press Drug test Secobarbital strip 

G0477QW Chemtron BioTech, Inc Chemtron BioTech Chemtrue Single/Multi-Panel DrugScreen 

Cassette Test 

G0477QW Chemtron BioTech, Inc Chemtron BioTech Chemtrue Single/Multi-Panel Drug Screen Dip 

G0477QW Chemtron BioTech, Inc Chemtron BioTech Chemtrue Single/Multi-Panel Drug Screen 

DipCard 

G0477QW Chemtron BioTech, Inc Chemtron Biotech, Inc Chemtrue Multi-panel DOA dipcard with OPI 

2000 tests 

G0477QW Chemtron BioTech, Inc Clarity Diagnostics Multi-panel DOA dipcard with OPI 2000 tests 

G0477QW Chemtron BioTech, Inc Native Diagnostics International, DrugSmartDip Single/Multi-Panel 

drug screen Dip card tests 

G0477QW Chemtron BioTech, Inc Onsite testing Specialists Inc. Onsite testing specialist drug screen cup 

tests with OPI 200  

G0477QW Chemtron BioTech, Inc Onsite testing Specialists Inc. Onsite testing specialist single/Multi-

panel drug screen dipcard tests with OPI 2000 and without OPI2000.  

G0477QW DynaGen, Inc DynaGen NicCheck II test strips 

G0477QW First Check Diagnostics LLC First Check Diagnostics First Check 12 Drug Test 

G0477QW First Check Diagnostics LLC First Check Diagnostics First Multi Drug Cup 

G0477QW Forefront Diagnostics, Inc. Forefront Diagnostics Drugfree at Home THC/COC test kit 

G0477QW GuangzhoWondfoBiotechCoLTD American Institute of Toxicology, AIT Labs Drug of Abuse Cup 

G0477QW GuangzhoWondfoBiotechCoLTD BTNX Rapid Response Multi-Drug Urine Test Cup 

G0477QW GuangzhoWondfoBiotechCoLTD BTNX Rapid Response Multi-Drug Urine Test Panel 

G0477QW GuangzhoWondfoBiotechCoLTD Micro Distributing II, LTD One Step Multi-Drug Urine Test Panel 

G0477QW GuangzhoWondfoBiotechCoLTD Nobel Medical INSTA-SCREEN Multi-Drug Urine test cup 

G0477QW GuangzhoWondfoBiotechCoLTD uVera Diagnostics CR2 Multi-Drug Urine Test Cup 

G0477QW GuangzhoWondfoBiotechCoLTD uVera Diagnostics CR3 Multi-Drug Urine Test Cup 

G0477QW GuangzhoWondfoBiotechCoLTD uVera Diagnostics SMARTOX U3 Multi-Drug Urine Test Cup 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Multi-Drug Urine Test Panel (Dip card format) 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Amphetamine Urine Test Panel (Dip card  or cup format) 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Secobarbital Urine Test Panel (Dip card  or cup format) 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Oxazepam Urine Test Panel (Dip card  or cup format) 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Cannabinoids Urine Test Panel (Dip card  or cup format) 

G0477QW GuangzhoWondfoBiotechCoLTD Wondfo Ocycodone Urine Test Panel (Dip card  or cup format) 

G0477QW Healgen Scientific, LLC Healgen THC One Step Marijuana test –cassette, cup, dipcard, or strip 

G0477QW Healgen Scientific, LLC Healgen One Step Cocaine test –cassette, cup, dipcard, or strip 

G0477QW Healgen Scientific, LLC Healgen mAMP One Step methamphpetamine test –cassette, cup, 

dipcard, or strip 

G0477QW Healgen Scientific, LLC Healgen MDMA (Ecstasy) test –cassette, cup, dipcard, or strip 

G0477QW Healgen Scientific, LLC Healgen Morphine test –cassette, cup, dipcard, or strip 
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G0477QW Healgen Scientific, LLC Healgen MOP OneStep morphine test –cassette, cup, dipcard, or strip 

G0477QW Healgen Scientific, LLC Healgen Oxazepam test –cassette, cup, dipcard, or strip 

G0477QW Ind Diagnostics Inc. SCI International Inc. New Choice at Home Marijuana test strip 

G0477QW Innovacon, Inc. Abbott Diagnostics Signify ER Drug Screen Test 

G0477QW Innovacon, Inc. Drug Detection Devices Ltd, Multi-Drug Multi-Line Screeners Dip 

Drug Test  with integrated Screeners AutoSplit KO test Cup 

G0477QW  Innovacon, Inc. Innovacon Multi-Clin Drug Screen Test Device 

G0477QW  Innovacon, Inc. Innovacon Integrated E-Z Split KO test Cup (professional) 

G0477QW  Innovacon, Inc. Jant Pharmacal Accutest MultiDrug ER11 Drug Screen 

G0477QW  Innovacon, Inc. Quest Diagnostics Express Results integrated Multi-Drug Screen Cup 

G0477QW  Innovacon, Inc. Redwood Toxicology Laboratory Retest 6 Cassette substance abuse 

screening device (Professional) 

G0477QW  Innovacon, Inc. Wolfe Drug Testing Reality Check Integrated Specimen Cup 

G0477QW LSI International Inc. AssureTech Co Ltd. AssureTech Secobarbital strip 

G0477QW LSI International Inc. AssureTech Co Ltd. AssureTech Buprenorphine strip 

G0477QW LSI International Inc. Healgen Amphetamine test –cassette, cup, dipcard, or strip 

G0477QW Mossman Associates, Inc CLIA waived Inc. Instant Nicotine Detection test 

G0477QW  Pharmatech, Inc. Express Diagnostics Int”l Inc Drug Check Waive RT (Model 9308z) 

G0477QW Pharmatech Pharmatech QuickScreen One Step Amphetamine test 

G0477QW Pharmatech Pharmatech QuickScreen THC test 

G0477QW Pharmatech Pharmatech QuickScreen cocaine test 

G0477QW Pharmatech Pharmatech QuickScreen methamphetamine test 

G0477QW Pharmatech Pharmatech QuickScreen opiate screening test 

G0477QW Pharmatech Pharmatech QuickScreen PCP screening test 

G0477QW PolyMed Therapeutics, Inc. Polymed Therapeutics FaStep Marijuana –quick cup, panel dip, strip, 

turn-key split cup 

G0477QW PolyMed Therapeutics, Inc. Polymed Therapeutics FaStep Methamphetamine –quick cup, panel 

dip, strip, turn-key split cup 

G0477QW S.D.biotek, LLC Quest Products Inc. Drug HAWK Buprenorphine drug test cup 

G0477QW S.D.biotek, LLC Quest Products Inc. Drug HAWK MDMA and OPI drug test cup 

G0477QW S.D.biotek, LLC Quest Products Inc. Drug HAWK drug test cup 

G0477QW  Tianjin NewBay Bioresearch LTD Aventir Biotech LLC home check mutlple drug cup test –professional  

G0477QW  Tianjin NewBay Bioresearch LTD Medimpex United MedimpexQ Test Multi X Drug Cup Test 

G0477QW  Tianjin NewBay Bioresearch LTD Syntron Bioresearch Quikscreen Multiple Drug Cup Test 

(professional) 

G0477QW  UPC Biosciences, Inc American Screening Corp Discover Drug Test Cards 

G0477QW  UPC Biosciences, Inc American Screening Corp Discover Multi-Panel Drug Test Cups 

G0477QW  UPC Biosciences, Inc American Screening Corp Multi-Drug Testing Cards 

G0477QW  UPC Biosciences, Inc American Screening Corp Multi-Drug Testing Cups 

G0477QW  UPC Biosciences, Inc American Screening Corp OneScreen Drug Test Cards 

G0477QW  UPC Biosciences, Inc American Screening Corp OneScreen Drug Test Cups 

G0477QW  UPC Biosciences, Inc American Screening Corporation Reveal Mini Drug test cups 

G0477QW  UPC Biosciences, Inc Diagnostic Test Group Clarity Multi-Drug Testing Cards 

G0477QW  UPC Biosciences, Inc Diagnostic Test Group Clarity Multi-Drug Screen Cards 

G0477QW  UPC Biosciences, Inc Diagnostic Test Group Clarity Multi-Drug Screen Cups 

G0477QW  UPC Biosciences, Inc Diagnostic Test Group Clarity Simple Drug Screen Cups 

G0477QW  UPC Biosciences, Inc Express Diagnostics International DrugCheck Waive Drug test cards 

G0477QW  UPC Biosciences, Inc Express Diagnostics Intr’l DrugCheck Waive Multi-Drug screen cups 

G0477QW  UPC Biosciences, Inc Transmetron, Inc. Invitro Pro Drug test cups and cards 

G0477QW  UPC Biosciences, Inc UPC Bioscience UPC Drug test mini cups 

G0477QW  UPC Biosciences, Inc UPC Biosciences, Drug Screening Test cards and cups 

G0477QW  UPC Biosciences, Inc UPC Biosciences, Drug Screening Test cups 

G0477QW  UPC Biosciences, Inc UPC Biosciences, Multiple Drug Screen cups 
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G0477QW  UPC Biosciences, Inc Ultimate Analysis Cup UA Cups 

G0477QW  UPC Biosciences, Inc Ultimate Analysis Cup UA Cups test cards 

G0477QW  Worldwide Medical, Corporation Worldwide Medical 1st Check-HDT-4 Panel (THC-COC-OPI-MET) 

G6040QW Acon Laboratories, Inc Alere Toxicology, I Screen Saliva Alcohol Test Strip 

G6040QW Acon Laboratories, Inc Alfa Scientific Designs Inc. Oral view Saliva Alcohol test strip 

G6040QW Acon Laboratories, Inc American Screening Corporation, Reveal Saliva Alcohol Test Strip 

G6040QW Acon Laboratories, Inc Acon Laboratories Inc Mission Saliva Alcohol test strip 

G6040QW Acon Laboratories, Inc  Germaine Laboratories Aim Strip Alcohol Saliva 

G6040QW Acon Laboratories, Inc Jant Pharmacal Corporation 

G6040QW Chematics, Inc Chemiatics, Inc. Alco-Screen Saliva Alcohol test 

G6040QW OraSure Technologies, Inc OraSure Technologies QED A- (150 or 350) Saliva Alcohol Test 

G6040QW STC technologies Inc  STC Diagnostic Q.E.D A150 or A350 saliva alcohol test 

G6040QW Teco Diagnostics   Teco Diagnostics Saliva Alcohol test 

 


