Smart Screens™
onsite drug screening system
to be used with Smart Screens™ app 
and digital tablet reader only
Instructions Sheet for testing any combination of the following drugs:

6-AM/Amphetamines/Barbiturates/Benzodiazepines/Buprenorphine

Cocaine/Ecstasy/Ethyl Glucuronide/Fentanyl/Marijuana/Methadone/Methaqualone

m-Amphetamine/Opiates/Oxycodone/Phencyclidine

Propoxyphene/Spice K3/Tramadol
A rapid, one step screening system for the simultaneous, qualitative detection of multiple drugs and drug metabolites in human urine.

For employment and insurance screening only. ETG for forensic use only
INTENDED USE
The Smart Screens™ onsite drug screening system with digital tablet reader is intended for the detection of drugs of abuse and/or metabolites in human urine for employment and insurance screening purposes only, excluding tests intended for Federal drug testing programs (SAMHSA, DOT, US Military). The test provides a preliminary result only; presumptive positive results should be confirmed using an alternate chemical methodology (such as GC/MS, LC/MS, GC/MS/MS and LC/MS-MS) if the donor doesn’t acknowledge drug use or if your policies require. The test is designed to detect the following drugs at the stated cut-off levels:

ASSAY


Calibrator



Cut-off level

6-AM


6-Acetylmorphine


10 ng/mL

Amphetamine

d-Amphetamine


500 ng/mL

Barbiturates

Secobarbital


200 ng/mL

Benzodiazepines

Oxazepam


200 ng/mL

Buprenorphine

Buprenorphine


10 ng/mL

Cocaine


Benzoylecgonine


150 ng/mL

Ecstasy


d,I-Methylenedioxymethamphetamine
300 ng/mL

Ethyl Glucuronide

Ethyl Glucuronide


500 ng/mL
Fentanyl


Norfentanyl


50 ng/mL

Marijuana


11 nor-∆9-THC-9-COOH

50 ng/mL

Methadone


d/l-Methadone


300 ng/mL

Methadone


Metabolite


300ng/mL

Methaqualone

Methaqualone


300ng/mL
​m-Amphetamine

d-Methamphetamine

500 ng/mL

Opiates


Morphine



300 ng/mL

Oxycodone


Oxycodone


100 ng/mL

Phencyclidine

Phencyclidine


25 ng/mL

Propoxyphene

d-Propoxyphene


300 ng/mL

Spice K3


AB-Pinaca


10 ng/mL

Tramadol


Tramadol



200 ng/mL
The Smart Screens™ test kit device contains anti-drug mouse monoclonal antibody and corresponding drug-protein conjugates. The control line contains goat anti-rabbit IgG polyclonal antibodies and rabbit IgG.


PRECAUTIONS
· For employment and insurance screening only.

· Do not use after the expiration date.

· The test cups must be used within 2 hours of opening the pouch.

· All specimens should be considered potentially hazardous and handled in the same manner as an infectious agent.

· The used test cup should be discarded per federal, state and local regulations.

· The minimum volume of urine necessary to run the Smart Screens test kit device is 5mL, however users should verify this volume is also sufficient for any confirmation testing required by the particular drug-testing policy.

· The minimum volume of urine necessary to read the Smart Screens™ temperature strip is 30mL.

STORAGE AND STABILITY

Store as packaged in the sealed pouch at 2-30°C (36-86°F). The test is stable through the expiration date printed on the sealed pouch. The test devices must be used within 2 hours of opening the pouch. DO NOT FREEZE. Do not use beyond the expiration date.

MATERIALS PROVIDED

· Devices with multi-drug panels

· Tamper evident security seal label pre-attached to device lid

· Package insert

Tablet reader and app required for use. (not included)

HOW TO USE

Login to app and follow instructions

or

1 COLLECTOR: If refrigerated, bring unopened test kit device pouch to room temperature (14-30˚C) before opening and using.

2 COLLECTOR: Open test kit device pouch, remove test kit device and lid. Dispose of pouch and desiccants. 

3 COLLECTOR/APP: Initiate a new test by selecting drugs to be included in the drug test using the Smart Screens™ app.

4 COLLECTOR/APP: Enter CONTACT details (STEP 2), and DONOR details (STEP 3) using the Smart Screens™ app.

5 COLLECTOR: Instruct DONOR to remove lid of test kit device, provide a urine sample in device and place lid back on device firmly. 

6 DONOR: PROVIDES SAMPLE

7 COLLECTOR: verify lid is closed tight and affix tamper evident security seal (pre-attached to the lid) to the face of the test device.

8 COLLECTOR: Have DONOR review DONOR authorization (STEP 4) details and sign consent using finger or stylus.

9 DONOR:READ, VERIFY INFORMATION AND SIGN CONSENT
10 COLLECTOR: Place the test kit device on a flat surface.

11 COLLECTOR/APP: Using the app, tap “CAMERAON/OFF” button, align test kit device on app screen and tap “SCAN DRUG SCREEN” when aligned (STEP 5).
12 COLLECTOR/APP: If performed properly, RESULT COMPLETE or RESULT PENDING will be displayed. If app camera turns back on, repeat item 11.
MANAGE RESULTS

VIEW/SEND RESULTS

1. COLLECTOR/APP:  Select the menu icon in the top left corner of the app.

2. COLLECTOR/APP:  Locate the test result and tap to open RESULT MENU

3. COLLECTOR/APP:  Select “VIEW” to see the result or use the drop-down list, select email address to transmit results.

4. COLLECTOR/APP:  Press “SEND” -a secure .pdf of the result will be sent to the email selected. Password to view result will be included in email. If password is lost, repeat process to obtain a new password and document.

SYSTEM LIMITATIONS

1. The Smart Screens™ test kit device only works with the Smart Screens™ tablet reader and Smart Screens™ app. 

2. The Smart Screens™ system provides only a qualitative result. 

3. The test provides a preliminary result only; presumptive positive results should be confirmed using an alternate chemical methodology (such as GC/MS, LC/MS, GC/MS/MS and LC/MS-MS) if the donor doesn’t acknowledge drug use or if your drug testing policies require.

4. A possibility exists that technical errors, as well as interfering substances in the urine sample, may cause false results.

5. Adulterants, such as soap, bleach and/or other materials in urine may produce false results regardless of the testing method used.

6. ​A negative result may not necessarily indicate drug-free urine. Negative results can be obtained when drug metabolite is present but below the drug cut-off level stipulated in the intended use section of this document.

7. This test does not distinguish between drugs of abuse and certain medications. It may yield preliminary positive results when prescription barbiturates, benzodiazepines, methadone, buprenorphine or oxycodone are ingested, even at therapeutic doses. There are no uniformly recognized drug levels for these prescription drugs in urine.
PERFORMANCE CHARACTERISTICS

THE FOLLOWING PRESCRIPTION DRUGS HAVE BEEN SHOWN TO NOTCAUSEA FALSE POSITIVE RESULTS.  ACTUAL CLINICAL SPECIMENS CONTAINING EACH DRUG ARE TESTED WITH EACH LOT OF TEST STRIPS TO ENSURE NO FALSE POSITIVE RESULTS. 

· Zantac (ranitidine)

· Zoloft (sertraline)

· Protonix (pantoprazole)

· Strattera (atomoxetine)

· Aleve (naproxen)

· Neurontin (gabapentin)

· Lyrica (pregabalin) 

TEST KIT DEVICE ACCURACY

The manufacturer of the Smart Screens™ test kit device’s accuracy was evaluated in comparison to GC/MS and LC/MS. 40 drug-free urine samples collected from presumed non-user volunteers were tested with the device. Of these 40 negative samples, all were correctly identified as negative. 10% of the negative samples were confirmed with GC/MS as drug negative. At least 40 drug positive urine specimens for each drug test were obtained from reference labs. Drug concentrations were confirmed with GC/MS, LC/MS or HPLC (TCA). A summary of the accuracy and discordant results on the test kit device format are shown in the following tables:

Summary of Accuracy Results on the Test:

	Drug Test/ Cutoff (ng/ml)
	Result
	Range of GC/MS, LC/MS and/or HPLCData

	
	
	Drug-free
	-50% - 
<-25% C/O
	-25% C/O -
C/O
	C/O -
+25% C/O
	>+25% - +50% C/O
	>+50/% C/O
	% Agreement

	6AM/10
	Neg
	40
	0
	0
	0
	0
	0
	>99%

	
	Pos
	0
	0
	0
	0
	4
	36
	>99%

	AMP/500
	Neg
	40
	3
	0
	0
	0
	0
	97.7%

	
	Pos
	0
	0
	1
	2
	2
	45
	100%

	BAR/200
	Neg
	40
	1
	1
	0
	0
	0
	95.45%

	
	Pos
	0
	0
	2
	2
	3
	42
	100%

	BUP/10
	Neg
	40
	1
	1
	0
	0
	0
	95.5%

	
	Pos
	0
	0
	2
	8
	0
	32
	100%

	BZO/200
	Neg
	40
	0
	1
	0
	0
	0
	93.7%

	
	Pos
	0
	0
	3
	2
	2
	43
	94%

	COC/150
	Neg
	40
	0
	3
	0
	0
	0
	97.7%

	
	Pos
	0
	0
	1
	4
	1
	53
	100%

	EDDP/300
	Neg
	40
	0
	1
	0
	0
	0
	93.2%

	
	Pos
	0
	0
	3
	5
	2
	33
	100%

	EtG/500
	Neg
	141
	15
	8
	5
	13
	65
	99.4%

	
	Pos
	0
	0
	1
	2
	0
	0
	97.6%

	FEN/50
	Neg
	42
	0
	0
	0
	0
	0
	100%

	
	Pos
	0
	0
	0
	1
	0
	17
	100%

	K3/10
	Neg
	40
	0
	0
	0
	0
	0
	100%

	
	Pos
	0
	0
	0
	0
	4
	0
	100%

	MDMA/300
	Neg
	40
	1
	1
	0
	0
	0
	95.5%

	
	Pos
	0
	0
	2
	6
	1
	35
	100%

	MET/500
	Neg
	40
	1
	0
	0
	0
	0
	93.2%

	
	Pos
	0
	0
	3
	1
	3
	51
	100%

	MQL/300
	Neg
	122
	0
	0
	10
	0
	0
	91.7%

	
	Pos
	0
	0
	11
	11
	19
	77
	91.5%

	MTD/300
	Neg
	40
	0
	2
	0
	0
	0
	95.5%

	
	Pos
	0
	0
	2
	4
	0
	37
	100%

	OPI/300
	Neg
	40
	0
	1
	0
	0
	0
	93.2%

	
	Pos
	0
	0
	3
	4
	0
	53
	100%

	OXY/100
	Neg
	40
	1
	0
	0
	0
	0
	93.2%

	
	Pos
	0
	0
	3
	7
	1
	33
	100%

	PCP/25
	Neg
	40
	0
	3
	0
	0
	0
	97.7%

	
	Pos
	0
	0
	1
	3
	8
	33
	100%

	PPX/300
	Neg
	40
	0
	1
	0
	0
	0
	95.3%

	
	Pos
	0
	0
	2
	5
	2
	33
	100%

	THC/50
	Neg
	40
	1
	2
	0
	0
	0
	97.7%

	
	Pos
	0
	0
	1
	4
	7
	44
	100%

	TRA/200
	Neg
	40
	4
	4
	1
	0
	0
	100%

	
	Pos
	0
	0
	0
	2
	4
	27
	97.1%


CROSS REACTIONS

The following compounds are detected positive in urine by the immunoassay test card inside the Smart Screens™ test kit device.  Concentrations are given in ng/mL; percent cross-reactivity is shown in parentheses.

	Compound
	Concentration (%)
	Compound
	Concentration (%)

	6-AM

6-Acetylmorphine

Diacetylmorphine (heroin)

Oxycodone
	10 (100%)

300 (3%)

>100,000 (<0.1%)
	Morphine

Codeine

Oxymorphone
	>100,000(<0.1%)

>100,000(<0.1%)

>100,000(<0.1%)

	AMP

D-Amphetamine

L-Amphetamine

	500 (100%)

50,000 (1%)
	MDA

Phentermine
	8,000 (6.5%)

45,000 (1.1%)

	BAR200

Secobarbital

Amobarbital

Aprobarbital

Butabarbital

	200 (100%)

1,660 (12%)

330 (66.7%)

60 (333%)
	Butalbital

Cyclopentobarbital

Phenobarbital


	200 (100%)

330 (66.7%)

200 (100%)

	BUP

Buprenorphine

	10 (100%)
	
	

	BZO200

Oxazepam

Alprazolam

Bromazepam

Clobazam

Clorazepate

Desalkylflurazepam

Diazepam

Flunitrazepam

	200 (100%)

130 (153%)

650 (30.7%)

130 (153.8%)

500 (40%)

800 (25%)

650 (30.7%)

160 (125%)
	α-Hydroxyalprazolam

Lorazepam

Lorazepam-glucuronide

Nitrazepam

Norchlordiazepoxide

Nordazepam

Temazepam

Triazolam
	1,300 (15.3%)

2,600 (7.7%)

3,500 (5.7%)

160 (125%)

330 (60.6%)

260 (76.9%)

100 (200%)

1,650 (12.1%)

	COC

Benzoylecgonine

Cocaethylene

	150 (100%)

50,000 (0.3%)
	Cocaine

Ecgonine
	5,000 (3%)

50,000 (0.3%)

	EDDP

EDDP

	300 (100%)
	
	

	EtG

Ethyl glucuronide


	500 (100%)
	
	

	FEN 50

Norfentanyl

	50 (100%)
	Fentanyl 
	350(14.3%)

	K3
AB-PINACA pentanoic acid metabolite

ADB-PINACA N-(4-hydroxypentyl) metabolite

5-fluoro AB-PINACA N-(4-hydroxypentyl) metabolite

ADB-PINACA pentanoic acid metabolite

5-fluoro AB-PINACA

AB-FUBINACA

5-chloro AB-PINACA

APINACA(AKB-48) 5-Hydroxypentyl metabolite

5-fluoro AEB

PX 1(5-fluoro APP-PICA)

PX 2(5-fluoro APP-PINACA)

4-cyano CUMYL-BUTINACA

CUMYL-PICA

MN-18

BB-22 3-carboxyindole metabolite


	10 (100%)

15 (66.7%)

20 (50%)

20 (50%)

50 (20%)

150 (6.67%)

1,000 (1%)

>10,000 (<0.1%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)


	AB-PINACA N-(4-hydroxypentyl) metabolite

ADB-PINACA N-(5-hydroxypentyl) metabolite

AB-PINACA N-(5-hydroxypentyl) metabolite

AB-PINACA

5-fluoro ADB-PINACA

APINACA(AKB-48)

CUMPY-THPINACA

AB-CHMINACA metabolite M2

5-fluoro ADB(5-fluoro MDMB-PINACA)

MMB-FUBINACA

5-fluoro MN-18

5-fluoro PB-22 3-carboxyindole metabolite

AM2201 N-(4-hydroxypentyl) metabolite
	10 (100%)

20 (50%)

30 (33.3%)

100 (10%)

250 (40%)

>10,000 (<0.1%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

>100,000 (<0.01%)

	MDMA

(+/-)-MDMA

(+/-)-MDA
	300 (100%)

2,500 (12%)
	(+/-)-MDEA
	300 (100%)

	MET

D-Methamphetamine

D-Amphetamine

L-Amphetamine

1R,2S(-)-Ephedrine
	500 (100%)

50,000 (1%)

50,000 (1%)

100,000 (0.5%)
	MDEA

MDMA

Mephentermine
	30,000 (1.7%)

3,500 (14.3%)

75,000 (0.7%)

	MQL
Methaqualone

	300(100%)
	
	

	MTD

Methadone

	300 (100%)
	
	

	OPI 300
Morphine

Codeine

Ethylmorphine

Heroin

Hydrocodone

Hydromorphone

	300 (100%)

100 (300%)

100 (300%)

8,000 (37.5%)

1,250 (24%)

2,500 (12%)
	Levorphanol

Morphine 3-glucuronide

Norcodeine

Oxycodone

Thebaine


	50,000 (0.6%)

400 (75%)

6,000 (1.9%)

75,000 (0.4%)

90,000 (0.3%)

	OXY

Oxycodone

Codeine

Ethylmorphine

	100 (100%)

50,000 (0.2%)

50,000 (0.2%)
	Hydrocodone

Hydromorphone

Oxymorphone
	5,000 (2%)

25,000 (0.4%)

12,500 (0.8%)

	PCP

Phencyclidine

	25 (100%)
	4-Hydroxy-PCP
	1,500 (1.7%)

	PPX

Propoxyphene

	300 (100%)
	Norpropoxyphene
	300 (100%)

	THC 50
11-nor-∆9-THC-9-COOH

(+/-)-11-Hydroxy-∆9-THC

	50 (100%)

5,000 (1%)
	(-)-∆8-THC

(-)-∆9-THC
	20,000 (0.3%)

20,000 (0.3%)

	TRA200
cis-Tramadol
N-Desmethyl-cis-tramadol
O-Desmethyl-cis-tramadol

	200 (100%)
850 (23.53%)
16,000(1.25%)

	O-Desmethylvenlafaxine
Venlafaxine
	>10,000(2%)
>100,000(0.2%)


DISCLAIMERS

The accuracy, cross-reactivity and test performance claims related to the Smart Screens™ test kit device displayed in this Package Insert are derived from manufacturer data from testing performed in non-Smart Screens™ devices. The Smart Screens™ test kit device is manufactured using substantially equivalent technology, know-how and processes used in other FDA cleared, OTC approved and CLIA waived products sold by the manufacturer. The Smart Screens™ test is designed for use for employment and insurance testing, therefore it is exempt from FDA 510k premarket notification. 

Manufactured for:

Ramsey Diagnostics Corporation

d.b.a. Smart Screens™
901 Port Centre Parkway, Ste. 8

Portsmouth, VA 23704

877-868-9967 office

info@SmartScreens.net
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