




























































   
     

 
 

 
 

 

  
   

  

   
  

Quick Reference Instructions
MicroGEM Sal6830 SARS-CoV-2 Saliva Test
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MicroGEM Sal6830 SARS-CoV-2 Saliva Test 
Warnings and Precautions 

• For in vitro diagnostic use. 
• For prescription use only. 
• For use under Emergency Use Authorization (EUA) only. 
• This product has not been FDA cleared or approved but has been authorized for emergency use by FDA under an EUA for 

use by authorized laboratories. 
• The emergency use of this product is only authorized for the duration of the declaration that circumstances exist 

justifying the authorization of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19 under 
Section 564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is 
terminated or authorization is revoked sooner. 

• Laboratories within the United States and its territories are required to report all results to the appropriate public health 
authorities. 

• This product has been authorized only for the detection of nucleic acid from SARS-CoV-2, not for any other viruses or 
pathogens. 

• The test should be used with the MicroGEM Sal6830 Point of Care PCR System. 
• Do not open pouches until ready to use. 
• Do not use a saliva cup or test cartridge that has been dropped after removing it from the pouch. 
• The saliva sample should be processed and run within 20 minutes from the time it was collected. 
• Do not place the sample ID sticker label around the tube. Only place it on the flat surface on top of the cap. 
• Lock the cap after sample collection before proceeding with the test. Failure to lock the cap can lead to erroneous 

results. 
• Do not use an expired test. 
• Do not use any cracked or broken test parts. 
• Dispose according to the facility’s  guidelines. Place test contents and related materials in a waste bin according to the 

facility’s guidelines. 
• Ensure all test contents are stored between 15°C and 30°C, protected from direct sunlight and protected from water. 
• Read the Instructions for Use (IFUs) and the MicroGEM Sal6830 Point of Care PCR System User Guide for detailed 

instructions and product information. 
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Let’s get started! 
Before you begin: 

Before collecting a saliva sample, first carefully read through the instructions below about how to collect a good 
saliva sample. 

Confirm the patient did not eat, drink, use mouthwash, smoke,
or chew gum in the last 30 minutes. 

Read through these entire Quick Reference Instructions before starting a test. For help, contact MicroGEM technical 
support at techsupportdx@microgembio.com. Complete instructions can be found in the Instructions for Use (IFU) and 
the MicroGEM Sal6830 Point of Care PCR System User Guide. 

Use hand sanitizer or wash your hands for 20 seconds before starting the test and after the sample has been collected. 

Always check the expiry date of consumables prior to running a test. Do not use a test that is expired. 

Inside the test pouch: 

• Cap (Pouch A) - seals the saliva cup after saliva is deposited and releases the capture particles and diluent 

• Saliva Cup (Pouch B) - contains capture beads, reagents for sample lysis and nucleic acid extraction 

• Test Cartridge (Pouch C) - a microfluidic cartridge that contains the purification column, and primers, probes, enzymes, 
and other reagents required for amplification and detection of viral targets and controls 

• Test ID Card – contains stickers with bar codes for traceability of samples and results 

Use the step-by-step instructions on the touch screen for real-time instructions as you do the test. 
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Run the test 
Go to the touch screen and start a new test. 

Start a new test 
• Click ‘Start New Test’ (1). 
• Open a new test. Remove the pouches and 

Test ID card. 
• Open Pouch A, Pouch B, and Pouch C.  Remove 

1 

the cap and cup from Pouch A and B. Leave the 
cartridge in Pouch C until ready to use. 

Place ID sticker 
• Place sticker #2 on cap and sticker #3 on facility 

record if required by your facility. 
• The person being tested keeps the Test ID card 

with sticker #1. 
• Do not place the sample ID sticker label around 

the tube. Only place it on the flat surface on top 
of the cap (2). 

M0012-RevB 

MicroGEM Sal6830 SARS-
CoV-2 Saliva Test 

Fo Em n U 
A ho on On 

Patient Fact Sheet: https://microgembiocovid19.com/fsfp 
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Resources for collecting good saliva can be found at microgembio.com/salivatips 

Hello, let's get started! 

0 START 
NEW TEST 

2 

Collect saliva 
• Hand the cup and cap to the patient being tested. 

• Guide the patient through the following steps (3): 

How to provide a saliva sample 
> Pool saliva in your mouth. 
> Press the cup against your lip. 
> Tilt your head forward. 
> Let your saliva flow into the cup 
> Think of a favorite food or make chewing motions to help your

saliva flow. 
3 
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TWIST 

Correct Incorrect 

• Instruct the patient to fill the cup to the dotted line as shown in the 
picture (4). When enough saliva has been collected, the patient 
should loosely place the cap on the cup and hand it to you, the 
operator. 

NOTE: The patient should NOT close and lock the cap. 

• Inspect to ensure the saliva is filled to the dotted line. Bubbles 
should be above the dotted line as shown in the picture (4). 
Make sure liquid saliva fills the space below the dotted line. 

• Make sure that saliva has not dripped outside the cup. If saliva is 
observed, wipe the outside of the cup with sanitizing wipes. 

• The saliva sample should be processed and run within 20 
minutes from the time it was collected. 

Cap the saliva cup 

• The test operator should align the tab on 
the sample cap with the tab on the 
collection cup, as highlighted in the 
picture (5). 5 

• Press down and twist the cap until it is fully closed and locks (6). 
Once locked, the cap cannot be reopened. 

• Lock the cap before proceeding. Failure to lock the cap can 
lead to false results. 

Mix the saliva 

• Keep the cup upright. Move your entire hand in a circular motion for 
5 seconds (7). 

• After mixing, the saliva sample should be orange (8) indicating the 
cap was properly attached. If orange, proceed to the next step. If 
the sample IS NOT orange, use a new test with a fresh saliva 
sample and repeat the saliva collection process. 

4 

6 

7 

8 
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Scan the test ID 

• Hold cap near scanner until it beeps (9). The scanner is 
located above the screen. After scanning, the screen will 
show the test ID number. 

Prepare the test cartridge 

• 

• 

Insert the cartridge and
start the test 

• 

• 

10 

11 

12 

MicroGEM Sal6830SARS-CoV-2 Saliva Test 

TEST CARTR DGE 

MicroGEM Sal6830 
SARS-CoV-2 Saliva Test 

MicroGEM Sal6830 
SARS-CoV-2 Saliva Test 

Remove the test cartridge from Pouch C by the handle as 
highlighted in the picture (10). 

Hold the test cartridge as shown and slide the saliva cup 
into the cartridge (11). Do not twist the cup while 
sliding it into place.  The cup will click into place. 

Open the door and slide the assembled test cartridge 
and saliva cup into the slot (12). Insert the side of the 
cartridge with the label into the slot. The cartridge will 
click into place. 

Rotate the latch clockwise to lock the cartridge in place. 
Close the door and push start. 
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For Emergency UseAuthorization Only

TEST CARTRIDGE

For Emergency UseAuthorization Only

Figure 19 
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Wash hands for a minimum of 20 seconds or use hand 
sanitizer after completing the saliva collection and test 
process. If you are wearing gloves, replace them or wipe 
them with hand sanitizer. 

View results 
When the test run is complete, verify the test ID on the results screen with the person’s test ID card and the ID label on 
the facility record (if used) to be sure they match. Click “view results”. The results screen will show if SARS-CoV-2 has 
been detected (Table 1). The instrument also produces a QR code on the screen which may be scanned by an optional 
scanner available from Horiba Instruments (part number SMP) to export into their Lite DM ver 3.0 middleware 
connectivity software. The results can also be exported to a USB device. Follow your facility procedures to report results. 

Table 1: Test results 
Test Result Explanation Next steps 
SARS-CoV-2 Not Negative results should be treated as presumptive and if Follow the facility’s guidelines for communicating results 

Detected inconsistent with clinical signs and symptoms or necessary for to the person being tested, recording the results and 
(presumptive patient management, should be con rmed with di erent reporting the test result to relevant public health 

negative) authorized or cleared molecular test  in a CLIA-certi d 
laboratory that meets requirements to perform high or 
moderate complexity tests. Negative results do not preclude 
SARS-CoV-2 infection and should not be used as the sole basis 
for treatment or other patient management decisions. Negative 
results must be combined with clinical observations, patient 
history, and epidemiological information. 

authorities. 

Negative results for SARS-CoV-2 RNA from saliva should 
be con rmed by testing of an alternative specimen type if 
clinically indicated. 

SARS-CoV-2 Positive results are indicative of the presence of SARS-CoV-2 Follow the facility’s guidelines for communicating the 
Detected RNA; clinical correlation with patient history and other results  to the person being tested, recording results and 
(positive) diagnostic information is necessary to determine patient 

infection status. Positive results do not rule out bacterial 
infection or co-infection with other viruses. The agent detected 
may not be the de te cause of disease. 

reporting the test result to relevant public health 
authorities. The person’s healthcare provider will consider 
the test result with all other aspects of the person’s 
history, such as symptoms and possible exposures, to 
decide how to care for the person. 

Invalid Test No reportable result due to failure of one or more of the 
internal controls included in the test or failure to pass 
acceptance criteria for ampli cation curves of targeted genes. 

Repeat the test with a new test pouch and fresh saliva 
sample. 

System Error No reportable result due to power failure or instrumentation 
error. 

Repeat the test with a new test pouch and fresh saliva 
sample. If the issue persists, contact customer support at 
techsupportdx@microgembio.com 

Test 
Interrupted 

No reportable result due to opening the door of the instrument 
while the test was running. 

Repeat the test with a new test pouch and fresh saliva 
sample. 
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Dispose test cartridge and prepare for next test 
Open the door of the system and rotate the red-latch counterclockwise. 
Remove the test cartridge and dispose according to the facility’s guidelines for waste disposal. 
Close the door of the system so it is ready for its next test. 
Click “Done” on the screen. 
It is recommended that the system be cleaned at the end of each day following the guidance below: 

• Wipe the instrument, including exterior surfaces visible behind the door including the latch, with 
70% isopropanol available in commercial wipes or on a damp, lint free cloth. Do not spray 
isopropanol directly onto the instrument as spray may cause damage. 

• If spills occur on the instrument or surrounding area, wipe with 10% bleach on a damp, lint free 
cloth followed by 70% isopropanol available in commercial wipes. 

• Do not clean the instrument with soap or other cleaning solutions other than as directed in these 
instructions. 

• Clean barcode reader using 10% bleach on a damp, lint free cloth. Do not use any other type of 
cleaner on the barcode scanner. 

External Controls 
External controls* are run as if they were patient specimens. The only difference is that instead of collecting saliva 
from a patient, the contents of the external control vial are used. The user should open the vial, pour the entire 
contents of the vial into the saliva cup of a newly opened test, discard the empty vial per facility procedures, and 
run the external control per standard protocol in the QRI. It is recommended to run a positive control first and then 
a negative control. The positive control should give a positive result (i.e., SARS-CoV-2 detected) and the negative 
control should give a negative result (i.e., SARS-CoV-2 not detected). 

* ZeptoMetrix NATtrol SARS-Related Coronavirus 2 (SARS-CoV-2) External Run Control (NATSARS 
(COV2)-ERC1) and the ZeptoMetrix SARS-Related Coronavirus 2 (SARS-CoV-2) 
Negative Control (NATSARS (COV2)-NEG1) positive and negative controls. 

Complete instructions can be found in the Instructions for Use and User Guide at: 
www.microgembio.com/covid-19/resources 

techsupportdx@microgembio.com 

MicroGEMTM © 2021 All rights reserved. All trademarks referenced are trademarks of MicroGEM group of 
companies. Pat: www.microgembio.com/patent 
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