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Training: Visby Medical

Respiratory Health Test

*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. This product has been authorized only for the detection and differentiation of nucleic acid from SARS-CoV-2,

influenza A, and influenza B, not for any other viruses or pathogens; and 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.
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Product Overview
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Materials Required for Testing

Materials Provided in Visby Medical 

Respiratory Health Test -20 devices per case

Visby Fixed Volume 

Pipette (650μL)

Biohazard Bags

Visby Respiratory 

Health Buffer Tube

Materials Required and Available as 
Accessories

Visby Power Adapter

Visby External Control Swabs
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Materials Required and Not Provided 

Gloves

Anterior Nasal or 

Nasopharyngeal Swab*
Disposal Bin

*Use sterile nylon, foam, or polyester flocked flexible shaft swabs, only. 

Cotton and rayon swabs are not compatible with the Visby Respiratory Health Test. 
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External Control Testing
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Required External Control Testing
Test external controls with

• Each new shipment received

• Each untrained operator

Further controls may be tested in order to conform with local, state and/or 

federal regulations, accrediting groups, or your lab’s standard Quality 

Control procedures. 

To run external control swabs, unwrap the swab, place it into the 

Visby Respiratory Health Buffer Tube, and gently tap the swab 

against the bottom of the tube 5 times. Discard the swab according to 

your institution’s guidelines and screw the cap back onto the tube. 

Positive and Negative External Control 

Swabs (PS-400381)

(Complete testing instructions available in  the Visby Medical Respiratory Health Quick Reference Guide) 
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Sample Collection 
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Collect patient samples using nasopharyngeal or anterior nasal swabs. Please 
refer to Sample Collection Instructions and Instructions for Use for more 
information:

● Anterior Nasal Specimen Collection Instructions
● Nasopharyngeal Specimen Collection Instructions

https://www.visbymedical.com/assets/respiratory-health-test/Visby-Medical-Respiratory-Health-Test-Anterior-Nasal-Specimen-Collection-Instructions.pdf
https://www.visbymedical.com/assets/respiratory-health-test/Visby-Medical-Respiratory-Health-Test-Point-of-Care-Nasopharyngeal-Collection-Instructions.pdf
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Sample Storage Conditions

Collected Sample in Visby Buffer

2 hours at 

Room Temperature
59°F - 86°F 

(15°C – 30°C)

48 hours at 

Refrigerated Temperature
36°F - 46°F 
(2°C – 8°C)

or

In Dry Tube

Up to 1 hour at 

Room Temperature
59°F - 86°F 

(15°C – 30°C)

DO NOT FREEZE
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Testing and Interpreting Results
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All testing instructions come from the Visby Medical Respiratory Health Quick Reference Guide
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Easy to Use - The Three P’s

1

Plug in Device

2

Pipette Sample

3

Push Port Closed
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Setup: Prepare the Workspace

Operating Temperature: 

55ºF (13ºC) - 88ºF (31ºC)

Place device on a level surface
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Step 1: Add Patient Swab to Visby Respiratory Health Buffer Tube
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Step 2: Mix and Add Patient Sample
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Using the Pipette

• Avoid bubbles 
Pause and visually verify the entire 

shaft of pipette is filled with liquid 

prior to loading the test

• Fluid will remain in the lower 

bulb
Once the sample is loaded into the 

pipette, do not invert the pipette. 

Doing so may create air bubbles in 

the shaft. 
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Step 3: Run the Test
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Step 4: Interpret Results 

Interpret the results for up to 2 hours

After 30 minutes, determine if test is valid. If the test is valid, read the test results:

Positive ResultNegative Result

Positive: Any shade of purple with 

distinct edges next to the target is a 

positive result. 

Negative: No spot next to the 

target is a negative result. 

Green light and

Results Valid spot = 

Valid Test 
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Interpret Results: Invalids 

Invalid Results

No green “done” light OR no 

Results Valid spot = Invalid 

Test 
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Flu A 

Flu B 

Covid-19

Invalid

- + 

Results Interpretation 
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- + 
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X

X
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Results Interpretation 

#1 #2 #3

#4 #5 #6
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Troubleshooting
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Electronic Control

If you are unsure how to interpret a result, please contact Visby Medical Customer Support at 1-833-GoVisby (1-833-468-4729). 
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Electronic Control Continued

If you are unsure how to interpret a result, please contact Visby Medical Customer Support at 1-833-GoVisby (1-833-468-4729).
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Common Causes of No Results Valid Spot

1) Improper Sample Handling

● Sample was collected in anything other than the Visby Buffer Collection Tube 

i.e., Other collection kits, water, or other buffers

● Incorrect sample volume was loaded into the test (i.e., incorrect pipetting, 

using pipette other than Visby pipette)

2) Improper Use of the Visby Test 
• Improper storage of the Visby Test or Visby Collection Kits

• Use of expired Visby Devices or Visby Collection Kits
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Using the Pipette

Tips: 

● Pause and visually verify the entire shaft of pipette is filled with liquid prior 

to loading the test

● Once the sample is loaded into the pipette, do not invert the pipette. Doing 

so may create air bubbles in the shaft. 

Scan to review video: 

“Mastering the Pipette”
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Resources
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Training Resources
Complimentary Material:

Access to On-Demand Training Resources: 

visby.com/start

❑ Respiratory 

Implementation 

Binder

❑ Lab Stickers (for 

organization)

❏ Pipettes (for training 

and practice)

https://www.visbymedical.com/assets/visby-university/respiratory-health-test/Visby-Medical-Respiratory-Health-Test-Implementation-Binder.pdf
https://www.visbymedical.com/assets/visby-university/respiratory-health-test/Visby-Medical-Respiratory-Health-Test-Implementation-Binder.pdf
https://www.visbymedical.com/assets/visby-university/respiratory-health-test/Visby-Medical-Respiratory-Health-Test-Implementation-Binder.pdf
https://www.visbymedical.com/assets/visby-university/Visby_Supplies_Labels.pdf
https://www.visbymedical.com/assets/visby-university/Visby_Supplies_Labels.pdf
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Are you ready for a surge?
Order additional power adapters to manage high testing volumes and improve workflow. 

Please contact Visby Customer Support to place an order: salesorders@visby.com
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Test Time Approximately 30 minutes

Test Storage

Temperature: 36°F - 86°F (2°C - 30°C)

Humidity: 5% - 80%

DO NOT freeze

Operating Conditions
Temperature: 55°F - 88°F (13°C - 31°C)

Humidity: 5% - 80%

Sample Type
Anterior swab (self or Health Care Provider collected)

Nasopharyngeal swab, (HCP collected)

Patient Sample Storage

In dry tube up to 1 hour at room temperature

59°F–86°F (15°C–30°C)

In buffer tube up to 2 hours at room temperature

59°F–86°F (15°C–30°C)

In buffer tube up to 48 hours at refrigerated temperature

36°F–46°F (2°C–8°C)

Do not freeze

Visby Respiratory Health Test Information
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Visby Respiratory Health Test Information

Visby Respiratory Health Test 10 Pack

(Visby Part Number PS-400380)

*sold in cases. 1 case = 20 Test Devices

• 10 Visby Medical Respiratory Health Devices

• 12 Pipettes

• 12 Visby Respiratory Health Buffer Tubes

• 12 Disposal Bags

• 1 Quick Reference Guide

• Visby Medical Respiratory Health Test Instructions for Use (available digitally)

Materials Required and Available

as Accessories

• Visby Power Adapter (Visby Part Number PS-000288)

Materials Required but Not Supplied

• Gloves

• Disposal Bin

• Swabs

External Controls

(Visby Part Number PS-400381)

Respiratory Health Control Swab Kit:

• 2 Positive Swabs

• 2 Negative Swabs

Need Help?

For Training: visby.training@visby.com

For Orders: salesorders@visby.com

For Customer Support: support@visby.com

Call us: 1-833-468-4729 (1-833-GoVisby)

mailto:visby.training@visby.com
mailto:salesorders@visby.com
mailto:support@visby.com
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Appendix
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Email Us: support@visby.com

Call Us: 1-833-GoVisby

(1-833-468-4729)

Hours: Mon-Fri 8:00am – 4:00pm PST

Questions?

Visby Medical
Customer Support Training Support

Email Us: visby.training@visby.com
Visit Us: visby.com/start

mailto:support@visby.com
mailto:visby.training@visby.com
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