
OSOM® RESPIRATORY INFECTION PRODUCT CATALOG
Unravel overlapping symptoms of common respiratory infections 

Point-of-care testing solutions that empower healthcare providers with the necessary  
confidence to initiate immediate treatment protocols at the first patient visit.



THE IMPORTANCE OF RAPID POINT-OF-CARE TESTING FOR RESPIRATORY INFECTIONS

Respiratory infections are highly contagious and spread rapidly posing a dual threat to  
communities. The inability to accurately diagnose and rapid treat can lead to potential  
outbreaks and improper use of antibiotics & antivirals. 

•  Respiratory infections are one of the primary causes of morbidity and mortality worldwide.1

• A principal reason for medical consultation is due to respiratory infections.1

•  Rapid point-of-care testing for respiratory infections can reduce the use of antibiotics, ensure the 
use of suitable antivirals, and reduce the length of hospital stays.1

OVERLAPPING SYMPTOMS OF THREE COMMON RESPIRATORY INFECTIONS2

SARS-CoV-2 
(COVID-19) 

Influenza A & B  
(Flu)

Streptococcal  
(Strep A)

Fever

Sore Throat             

Body Aches & Fatigue

Cough

Headaches       

Runny Nose         

Diarrhea &/or Vomiting

Other Symptoms: Loss of Taste/Smell,  
Shortness of Breath

Red, Swollen Tonsils, 
Red Spots on  

Roof of Mouth



ONE SAMPLE, ONE TEST, AND THREE STEPS TO RELIABLY DIFFERENTIATE BETWEEN 
SARS-COV-2, FLU A, AND FLU B 

When COVID-19 and flu are cocirculating, the OSOM® Flu SARS-CoV-2 Combo Test helps 
facilitate e�cient and e�ective patient management. 

POSITIVE PERCENT AGREEMENT

NEGATIVE PERCENT AGREEMENT

FLU A

93.1%
99.5%

FLU B

89.1%
99.7%

SARS-CoV-2

 87.0%*
 99.1%

FLU A

93.1%
99.5%

FLU B

89.1%
99.7%

SARS-CoV-2

 87.0%*
 99.1%

FLU A

93.1%
99.5%

FLU B

89.1%
99.7%

SARS-CoV-2

 87.0%*
 99.1%

Why choose the OSOM® Flu SARS-CoV-2 Combo Test?

•  Reliable: Proven clinical performance to help you reduce the risk of misdiagnosis &
inappropriate treatment

•  Rapid: Differentiate between three viral infections in only 10 minutes, so you can facilitate
immediate treatment protocols at the first patient visit

•  Cost Efficient: Unique QC Inside® feature which provides you with two additional tests per kit 
for External QC testing

•  Easy-to-Use: Can be performed in a CLIA-waived setting & comes with
ready-to-use extraction buffer tubes to help you save time

Specificity

This test has not been FDA cleared or approved. It is authorized by FDA under an EUA for use by authorized laboratories. It has been authorized only for 
the detection of proteins from SARS CoV-2, influenza A and influenza B, not for any other viruses or pathogens, not for any other viruses or pathogens and 
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 S360bbb-3(b)(1), unless the 
authorization is terminated or revoked sooner.

Three results in only three simple steps

10X

Vigorously 
Spin

10X

Vigorously 
Spin

INSERT THE TEST STICK INTO THE 
LIQUID OF THE EXTRACTION 
BUFFER VIAL AND SET A TIMER 
FOR 10 MINUTES.

2 READ TEST AT 10 MINUTES. 
SEE INTERPRETATION OF 
RESULTS BELOW.

3

10X

Vigorously 
Spin

Let Stand
10 min.

1 MIX THE SWAB IN THE LIQUID 
BY SPINNING IT AT LEAST 
10 TIMES. PRESS THE SWAB 
AGAINST THE VIAL TO REMOVE 
ANY EXCESS SAMPLE.

Flora

Flu SARS-CoV-2 Combo Test

*Determined by a controlled analysis: Data shown is inclusion  
of 10% low positive samples by PCR. For all study cohort and  

performance at different low positive samples levels refer to IFU. 



Why choose the OSOM® COVID-19 Antigen Rapid Test?

•   Reliable:  High positive percent agreement & negative percent agreement to help you reduce
the risk of misdiagnosis & inappropriate treatment

•  Rapid: Get results to your patients in 15 minutes, so you can facilitate immediate treatment
protocols at the first patient visit

•  Easy-to-use: Can be performed in a CLIA-waived setting & comes with everything you need
to run a test, without the need for specialized equipment

•  Simple sample collection: Direct Mid-Turbinate nasal swab to help you improve patient comfort 
& satisfaction

The OSOM® COVID-19 Antigen Rapid Test o�ers 
distinct advantages over other diagnostic  
approaches for COVID-19.

A quick and easy test procedure

REMOVE SWAB 
AND CAP THE 
BUFFER WITH 
THE AFFIXED 
DROPPER TIP.

3 DISPENSE FIVE 
DROPS OF THE 
SAMPLE INTO 
THE SAMPLE 
WELL OF THE 
CASSETTE.

4 READ TEST AT 
15 MINUTES.5

Let Stand
15 min.

1 REMOVE THE 
WHITE CAP 
FROM THE 
COLLECTION 
TUBE.

OSOM COVID-19 Antigen Home Test Assets

Swab Buffer TubePrep

Step 2 - QRI

Step 4 - QRIStep 3 (1) - QRI

Step 5 - QRI

Results - Positive Results - Negative Results - Invalid

Step 1 - QRI

Step 3 (2) - QRI Step 3 (3) - QRI

Unlabeled Device Pouch QRI Timer

¾”
deep

Do not touch 
the sample 
well with 
dropper tip

Do not hold 
more than ¼”
above 
sample well

¼

C C

T T

C C

T T

C

T

OSOM COVID-19 Antigen Home Test Assets

Swab Buffer TubePrep
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Step 4 - QRIStep 3 (1) - QRI

Step 5 - QRI

Results - Positive Results - Negative Results - Invalid

Step 1 - QRI

Step 3 (2) - QRI Step 3 (3) - QRI

Unlabeled Device Pouch QRI Timer

¾”
deep

Do not touch 
the sample 
well with 
dropper tip
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above 
sample well

¼
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OSOM COVID-19 Antigen Home Test Assets

Swab Buffer TubePrep

Step 2 - QRI

Step 4 - QRIStep 3 (1) - QRI

Step 5 - QRI

Results - Positive Results - Negative Results - Invalid

Step 1 - QRI

Step 3 (2) - QRI Step 3 (3) - QRI

Unlabeled Device Pouch QRI Timer

¾”
deep

Do not touch 
the sample 
well with 
dropper tip

Do not hold 
more than ¼”
above 
sample well

¼

C C

T T

C C

T T

C

T2 INSERT SWAB 
INTO BUFFER, 
PLUNGING 
IT UP AND 
DOWN FOR 15 
SECONDS.

POSITIVE PERCENT AGREEMENT 

NEGATIVE PERCENT AGREEMENT

COVID-19

95.1%
97.0%

SARS-CoV-2 Test

Spike

RELIABLY DETECT SARS-COV-2 IN 15 MINUTES 
AT THE POINT-OF-CARE 

This test has not been FDA cleared or approved. It is authorized by FDA under an EUA for use by authorized laboratories. It has been authorized only for the 
detection of SARS-CoV-2 antigen, not for any other viruses or pathogens and 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 S360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.



Why choose the OSOM® COVID-19 Antigen Rapid Test?

•   Reliable:  High positive percent agreement & negative percent agreement to help you reduce 
the risk of misdiagnosis & inappropriate treatment

•  Rapid: Get results to your patients in 15 minutes, so you can facilitate immediate treatment  
protocols at the first patient visit

•  Easy-to-use: Can be performed in a CLIA-waived setting & comes with everything you need  
to run a test, without the need for specialized equipment

•  Simple sample collection: Direct Mid-Turbinate nasal swab to help you improve patient comfort 
& satisfaction

Why choose the OSOM® Ultra Plus Flu A&B Test?

•    Reliable: Proven clinical performance to help you reduce the risk of misdiagnosis &  
inappropriate treatment

•  Rapid: Get results to your patients in only 10 minutes, so you can facilitate immediate treatment  
protocols at the first patient visit

•   Cost Efficient: Unique QC Inside® feature which provides you with two additional tests per kit  
for External QC testing

•  Easy-to-use: A CLIA-waived procedure that comes with ready-to-use extraction bu�ers,  
so you do not have to perform a rehydration step

TEST FOR INFLUENZA A AND B WITH ONE  
LATERAL FLOW TEST IN ONLY 10 MINUTES

The OSOM® Ultra Plus Flu A&B Test takes lateral flow  
testing to the next level with a simplified workflow 
that only requires three simple steps.

SENSITIVITY              SPECIFICITY 

90.3%

88.0%
90.3% 96.7%

99.2%

90.3%

88.0%
90.3% 96.7%

99.2%

Sniff

3
READ 
RESULTS AT 
10 MINUTES

INSERT TEST STICK 
INTO BUFFER 2

10 min.

INSERT SWAB IN 
BUFFER AND ROTATE1 10X

Only three sample processing steps with results in minutes 



DETECT GROUP A STREP DIRECTLY FROM A 
THROAT SWAB SPECIMEN IN ONLY 7 MINUTES

With only 3 simple steps and 7-minute time to results,  
the OSOM® Ultra Strep A Test is statistically equivalent 
to single swab culture.

SENSITIVITY       SPECIFICITY 

90.3%

96.4% 96.3%

90.3%

96.4% 96.3%

Why choose the OSOM® Ultra Strep A Test?

•  Reliable: Statistically equivalent to single swab culture method to help you reduce the risk of
inappropriate antibiotic prescriptions

•  Rapid: Get results to your patients in only 7 minutes, so you can facilitate immediate treatment
protocols at the first patient visit

•  Cost Efficient: Unique QC Inside® feature which provides you with two additional tests per kit for
External QC Testing

•  Easy-to-use: A CLIA-waived procedure that comes with ready-to-use extraction
buffers to help you save time

Three straightforward steps with results in minutes

2 min 5 min

10x

3 drops 3 drops

2 min 5 min

10x

3 drops 3 drops

2 min 5 min

10x

3 drops 3 drops

2 min 5 min

10x

3 drops 3 drops

2 min 5 min

10x

3 drops 3 drops

JUST BEFORE TESTING, ADD 3 
DROPS REAGENT A (PINK) AND 
3 DROPS REAGENT B TO THE TEST 
TUBE (THE SOLUTION SHOULD TURN 
LIGHT YELLOW)

SQUEEZE THE SIDE OF THE TUBE AS 
SWAB IS REMOVED FROM TUBE2

INSERT SWAB AND MIX TEN 
(10) TIMES. LET STAND FOR
2 MINUTES1 1

3 PLACE TEST STICK INTO 
EXTRACTED SAMPLE

OR

25 Test Kit with  
prefilled vials 

cat#147

50 Test Kit with  
dropper vials 

cat#149

Let stand  
2 minutes

Read results 
at 5 minutes

Streppy

Compared to rigourous gold standard (RGS ). Refer to IFU. Other OSOM® Strep A tests are available in different formats and workflows.



Ordering Information

Description Configuration Catalog  
Number CPT Code

OSOM Flu SARS-CoV-2 Combo Test 25 tests per kit 1080 87428

OSOM Flu SARS-CoV-2 Combo Control Kit 
5 x Positive Control Swabs & 

5 x Negative Control Swab
1079 N/A

OSOM COVID-19 Antigen Rapid Test 40 tests per kit 1066-40 87811QW

OSOM COVID-19 Antigen Control Kit
5 x SARS-CoV-2 Positive Control Swabs 

5 x SARS-CoV-2 Negative Control Swabs
1068 N/A

OSOM Ultra Plus Flu A&B Test 25 tests per kit 1032
Flu A: 87804QW* 

Flu B: 87804QW*

OSOM Ultra Plus Flu A&B Control Kit
5 x Flu A Swabs 

5 x Flu B Swabs
1034 N/A

OSOM  Ultra Strep A Test 25 tests per kit (Pre-Filled Vials) 147

87880QWOSOM Ultra Strep A Test 50 tests per kit (Dropper Bottles) 149

OSOM Strep A Test 50 tests per kit 141

DISCOVER THE VALUE-ADDED BENEFITS OF OSOM®

Streamline implementation and sta� training 
with our oline training module.

The SDX Academy is a solution to help 
simplify the implementation of new tests 
and the training of new sta� members. 
This platform can be accessed anytime 
and consists of product trainings videos 
with quizzes, and a printable certificate 
of completion.

Increase cost e�ciency with our unique  
QC Inside® feature.

Many OSOM® kits will come with two  
additional tests per kit to allow for QC  
testing at no charge.  

Why we developed QC Inside®?
For all CLIA-waived tests, it is recommended 
to test one positive and one negative control 
every time there is a:

New product shipment 

Change in lot number

New untrained user 

Step 1
View product  
demonstration 

video

Step 2
Take the quiz

 

Step 3
Print your  
certificate

 ®

Visit sdxacademy.com Discover more about this unique feature 
go.sekisui-dx.com/qc-inside

*If both Influenza A and Influenza B are ordered: 87804QW, 87804QW-59

MADE IN THE USA



SEKISUI DIAGNOSTICS OFFERS A BROAD RANGE OF RAPID POINT-OF-CARE TESTING  
SOLUTIONS, FROM WOMEN’S HEALTH TO RESPIRATORY INFECTIONS

sekisuidiagnostics.com
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© 2024 SEKISUI Diagnostics, LLC. All rights reserved. OSOM® and QC Inside® are registered trademarks  
of SEKISUI Diagnostics, LLC. Because every result matters™ is a trademark of SEKISUI Diagnostics, LLC.

THE AMERICAS
SEKISUI Diagnostics, LLC 
One Wall Street 
Burlington, MA 01803  
Phone: 800 332 1042
Fax: 800 762 6311
Email: questions@sekisui-dx.com

WOMEN’S HEALTH

RE
SP

IRATORY INFECTIONS

GASTROINTESTINAL

OSOM Trichomonas Test

OSOM BVBLUE® Test

OSOM hCG Card Pregnancy Test

OSOM hCG Urine Test

OSOM hCG Combo Test

OSOM Ultra hCG Combo Test

OSOM Flu SARS-CoV-2 Combo Test

OSOM COVID-19 Antigen Rapid Test

OSOM Ultra Plus Flu A&B Test 

OSOM Ultra Strep A Test

OSOM Strep A Test

OSOM Mono Test

 

OSOM iFOB Test

OSOM H. pylori Test
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To learn more about all of our OSOM products scan the QR code or 
go to osomtests.com


