DIAGNOSTICS

Because every result matters™

SEKISUI

Ultra Flu A&B Test

v ACCURATE; CLIA Waived: Nasal and Nasopharyngeal (NP) Swabs.

CLIA WAIVED: NASAL AND NASOPHARYNGEAL (NP) SWABS'

SWAB SAMPLES

POSITIVE PERCENT
AGREEMENT (PPA)

NEGATIVE PERCENT
AGREEMENT (NPA)

INFLUENZA A

89.2%
95% Cl: 83.0-93.4%

99.4%
95% CI: 97.9-99.8%

INFLUENZA B

86.4%
95% Cl: 80.1-90.9%

99.0%
95% CI: 97.1-99.7%

v SIMPLE PROCEDURE; Easy to use premeasured extraction buffer for swabs and
unique cassette design for streamlined workflow.

v CONFIDENT RESULTS; Easy interpretation of resulfs in 10-15 minutes.

v FLEXIBLE SPECIMEN TYPE; Accurate detection with nasal swalbs, NP swab and

1. Packaye Insert.

NP aspirate/wash samples. Compatible with viral fransport media.

www.osomtests.com
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MADE IN THE USA

Sekisui Diagnostics, LLC (AMERICAS) Sekisui Diagnostics (UK) Limited (INTERNATIONAL)

4 Hartwell Place Lexington, MA 02421 Liphook Way, Allington, Maidstone, Kent, ME16 0LQ, UK
Phone: 800 332 1042 Fax: 800 762 6311 Phone: +44 1622 607800 Fax: +44 1622 607801
Ultra Flu A&B Test Email: osomrapidtests@sekisti-dx.com Email: info@sekisui-dx.com

1ISO 13485 Certified

ISO 9001 Certified, ISO 13485 Certified

SIMPLE PROCEDURE CONFIDENT RESULTS

Place patient swab

in well. Mix slightly

by rotation before o
and after 1 MINUTE

INCUBATION.

Add premeasured extraction
buffer.

Tap

Gently tap and ~\ Stort fiming.
lay on flat surface. Interpret
Results in
\ 10-15 minutes.

OSOM ULTRA FLU A&B TEST 25 TEST
2 EXTRA FOR QC INSIDE

OSOM ULTRA FLU A & B CONTROL KIT X POS FLU A/B SWABS
X

5
5 X NEG FLU A/B SWABS
OSOM ULTRA FLU A & B NASOPHARYNGEAL 50 PIPETTES; 5ML
WASH/ASPIRATE KIT EXTRACTION REAGENT
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*"QW" modifier is added to report use of CLIA-waived test system(s) for Medicare/Medicaid claims.
**"59" modifier used to indicate separate test.
*** Additional Accessories (Swabs and Swab With Transport Tubes) are available.

OSOM® is a reyistered U.S. trademark of Sekisui Diagnostics, LLC. Because every result matters ™ is a frademark of Sekisui Diagnostics.

© 2016 Sekisui Diagnostics, LLC. All rights reserved.

. Raise the device upright
-‘Zﬂl/ and let stand 1-2 seconds.
e—7

Influenza | Any visible A and/or B Line(s) C Line only No C Line
with C Line is positive. Negative (-) Invalid

c c
B 3
A A

A line: B line A & B lines: Repeat with new
Influenza Influenza Influenza sample and device.
type A typeB type A&B

Additional Performance Data-Moderate Complexity: NP aspirate

NP ASPIRATE SAMPLES SENSITIVITY SPECIFICITY
INFLUENZA A 95.3% 85.7%
INFLUENZA B 91.6% 97.5%

ROOM TEMP FLU A - 87804QW"™ (SWABS ONLY)
87804 (ASPIRATE ONLY)
FLU B - 87804QW*-59** (SWABS ONLY)
87804-59** (ASPIRATE ONLY)

ROOM TEMP

ROOM TEMP

1632-110/16



