
Simplexa™ HSV 1/2 & VZV Universal Direct Kit

A Comprehensive HSV 1/2 & VZV 
Molecular Test for Cutaneous and 
Mucocutaneous Swab Specimens
Direct detection and differentiation of HSV-1, HSV-2, & VZV

INFECTIOUS DISEASE

The quality of treatment starts with diagnosis.



HSV & VZV cause a wide spectrum of clinical manifestations
Herpes simplex viruses (HSV) and varicella-zoster virus (VZV) are members of the herpesviridae family of 
DNA viruses. A herpes simplex virus infection can cause cutaneous or mucosal lesions that are usually self-
limited, but severe disease can occur in immunocompromised patients, pregnant woman and infants.1,2 
HSV-1 is typically characterized by oral lesions, infectious keratitis, and eczema herpeticum, with a recent 
increase in genital lesions.3  HSV-2 infection is one of the most common sexually transmitted diseases 
causing vesicular genital lesions.4  Worldwide, approximately 90% of people are infected with HSV, 60-80% 
of whom have HSV-1 and 16-25% have HSV-2.5,6

Varicella-zoster virus infection causes two clinically distinct forms of disease. The primary varicella disease, 
following initial infection of an individual, is commonly known as chickenpox, and is characterized by 
vesicular lesions in different stages of development on the face, trunk, and extremities.7 Secondary infection 
from the reactivation of endogenous latent VZV infection can result in Herpes zoster (also known as 
“shingles”). VZV reactivation may occur in multiple dermatomes resulting in a more widespread distribution. 
This condition is known as disseminated herpes zoster and is usually observed in immunocompromised 
individuals.8

HSV-1, HSV-2 and VZV are human herpes viruses that can cause genital vesicular lesions. Although a 
majority of genital lesions are caused by HSV-1 and/or HSV-2, up to 2.9% of genital lesions are associated 
with VZV9. For many individuals, VZV at the genital site is associated 
with childhood chickenpox, rather than sexual transmission. 
Inclusion of VZV along with HSV-1 and HSV-2 testing may enable 
clinicians to provide improved therapeutic decisions 
and advice.

Comprehensive coverage for HSV & 
VZV testing needs

• Sample types: 
Cutaneous & mucocutaneous lesion swabs.

• High throughput: 
Up to 96 triplex reactions per run.

• Fast and easy workflow: 
Streamlied workflow with results in about an 
hour.

• Direct sample-to-answer workflow: 
No DNA extraction needed.

• Includes positive control.

Simplexa™ HSV 1/2 & VZV Universal Direct Kit

Comprehensive, Fast and 
Accurate Molecular HSV & VZV Testing
Direct detection and differentiation of HSV-1, HSV-2, & VZV in cutaneous 
and mucocutaneous lesion swab specimens



INFECTIOUS DISEASE
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Accurate performance for confidence when testing multiple 
sample types
The Simplexa™ HSV 1/2 & VZV Universal Direct assay demonstrated greater than 
98% positive percent agreement and greater than or equal to 99.0% negative percent 
agreement compared to another CE marked NAAT during clinical studies with over 
380 retrospective samples.

The Simplexa™ HSV 1/2 & VZV Universal Direct assay on the LIAISON® MDX provides 
results in about an hour bypassing conventional DNA extraction procedures.

SCAN or import sample 
ID’s.

PIPETTE samples and 
reagents directly into 
the disc.

LOAD and press RUN.

Streamlined, simple workflow

Simplexa™ HSV 1/2 & VZV Universal Direct Clinical Agreement10

a Confirmation of HSV-1 was determined in one (1) discordant upon discrepant analysis evaluation by PCR/bi-directional sequencing.
b The presence of HSV-1 was unable to be determined in one (1) discordant upon discrepant analysis evaluation by PCR/bi-directional sequencing.
c Confirmation of HSV-2 was determined for all three (3) discordants upon discrepant analysis evaluation by PCR/bi-directional sequencing.
d Confirmation of VZV was determined for all three (3) discordants upon discrepant analysis evaluation by PCR/bi-directional sequencing.
e The discordant was negative for VZV upon discrepant analysis evaluation by PCR/Bi-directional sequencing.

HSV-1 HSV-2 VZV

Positive % 
Agreement

Negative % 
Agreement

Positive % 
Agreement

Negative % 
Agreement

Positive % 
Agreement

Negative % 
Agreement

Retrospective 
Samples

100.0% (108/108)  
95% CI: 96.6% to 100.0%

99.3% (276/278)ab

 95% CI: 97.4% to 99.8%
100.0% (98/98)

95% CI: 96.2% to 100.0%
99.0% (285/288)c 
95% CI: 97.0% to 99.6%

98.4% (60/61)d

 95% CI: 91.3% to 99.7%
99.1% (322/325)e

95% CI: 97.3% to 99.7%



Everything you need for molecular HSV & VZV testing

Ordering information – Simplexa™ HSV 1/2 & VZV Universal Direct

CATALOG NUMBER DESCRIPTION REACTIONS/KIT

MOL2185 Simplexa™ HSV 1/2 & VZV Universal Direct Kit* 100

MOL2175 Simplexa™ HSV 1/2 & VZV Universal Direct Kit* 1000

*Positive Control included with kit.

Simplexa and the associated logo are all trademarks or registered trademarks of DiaSorin Molecular LLC in the U.S. and/or other countries. 
©2016 DiaSorin Molecular LLC.  All rights reserved.

The use of Scorpions™ probes for human in vitro diagnostic purposes is covered by a license to DiaSorin Molecular LLC from QIAGEN Manchester, 
UK. Scorpions is a registered trademark of QIAGEN Manchester, UK.

Black Hole Quencher, CAL Fluor, Quasar dyes are trademarks of Biosearch Technologies, Inc. DiaSorin products incorporating the Black Hole 
Quencher, CAL Fluor, and Quasar dye technology are licensed and sold pursuant to an agreement with Biosearch Technologies, lnc., and these 
products are sold exclusively for clinical, diagnostic, or research and development purposes.

Product availability subject to required regulatory approvals. 

FOR OUTSIDE THE US AND/OR CANADA ONLY

e: cs.molecular@diasorin.com 

w: www.molecular.diasorin.com

p: +39 0161 487526 p: +1 (562) 240-6500   
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Ordering information – Simplexa™ Direct Kits

CATALOG NUMBER DESCRIPTION REACTIONS/KIT

MOL2150 Simplexa™ HSV 1 & 2 Direct Kit** 24

MOL3650 Simplexa™ VZV Direct Kit** 24

**To be used with Direct Amplification Discs (3 discs, MOL1455).

Other Simplexa™ Direct Products      

Ordering information – Simplexa™ Direct Kits

CATALOG NUMBER DESCRIPTION REACTIONS/KIT

MOL2750 Simplexa™ Bordetella Direct Kit** 24

MOL2950 Simplexa™ C. difficile Direct Kit** 24

MOL2650 Simplexa™ Flu A/B & RSV Direct Kit** 24

MOL2850  Simplexa™ Group A Strep Direct Kit** 24

MOL3550 Simplexa™ GBS Direct Kit** 24

**To be used with Direct Amplification Discs (3 discs, MOL1455).


