The Aptima® HCV Quant Dx
assay on the Panther’ system:

Expand the
hunt for
viral load.
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The Aptima® HCV Quant Dx assay: Health Canada approved for
confirmation of active HCV infection and monitoring of HCV viral load
on the fully automated Panther® system.
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» Accurate detection and quantitation
across all HCV genotypes 1 - 6.

» Excellent sensitivity and precision
across a broad dynamic range, from
10 IU/mL up to 108 IU/mL.

» Proven assay design strategy
to ensure accurate detection
and quantitation.

Accurate detection and quantitation across all HCV genotypes 1- 6.

HCV LoD (IU/mL)' LLoQ (IU/mL)'
Genotype Plasma | Serum Plasma | Serum
1 3.8 51 8 8
2 2.8 4.0 6 6
3 43 3.4 6 5
4 4.8 23 7 4
5 21 3.2 7 5
6 39 3.9 6 10

LoD and LLoQ were determined by testing dilutions of HCV positive clinical specimens for genotypes 1- 6
in HCV negative human plasma and serum.

*LLoQ was calculated across HCV genotypes 1- 6, and the highest of all the resulting numbers was chosen in
order to ensure confidence in the LLoQ.

» The Aptima HCV Quant Dx assay has
an analytical sensitivity of 4.3 IlU/mL
for plasma and 3.9 IU/mL for serum
samples, respectively, testing panels of
the WHO 2" International Standard for
Hepatitis C Virus RNA.

» Lower Limit of Quantitation (LLoQ)
has been thoroughly established and
verified across HCV genotypes 1- 6*.

Aptima’ Hcv
Quant Dx Assay



Performance you can count on.

Broad linear range and high accuracy across all
HCV genotypes 1-6.

Linearity in Plasma and Serum’ Linearity across HCV Genotypes 1- €'
10.00

9.00 9.00

_ 8.00 2 so00
= £
=)
1= =

5 7.00 2 700
o =
] >

§ e00 2 600
5 5.00 é’[’
- A x

§ e 5.00
G 400 s

> S 400
O a
I 3.00 © Plasma R? = 0.9984 5

g € 300
3 200 ¢ Serum R*=0.9985 ©

< § 2.00
[o%
1.00 <

1.00

0.00 0.00

0.00 1.00 2.00 3.00 400 500 6.00 7.00 8.00 9.00 10.00 0.00 100 200 300 400 500 600 700 800 9.00
Target Concentration (Log IU/mL) Target Concentration (Log IU/mL)

The Aptima® HCV Quant Dx assay has been established and
thoroughly verified across all HCV genotypes 1 - 6.

Excellent sensitivity. High precision.

IIPEEECOTEAMMOHOVBUBRASINII  » The Aptima HCV Quant Dx assay

Mean Total* q q .
Matrix Concentration e r— performs with low inter- and intra-assay
(log IU/mL) SD T (@ .. . .
Variation () variation and high precision over the
Plasma 1.23 0.14 1.34 )
Plasma 2.06 0.14 6.88 WhOIe dynamlc range'
Plasma 3.02 on 377
Plasma 487 010 204 » Less than 15% CV at important clinical
Plosme e 009 127 decision point for plasma as well as for
Serum 1.27 017 13.31
serum samples.
Serum 217 012 5.61
Serum 3.09 on 3.44
Serum 4.86 013 2.65
Serum 716 010 1.35

*Includes inter-instrument, inter-operator, inter-lot and inter-run analysis.

Aptima HCV Quant Dx — The assay for diagnosis, confirmation and viral load
monitoring of HCV infection with high sensitivity, accuracy and precision.

Diagnostic Solutions | Hologic.ca | info-canada@hologic.com

References:
1. Aptima HCV Quant Dx Assay [package insert] #AW-13249-REG Rev 002. San Diego, CA; Hologic, Inc., 2015.

SS-00300-CAN-EN REV. 004 ©2015 Hologic, Inc. All rights reserved. Hologic, The Science of Sure, Aptima, Panther, and associated V|s|t Aptl maV| rology.co m
logos are trademarks or registered trademarks of Hologic, Inc. and/or its subsidiaries in the United States and/or other countries.

This information is intended for medical professionals and is not intended as a product solicitation or promotion where such °

activities are prohibited. Because Hologic materials are distributed through websites, eBroadcasts and tradeshows, it is not always ®

possible to control where such materials appear. For information on specific products available for sale in a particular country, p I m a HCV
please contact your Hologic representative or write to info-canada@hologic.com.

The Aptima HCV Quant Dx assay is not available for sale in the U.S. Q Ua nt DX Assay



