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-- Two published studies demonstrate automated detection of viral loads as low as one copy per milliliter

Marlborough, Massachusetts (October 7, 2020) — Two

studies in the current issue of the Journal of Clinical
Microbiology demonstrated the utility of Hologic’s
Panther® platform and Aptima® HIV-1 Quant assay in
research related to potentially curing HIV-infecte
individuals. Hologic scientists collaborated on the
studiesl,2 with researchers at Vitalant Research Institute,
the University of California, San Francisco, the University of
California, San Diego, and the University of Pittsburgh.

There is an intense international research effort to discover
strategies to effectively cure HIV-infected individuals by
eliminating the virus, so that they can discontinue
medication permanently. To achieve this, scientists need a
way to confirm that HIV has been eliminated.

“This is a promising field of research, but measuring very low levels of virus in patients’ blood has presented a major challenge,” said
Andrew Worlock, Ph.D., senior director of R&D at Hologic. “We developed a way to take advantage of the flexibility of our Panther
instrument and the high sensitivity of our Aptima HIV-1 Quant assay to measure single copy levels of virus in large volumes of
plasma, and to do it quickly and inexpensively.” Methods used in the studies are for research use only, and are not for use in

diagnostic procedures.
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The Panther maoleciilar diacnostics sustem ic a fiillv
anntomated hich-valiime nlatform that can nrocess
annroximatelv 1 0NN tests in a 24-hoiir nerind It ic 11sed in
clinical diasnnostc laharataries to riin tests for cexiiallv
tranamitted dicseases and resniratorv infections — inchidine
SARS-CaV/-2/COVIN-19 — and to monitor viral lnads in HIV/-
HCV/- or HRV/-infecrted individiiale The Antima HIVV-1 Oiiant
assav is nerfarmed nn a hlond samnle and wij|| quantitate

viral loads down to 30 copies/milliliter (ml).

In the new <tiidies the investicatars dececrihed an annrnach
in which scamnles were riin in renlicate meanine multiple
alinninote were riin from the came tithe lnaded on the
Panther svstem The reciilte of individiial renlicates were
then comhined tno cive the resiilt for a scamnle \With this
annronach the researchers demaonctrated that thev corild
detect HIV/-1 RNA in all antiretroviral theranv-<iinnrecced
narticinants when 45 renlicate 0 5§ ml aliniints nf nlacsma
were tested \WWhen nine renlicatec were tested 100% nf
narticinants with an HIVV concentratinn in the ranoce of five
conie</ml were nocitive and 70% were positive with

concentrations as low as one copy/ml.

“Bv running replicates of plasma samples on the
atitomated Panther sustem we <iicceeded in anantifvine
HI\/ viral lnad< in individiials well helow the detection limits
tvnicallv achieved with viral lnad accavs 11sed for clinicg]|
diagnosis and monitoring,” said Michael Busch, Ph.D., from
Vitalant Research Inctitiite and LICSF the <enionr aiithor of
one of the c<tiidies “It reallv onen< the door to automating
nianttation of viral lnads that were nreviniiclv nnlv
detectahle 11cing hichlv laharioinic 1nltracencitive HIV RNA
assavs that renilired mannal nrocecces inchidine
nltracentrifiication nf larce valiimes of nlacma  This new
annronach chniild heln lead to nroerec< in evaliiatine



Er?(;r}’lﬂng new interventions In the HIV cure research
eld.

About the Panther System

The Panther molecular diagnostics system is a best-in-class, fully automated, sample-to-result platform that can be used in low-,
medium- or high-throughput laboratories. With a small footprint, adaptable workflow options and consolidated testing menu, it
combines women'’s health, sexually transmitted infections and viral load testing, which can all be done simultaneously. More than

2,000 Panther systems have been installed in clinical diagnostic laboratories around the world.

About Hologic

Hologic, Inc. is an innovative medical technology company primarily focused on improving women’s health and well-being through

early detection and treatment. For more information on Hologic, visit www.hologic.com.

Forward-Looking Statements

This press release may contain forward-looking information that involves risks and uncertainties, including statements about the use
of Hologic’s Panther system and Aptima HIV-1 Quant assay. There can be no assurance these products will achieve the benefits
described herein. In addition, there can be no assurance that these products will be commercially successful or achieve any
expected level of sales. Hologic expressly disclaims any obligation or undertaking to release publicly any updates or revisions to any
such statements presented herein to reflect any change in expectations or any change in events, conditions or circumstances on

which any such statements are based.

Hologic, Aptima, Panther and The Science of Sure are registered trademarks of Hologic, Inc. in the United States and/or other

countries.
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