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Aspergillus fumigatus

Most important opportunistic mould pathogen of immuno-compromised
humans esp. haematological malignancy and bone marrow transplant patients

Invasive Pulmonary Aspergillosis >200,000 cases/year worldwide with 30-
95% mortality

Chronic Pulmonary Aspergillosis ~3 million cases worldwide in patients with
underlying lung diseases including asthma

Allergic Bronchopulmonary Aspergillosis ~4 million cases worldwide in
patients with asthma and cystic fibrosis




1. Identify a need _ _
Diagnosing IPA

Notoriously difficult - no single ‘gold standard’ test for
diagnosis

Treatment typically ‘fever-driven’ or by non-specific chest CT
- proven diagnosis typically only at autopsy (but rarely
conducted)

Imperative that diagnosis is made without delay (days not
weeks) - prognosis worsens significantly in the absence of
recognition and effective treatment

Many patients receive inappropriate treatment with costly
and toxic azole drugs - typically adds an additional £25k to
hospital stay

Widespread azole resistance in clinical strains of Aspergillus



2. Provide a simple solution

Lateral-Flow Device demo

« Uses a highly specific monoclonal antibody (JF5)
« Diagnosis now minutes rather than days or weeks
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4. Prove that it works

Aspergillus LFD and Clinical Studies

13 clinical studies conducte
since 2008

UK, US, Australia, Austria,
Chile, China, Germany, Turk

2015 meta-analysis in Chinc
using data from 8 of these

6 more clinical studies
published since 2015
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Diagnostic Accuracy of a Novel
Lateral-Flow Device in Invasive
Aspergillosis: a Meta-Analysis

Zhijie Panl, Mengjiao Fu2, Jiaojiao Zhang3, Hua Zhou4, Yigi Fu5 and
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Abstract

A novel lateral-flow device (LFD) has been invented for use as a diagnostic
tool for invasive aspergillosis (lA). We conducted a meta-analysis to assess
the diagnostic accuracy of the device. The published studies that used the
European Organization of the Research and Treatment of Cancer/Mycoses
Study Group (EORTC/MSG) criteria and provided sufficient data were included.
Two reviewers independently collected the data of each study and assessed
the risk bias using the Quality Assessment of Diagnostic Accuracy Studies-2
(QUADAS-2). The pooled sensitivity, specificity and diagnostic odds ratio
(DOR) were computed and reported with a 95% confidence interval (Cl). Seven
studies published between 2008 and 2014 were included. The pooled
sensitivity, specificity and DOR for the proven/probable versus no IA cases
were 0.86 (95% CI, 0.76-0.93), 0.93 (95% Cl, 0.89-0.96) and 65.94 (95% ClI,
27.21-159.81) in LFD test using bronchoalveolar lavage (BAL) fluid, and 0.68
(95% Cl, 0.52-0.81), 0.87 (95% Cl, 0.80-0.92) and 11.90 (95% Cl, 3.54-39.9¢€)
in LFD test using serum. We concluded that the Aspergillus-LFD had a great
diagnostic value in immunocompromised patients at risk of |A, The BAL-LFD
might have a better performance than the serum-LFD test.
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5. Exploit your IP

Commercialisation of Aspergillus LFD
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6. Broaden your Horizons

ISCA Diagnostics as European SME
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EU Framework Partnership 7. “New Molecular-Functional Imaging
Technologies and Therapeutic Strategies for Theranostics of Invasive
Aspergillosis”. HEALTH.2013.1.2-1: Development of imaging technologies
for therapeutic interventions in rare diseases. 2013 - 2018.
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7. Expand your Empire
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Fungi are responsible for superficial Infections of the skin and nalls, causing athlete’s foot and ringworm of the scalp, and infections of the oral
and genital tract, especially vulvovaginal candidiasis (or thrush). Together, these superficial infections are thought to affect ~1.7 billion humans
worldwide every year. Environmental fungi such as Alteraria, Cladosporium, and Penicillium are allergenic species found in the home and
exacerbate respiratory diseases such as asthma. Fungl are also responsible for life-threatening invasive infections, especially In
immunocompromised individuals such as haematological malignancy patients, and recipients of solid organ and allogeneic stem cell
transplants. While the incidence of invasive infections is much lower than superficial infections, they are of greater concer because of the
unacceptably high mortaity rates. Conservative estimates show that invasive pulmonary aspergiliosis alone affects >200,000 humans
\ ‘ , worldwide each year with mortality rates of between 30-95%. Emerging fungal pathogens of humans such as Fusarium, Scedosporium,
. QT f Trichoderma, and Trichosporon add to the disease burden in these high-risk patient groups.
|
Alternaria, monocional Aspergillus and Penicillium, Candida, mouse c
antibody [clone PC3] monacional antibody [clone antibody [clone MC3] antibody [clone CH1]
JF5)

IME = MONOCLONAL ANTIBODIES DIAGNOSTICKIT: COLLABORATION Search product listing

High integrity monoclonal it

antibodies for human and
animal mycoses

Monoclonal antibodies to Diagnostic kits for Collaboration & technology
fungal pathogens pulmonary aspergillosis licensing

° )
Fusarium, prolificans,

isarium, L P I
antibody [clone ED7] monocional antibody [clone antibody [clone IE3] Scedosporium complex,
CAd)

monaclonal antibody [clone
3

S
4

asahiland T. Trichosporon asahii and T.
complex, monocional antibody [clone MF2] asteroides, monocional asteroides, monocional
antibody [clone HG12] antibody [clone CA7] antibody [clone TH1]

Selected images courtesy of Y. E. Amatnieks (Fun with Microbiology).
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Impact of Fungal
Pathogens

Infectious diseases caused by viruses, bacteria,

and fungi remain a leading cause of death Py ty visa 2
worldwide. R /EaE
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