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CE Mark for PromarkerD Hub

 CE Mark registration received for the PromarkerD Hub - a software tool used to calculate
the risk of kidney disease in patients with type 2 diabetes 

 Registration complements  the recent  CE Mark for PromarkerD (MS)# giving a complete
package of approvals for PromarkerD in the EU and a significant foundation for future
regulatory approvals in other jurisdictions, specifically US FDA registration

 The  proprietary  PromarkerD  Hub  software  algorithm  provides  another  level  of  IP
protection on top of the Company's granted biomarker patents

 Proteomics  International  now  to  seek  CE  Mark  registration  of  the  PromarkerD
immunoassay, which successfully completed stability testing in December

 CE  Mark  registration  anticipated  to  expedite  execution  of  the  licensing  and  sales  of
PromarkerD throughout Europe, where 60 million adults have diabetes and 1 in 3 currently
have chronic kidney disease

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ)  announces  it  has
secured CE Mark registration for the PromarkerD Hub as an IVD medical device (in vitro diagnostic).
PromarkerD Hub is a software tool used to calculate the risk of kidney disease in patients with type 2
diabetes. It forms part of the PromarkerD# test system which is the only test available in the Europe
Union (EU) for predicting the onset of diabetic kidney disease (DKD).

CE  marking  of  the  PromarkerD  Hub  complements  the  recent  CE  registration  of  the  mass
spectrometry version of the test, PromarkerD (MS) [ASX: 12 November 2019].

Dr Richard Lipscombe, Managing Director of Proteomics International said, "This is an exciting time
for our Company as we pursue licensing and sales of PromarkerD throughout Europe - with CE Mark
registration of  both PromarkerD Hub and our pioneering PromarkerD (MS) test,  we now have a
complete package of approvals in the EU. We also have a significant foundation for future regulatory
approvals in other jurisdictions, with the next target beyond CE Mark being US FDA registration."

Proteomics International will now prepare a datapack for CE Mark registration of the PromarkerD
immunoassay,  which was recently  validated [ASX:  17 September],  and in  December successfully
completed stability testing. It is anticipated that the PromarkerD immunoassay CE Mark application
will be lodged in the current quarter. 

The CE Mark provides assurance to potential licensing partners and consumers in the EU that the
product  has  been  developed  and  manufactured  to  meet  EU  safety,  health  and  environmental
protection requirements. 

The PromarkerD Hub is an integral component of the PromarkerD test system and processes data
obtained from the PromarkerD mass spectrometry (MS) or immunoassay (IA) technology platforms.
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It  provides  a  flexible  portal  for  uploading  test  results  and  generating  reports  of  prognosis  and
diagnosis risk scores for patients anywhere in the world.

Achieving CE Mark registration for the PromarkerD test system and in particular PromarkerD (IA) #

will build a solid case for PromarkerD to receive US FDA approval.  Proteomics International intends
to lodge the US FDA application by mid-year 2020.  

The PromarkerD Hub was granted  TGA regulatory approval for export use last year [ASX: 29 July
2019]. The hub's proprietary software algorithm provides another level of IP protection on top of the
Company's biomarker patents already granted in multiple jurisdictions (including the EU, USA, Japan
and China).

The World Health Organisation estimates the European Region is home to 60 million  adults with
diabetes, and currently approximately  1 in 3 have chronic kidney disease.  PromarkerD could aid
clinical decision-making by identifying at-risk individuals for earlier therapeutic intervention to help
to minimise the effect of the disease, and potentially save healthcare systems billions of dollars. 

# Definitions:
"Promarker" - the proprietary technology used to discover and evaluate proteins for use as diagnostics
"PromarkerD/PromarkerD test system" - the patented predictive diagnostic test for Diabetic Kidney Disease
"PromarkerD (MS)" - the predictive diagnostic test for Diabetic Kidney Disease using Mass Spectrometry
"PromarkerD (IA)" - the predictive diagnostic test for Diabetic Kidney Disease using ImmunoAssay
"PromarkerD Hub" - the proprietary software tool used to calculate the risk of Diabetic Kidney Disease in diabetes patients

ENDS

About PromarkerD (www.PromarkerD.com)
The PromarkerD test system assesses the risk of diabetic kidney disease (DKD) in patients with type 2
diabetes.  Chronic  kidney disease is  one of  the major  complications arising from diabetes  and if
unchecked can lead to dialysis or kidney transplant.  PromarkerD is a simple blood test that uses a
unique protein ‘fingerprint’ to provide an early detection of the onset of disease. In clinical studies
published in leading journals PromarkerD correctly predicted 86% of otherwise healthy diabetics
who went on to develop chronic kidney disease within four years. PromarkerD recently launched in
Spain through Proteomics International's partnership with Patia Europe.
Further information is available through the PromarkerD web portal. 

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's business model is centred on the commercialisation of the Company's
world-leading test for diabetic kidney disease, PromarkerD. The Company offsets the cash burn from
R&D and product development through provision of specialist analytical services, whilst using its
proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic tests.

For further information please contact:
Dr Richard Lipscombe Dirk van Dissel
Managing Director [Corporate Advisor & Investor Relations]
Proteomics International Laboratories Ltd Adelaide Equity Partners
T: +61 8 9389 1992 T: +61 8 8232 8800
E: enquiries@proteomicsinternational.com E: dvandissel@adelaideequity.com.au
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PromarkerD presented at Australasian Proteomics conference

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ)  announces  the
attached  presentation  on  PromarkerD  (MS)# was  given  yesterday  at  the  25th  Annual  Lorne
Proteomics  Symposium,  Lorne  Victoria  6-9  February  2020,  Australasia's  premier  conference  on
proteomics.

Proteomics International's Research Manager, Dr Scott Bringans was invited to speak in the New
Technologies session on the company's pioneering test for predicting the onset of diabetic kidney
disease.

The presentation described the successful cross-validation of PromarkerD (MS) with the company's
partner, clinical diagnostics firm Atturos, Ireland [ASX: 12 September 2019], along with the technical
developments that underpin the test, which recently achieved CE Mark registration in Europe [ASX:
12 November 2019 and 14 January 2020].

# Definitions:
"Promarker" - the proprietary technology used to discover and evaluate proteins for use as diagnostics
"PromarkerD/PromarkerD test system" - the patented predictive diagnostic test for Diabetic Kidney Disease
"PromarkerD (MS)" - the predictive diagnostic test for Diabetic Kidney Disease using Mass Spectrometry
"PromarkerD (IA)" - the predictive diagnostic test for Diabetic Kidney Disease using ImmunoAssay
"PromarkerD Hub" - the proprietary software tool used to calculate the risk of Diabetic Kidney Disease in diabetes patients

ENDS

About PromarkerD (www.PromarkerD.com)
The PromarkerD test system assesses the risk of diabetic kidney disease (DKD) in patients with type 2
diabetes.  Chronic  kidney disease is  one of  the major  complications  arising  from diabetes and if
unchecked can lead to dialysis or kidney transplant.  PromarkerD is a simple blood test that uses a
unique protein ‘fingerprint’ to provide an early detection of the onset of disease. In clinical studies
published in leading journals PromarkerD correctly predicted 86% of otherwise healthy diabetics
who went on to develop chronic kidney disease within four years. 
Further information is available through the PromarkerD web portal. 

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's business model is centred on the commercialisation of the Company's
world-leading test for diabetic kidney disease, PromarkerD. The Company offsets the cash burn from
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R&D and product development through provision of specialist analytical services, whilst using its
proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic tests.

For further information please contact:
Dr Richard Lipscombe Dirk van Dissel
Managing Director [Corporate Advisor & Investor Relations]
Proteomics International Laboratories Ltd Adelaide Equity Partners
T: +61 8 9389 1992 T: +61 8 8232 8800
E: enquiries@proteomicsinternational.com E: dvandissel@adelaideequity.com.au
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PromarkerD as an 
immunoaffinity 
mass spectrometry 
assay for diabetic 
kidney disease

Scott Bringans PhD

Research Manager, Proteomics International
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Diabetic Kidney Disease

• Complication of diabetes

• 1 in 3 adult diabetics currently have DKD

• Current tests

• ACR – urinary albumin:creatinine ratio

• eGFR – estimated glomerular filtration rate 



PromarkerD Test

• PromarkerD is a novel test for predicting
diabetic kidney disease (DKD).

• The PromarkerD risk score comprises
• 3 plasma protein biomarker concentrations

CD5L APOA4 IGFBP3
• 3 clinical metrics

age HDL-cholesterol eGFR



Prognostic Biomarkers

eGFR decliners – can the biomarkers predict who will develop 
diabetic kidney disease?

• A rapidly declining eGFR is one of the strongest indicators of significant 
renal impairment and a steady progression of diabetic kidney disease

• PromarkerD predicts rapid eGFR decline in type 2 diabetes across 
clinically significant definitions of diabetic kidney disease independently 
of recognised clinical risk factors.

PromarkerD can correctly predict 86% of the previously kidney disease-free 

diabetic patients who go on to develop chronic kidney disease.

Sensitivity 86%, Specificity 78%, AUC 0.88

J. Diabetes and its Complications (2019) 



Prognostic Biomarkers

• Adjusted odds ratio of biomarkers for predicting renal decline.

• Odds ratios are used to express the relative chance of an event happening under two 
different conditions



Diafiltration (10kDa)Immunodepletion
(MARS14)

SPE – C18

Plasma 20uL HPLC Centrifuge

+ spike
labelled 
peptides

PromarkerD (MS) Immunodepletion

1 week
Labour intensive
Expensive
But it works!

Nano LC-MRM-MS
300nL/min
20 min run

EuPA Open Proteomics (2017) 14: 1-10 

Digest Clean-up

AnalyseQuantify



Washes,Bead-Antibody 
Capture + spike

labelled 
peptides

PromarkerD (MS) Immunoaffinity

2 days

Microflow LC-MRM-MS
5 uL/min
7 min run

ANTIBODY-BEAD PREPARATION
• Antibodies produced for each of the 3 biomarkers.
• Antibodies coupled to magnetic beads and purified.
• Ab-Beads for 3 biomarkers pooled.

Plasma 10uL Capture Wash Digest Analyse Quantify



Washes,Bead-Antibody 
Capture + spike

labelled 
peptides

PromarkerD (MS) Immunoaffinity

2 days

Microflow LC-MRM-MS
5 uL/min
7 min run

PLASMA & ANTIBODY-BEAD
• Transfer of antibody-bead solution and plasma into 96-well plate.
• Includes calibrators, QCs and blanks.
• Incubate at 37°C with mixing.

Plasma 10uL Capture Wash Digest Analyse Quantify



Washes,Bead-Antibody 
Capture + spike

labelled 
peptides

PromarkerD (MS) Immunoaffinity

2 days

Microflow LC-MRM-MS
5 uL/min
7 min run

PROCESSING
• Removal of incubation liquid and 2x washes with buffer.
• Add labelled synthetic biomarker peptides (for normalisation of signal). 
• Reduction and alkylation on bead. 
• Trypsin digest O/N, 37°C, mixing.

Plasma 10uL Capture Wash Digest Analyse Quantify



Washes,Bead-Antibody 
Capture + spike

labelled 
peptides

PromarkerD (MS) Immunoaffinity

2 days

Microflow LC-MRM-MS
5 uL/min
7 min run

LC-MRM-MS
• Microflow LC coupled with Sciex 5500
• 5 uL/min
• 7 min run

Plasma 10uL Capture Wash Digest Analyse Quantify



Washes,Bead-Antibody 
Capture + spike

labelled 
peptides

PromarkerD (MS) Immunoaffinity

2 days

Microflow LC-MRM-MS
5 uL/min
7 min run

ANALYSIS
• Peak integration and absolute quantification of 3 biomarkers

Plasma 10uL Capture Wash Digest Analyse Quantify



Immunoaffinity Advantages

• Selectivity - just what you need
• Time - automation, less hands on time
• Cleanliness - no dirty background plasma
• Microflow - approach sensitivity of nanoflow

- load more than on nano columns
- far superior to analytical flows
- robust source, spray stability

• Tech transfer - easier method, easier to copy

Cons
• Only detect proteins if you have an antibody



Reproducibility and Precision

Data are mean ± SD. Precision = average percent CV. FDA acceptance criteria is <15% CV.

Protein

Intra-day (N=4) Inter-day (N=20)

Concentration
(g/mL)

Precision 
(%CV)

Concentration
(g/mL)

Precision 
(%CV)

APOA4 79.4 ± 7.5 9.4 75.8 ± 7.1 9.4

CD5L 2.77 ± 0.21 7.6 2.50 ± 0.24 9.8

IGFBP3 0.27 ± 0.01 5.6 0.29 ± 0.03 10.5

Reference plasma.
Equivalent to biomarker level of 3.4 uL of plasma on MS.



Cross – Platform Validation 

R2 = 0.95

IAMS vs ImDe

Scatter plot - high-degree of 
correlation between the 
immunodepletion method and 
the immunoaffinity method.

Generated after individual 
biomarker Bland-Altman analyses 
between the methods.

ImDe

IAMS



Cross – Platform Validation 

R2 = 0.97

IAMS vs ELISA

Scatter plot comparing 
PromarkerD risk predictions 
based on mass spectrometry and 
ELISA platforms.

IAMS

ELISA



Cross – Centre Validation

Australia vs Ireland

Scatter plot - high-degree of 
correlation between two 
independent laboratories
Atturos and Proteomics 
International with the IA-MS 
method

Atturos platform uses Agilent LC 
and Agilent 6495B MS.

R2 = 0.97

Australia

Ireland



Conclusions

• Antibodies aren’t just for ELISAs

• Microflow is better – sensitivity + robustness

• Immunoaffinity Mass Spectrometry can deliver

• Sensitivity

• Accuracy

• Precision

• Robustness

• Multiplexing

PromarkerD (MS) workflow for clinical assay 
as a CE mark registered prognostic test
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WA company takes further step towards
blood test for endometriosis

PERTH,  AUSTRALIA  23  March  2020,  Medical  technology  company,  Proteomics  International  has
identified protein ‘fingerprints’ in the blood that could be used to test for endometriosis.

The ‘fingerprints’—known as biomarkers—have potential to be developed into a simple blood test
for  the  painful  condition.  If  successful,  it  would  be  the  world’s  first  non-invasive  test  for
endometriosis.

In isolating the biomarkers, Proteomics International scientists compared patients diagnosed with
endometriosis (via a laparoscopy) against two control groups; healthy individuals and, importantly,
patients with symptoms but no clinical diagnosis. 

“Our  proof-of-concept  study  analysed  54  women  across  the  three  groups,”  said  Proteomics
International  managing  director  Dr  Richard  Lipscombe.  “The  study  was  performed  on  two
independent cohorts, with the protein biomarkers being statistically significant markers for disease
in both.”

Dr Lipscombe said the next stage is to validate the biomarker panel in a large clinical study. “We’re
looking to partner with organisations who have access to a large number of high-quality samples
from endometriosis  sufferers,”  he  said.  “And we’re  hoping  to  collaborate  with  key  bodies  and
opinion leaders from around Australia.”

Proteomics International has also submitted a patent application following extensive analysis of the
biomarkers. The patent describes a panel of novel protein biomarkers with the potential to diagnose
endometriosis using a simple blood test.

Endometriosis is a debilitating disease that affects one in nine Australian women. There is currently no
simple way to test for the condition,  with the current gold standard for detection being an invasive
laparoscopy, a surgical procedure where a camera is  inserted into the pelvis through a small cut in the
abdominal wall.

The average  cost  for  a  woman with  endometriosis  both personally  and for  society  is  approximately
A$30,000 a year,  costing Australia over A$10 billion every year1, whilst direct medical costs (outpatient
and hospitalisation) associated with endometriosis in the United States surpass US$17.3 (A$29.3) billion
annually2.

On average, it takes women 7 to 12 years to be diagnosed. Experts says endometriosis symptoms often
start during the teenage years, but because it’s hard to diagnose, girls can struggle with unexplained pain
through high school, tertiary education and the early years of their careers. Dr Lipscombe said, “If we can
create a simple blood test that can be ordered by a GP, it could save women years of suffering.”

1 https://doi.org/10.1371/journal.pone.0223316
2 https://doi.org/10.1007/s12325-018-0667-3
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The biomarkers were isolated using a variation on Proteomics International’s Promarker TM workflow
and  took  advantage  of  the  increased  analytical  sensitivity  of  the  Company's  recently  upgraded
instruments [ASX 26 November 2019]. The same technology was used in the creation of the world’s
first  blood  test  for  diabetic  kidney  disease,  known  as  PromarkerD.  That  test  is  currently  in
commercial roll out.

With experience gained from the development  of  PromarkerD,  Proteomics  International  is  now
undertaking an analytical validation of the biomarkers to prove their robustness under a range of
sample preparation and analysis techniques. “We’re seeking to make a blood test for endometriosis
available as soon as possible, to stop patients having to go through years of delayed diagnosis,” Dr
Lipscombe said.

ENDS

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's business model is centred on the commercialisation of the Company's
world-leading test for diabetic kidney disease, PromarkerD. The Company offsets the cash burn from
R&D and product development through provision of specialist analytical services, whilst using its
proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic tests.

For further information please contact:
Dr Richard Lipscombe Dirk van Dissel
Managing Director [Corporate Advisor & Investor Relations]
Proteomics International Laboratories Ltd Adelaide Equity Partners
T: +61 8 9389 1992 T: +61 8 8232 8800
E: enquiries@proteomicsinternational.com E: dvandissel@adelaideequity.com.au
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 Diagnostics R&D expanded: the PromarkerTM Pipeline

Highlights 
 Biomarkers  identified for Endometriosis,  patent  filed,  successful  proof of  concept  trial,

clinical validation studies pending
 Proof of concept achieved for diagnostic to detect harmful strains of the Giardia parasite
 Analysis to commence into chronic lung conditions
 Advanced in-licensing and commercialisation opportunities being finalised in cancer and

oxidative stress
 New biomarker programs established in diabetic retinopathy and plant dieback disease
 COVID-19  research  programs  initiated  to  develop  a  rapid  diagnostic  test  for  the

identification of the SARS-CoV-2 virus, and to isolate biomarkers that give insights into the
progression of the COVID-19 disease

 All programs are fully funded

MedTech company Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ),
which pioneered PromarkerD, the world's first predictive diagnostic test for diabetic kidney disease,
is  pleased  to  provide  the  following  market  update  on  its  expanding  diagnostics  development
pipeline. 

Alongside the recent significant upgrade in the Company's analytical capability [ASX 26 November
2019], Proteomics International has been proactively vetting biomarker discovery and diagnostics
development  opportunities targeting  new  diagnostic  tests  for  chronic  diseases  with  significant
unmet need and market opportunity across medicine, veterinary and agriculture.
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The PromarkerTM R&D pipeline and typical timeline is as follows:
Ethics & governance approval (3 months), Discovery (6 months), Proof of concept (6 months), Clinical
studies/Validation (12 months)

Endometriosis
Status update: Proof of concept study completed. Clinical studies pending.

In  March,  Proteomics  International  announced  it  had  identified  and  filed  a  patent  application
describing a panel of novel protein biomarkers with the potential to be developed into a simple
blood test for endometriosis [ASX: 23 March].

The proof of concept study analysed 54 women across three groups: patients with endometriosis;
healthy individuals and, importantly, patients with symptoms but no clinical diagnosis, to identify
protein biomarkers that were statistically significant markers for disease.

Endometriosis occurs when the tissues that line the uterus spread outside of the uterine cavity and
surround other  organs.  The debilitating  disease affects  one in  nine Australian women,  with  the
current gold standard for detection being a surgical procedure. Direct medical costs (outpatient and
hospitalisation) associated with endometriosis in the United States surpass US$17.3 (A$29.3) billion
annually.

Given the large unmet medical need and the only existing diagnostic tool being invasive surgery,
Proteomics International believes there will be significant commercial interest in this program post
successful clinical study validation.

Parasite infections: Giardia
Status update: Proof of concept study completed. Validation study pending.

Proteomics International continues its development of an improved diagnostic test for the parasite
Giardia in collaboration with the Murdoch University Veterinary School and a leading US veterinary
company.

Giardia is  a leading cause of  infectious gastroenteritis  worldwide and one of  the most common
parasitic human diseases. The risk for human health is that some Giardia strains that affect pets can
cross into humans (zoonotic), whilst others do not (host specific).  Surveillance data suggests there
are 280 million people worldwide being infected each year. 

Proteomics International has identified strain specific  Giardia targets and developed a prototype
immunoassay, which is pending validation using field samples.  The commercial viability of the assay
will not be known until completion of this last phase, which is expected later this year.

There is a large market opportunity for Proteomics International given that current tests have low
accuracy  and cannot  easily  be  used to test  if  pets  infected with  Giardia present  a risk  to  their
owners. A strain specific test could readily benefit the US market where according to the Centers for
Disease Control and Prevention, the prevalence is an estimated 1.2 million people. 

Asthma and chronic obstructive pulmonary disease (COPD)
Status update: Ethics approved. Discovery study pending. 

Proteomics International has received ethics approval for a discovery study to identify biomarkers
for  asthma and  chronic  obstructive  pulmonary  disease,  which  cost  health  care  systems tens  of
billions  of  dollars  a  year.  The  program  was  placed  on  hold  whilst  the  company  focused  on
PromarkerD  clinical  studies  and  other  diagnostics  projects,  however,  the  discovery  phase  will
commence shortly using the PromarkerTM pipeline.

The study is in collaboration with the Busselton Population Medical Research Institute, which gives
Proteomics  International  access  to  the  globally-recognised  Busselton  Health  Study,  one  of  the
longest running epidemiological research programs in the world. 
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Plant Dieback (Phytophthora cinnamomi)
Status update: Discovery study ongoing. 

The Company's approach to developing diagnostic tests and identifying potential drug targets is not
limited to human medicine. Proteomics International has an ongoing collaboration with the Centre
for Crop and Disease Management,  Curtin University to target the plant pathogen  Phytophthora
cinnamomi, which is responsible for plant dieback. 

The pathogen has already infected more than 1 million hectares of Western Australian bushland,
and also infects premium crops such avocados, macadamias and pineapples.  Phytophthora attacks
the roots of vegetation and inhibits them from being able to take up water and nutrients, resulting in
death (termed Dieback). The estimated cost to the Australian economy is $160 million per year for
damage to natural vegetation alone.

Current investigations are focused on proteomic analysis (determining the protein maps) of the life
stages of the organism and how it infects its host. This has the potential to identify weaknesses in
the pathogen that could be targeted to help eradicate this disease.

Diabetic Retinopathy
Status update: Ethics approved. Discovery study pending. 

Following the success of its diabetic kidney disease project, Proteomics International has signed a
new collaboration agreement with The University of Western Australia to seek early markers for
diabetic retinopathy.

Diabetes adversely affects the body's blood vessels leading to a range of complications including
heart  (cardiovascular),  kidney (nephropathy),  nerve (neuropathy) and eye (retinopathy)  damage.
Currently a third of patients with diabetes have diabetic retinopathy - vision impairment caused by
damage to blood vessels at the back of the eye. 

Diabetic  retinopathy  is  the  major  cause  of  blindness  in  the  USA,  responsible  for  approximately
20,000 new cases each year, but finding and treating diabetic retinopathy early can reduce the risk
of blindness by  95%. An early diagnosis has the ability to transform quality of life outcomes, with
commensurate billion dollar socioeconomic benefits.

This collaboration will apply the Promarker platform to look for prognostic markers in the blood that
can identify patients at risk of retinopathy, especially sight-threatening retinopathy. The program
will again utilise the Fremantle Diabetes Study which provided the rich sample repository that led to
PromarkerD.

Markers for oxidative stress - '2-tag' technology
Status update: Commercialisation discussion (Proof of concept study completed. Clinical validation
pending).

Proteomics  International  has  been  in  a  long-term collaboration with  The  University  of  Western
Australia  to develop methodology that could  become the next generation of  medical  diagnostic
tests. The patented technology called "2-tag" measures the oxidative stress in a system [ASX: PIQ
Prospectus 2015].

Every person has a base level of oxidative stress at all times - the human body requires oxidative
stress to function. However, very high levels of oxidative stress can be dangerous and have been
linked to a wide range of chronic diseases including  stroke, heart attack,  Parkinson’s disease, and
muscular dystrophy and muscle damage.

2-tag  extends  Proteomics  International's  existing  technology  platform  to  zoom  further  into  the
molecular landscape to examine not only the number and type of proteins in a sample but subtle
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“decorations” on the proteins themselves. 

The technology has now matured with the 2-tag test demonstrating proof of concept with several
publications targeting Duchenne muscular dystrophy and new exploratory work in aquaculture and
sports management. 

The Company's intellectual property consists of granted patents in the USA (US 8,043,824 B2) and
Australia  (AU2006/001757)  directed  to  a  "Method  to  determine  the  redox  {oxidation}  state  of
proteins ('2-tag')".

Proteomics International  is  currently  examining commercial  opportunities with The University of
Western Australia to exploit this innovative technology.

Biomarkers for cancer
Status update: In-licensing discussion (Proof of concept study completed. Clinical validation pending).

Proteomics International is in discussion with a pre-eminent Australian medical research institute to
in-license a novel mass spectrometry based cancer diagnostic test. The Company will provide further
details as this develops.

Novel disease biomarkers - ARC Centre for Personalised Therapeutics Technologies
Status update: In-licensing discussion (Ethics approved. Discovery study pending).

The Australian Research Council Centre for Personalised Therapeutics Technologies is a $3.1 million
Federally funded Industrial Transformation Training Centre (ITTC) in which Proteomics International
is working alongside leading university-based researchers to apply the PromarkerTM technology to
Complementary Diagnostics [ASX: PIQ Annual Report 2019].

Proteomics International is in advanced discussion with other consortium members for a discovery
project in an area of significant unmet medical need. The Company will provide further details as this
develops.

COVID-19
Status update: Programs initiated.

Proteomics  International  has  initiated  COVID-19  research  programs  seeking  to  develop  a  rapid
diagnostic test for the identification of the SARS-CoV-2 virus, and to isolate biomarkers that give
insights into the progression of the COVID-19 disease. 

These programs aim to build upon Proteomics International's unique network of commercial and
research  partners  and  the  Company's  experiences  across  diagnostics  development,  drug
characterisation  and  biomarker  discovery.  The  Company  will  provide  further  details  as  these
programs develop.

Authorised by Dr Richard Lipscombe (Managing Director) on behalf of the Board of PIQ.

ENDS

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
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accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's business model is centred on the commercialisation of the Company's
world-leading test for diabetic kidney disease, PromarkerD. The Company offsets the cash burn from
R&D and product development through provision of specialist analytical services, whilst using its
proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic tests.

For further information please contact:
Dr Richard Lipscombe Dirk van Dissel
Managing Director [Corporate Advisor & Investor Relations]
Proteomics International Laboratories Ltd Adelaide Equity Partners
T: +61 8 9389 1992 T: +61 408 326 367
E: enquiries@proteomicsinternational.com E: dvandissel@adelaideequity.com.au
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ASX Release
16 April 2020

ASX code: PIQ

CE Mark for PromarkerD Immunoassay Kit

 CE Mark registration  received for the PromarkerD Immunoassay  -  the high-throughput
version of  the PromarkerD test  system used to predict  the  onset  of  kidney disease  in
patients with type 2 diabetes 

 The  PromarkerD# test  system is  the  only  test  available  in  the  Europe  Union  (EU)  for
predicting the onset of diabetic kidney disease (DKD)

 In Europe 60 million adults have diabetes and 1 in 3 currently have chronic kidney disease,
representing a significant public health issue

 Registration  complements  the  recent  CE  Mark  for  the  PromarkerD  software  Hub  and
PromarkerD (MS)# giving a comprehensive package of EU approvals and a foundation for
future regulatory approvals in other jurisdictions, specifically US FDA registration

 CE  Mark  registration  anticipated  to  expedite  execution  of  the  licensing  and  sales  of
PromarkerD throughout Europe 

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ),  a  pioneer  in
predictive  diagnostics,  announces  it  has  secured  CE  Mark  registration  for  its  PromarkerD
Immunoassay kit as an IVD medical device (in vitro diagnostic). 

PromarkerD (IA)# forms part of the PromarkerD# test system which is the only test available in the
Europe  Union  (EU)  for  predicting  the  onset  of  diabetic  kidney  disease  (DKD).  The  PromarkerD
Immunoassay  is  the  high-throughput  version  of  the  already  CE  Marked  PromarkerD  (MS)  Mass
Spectrometry test system. This will allow a greater number of prospective laboratories to process
much higher numbers of samples at a more cost effective rate.

PromarkerD was registered for use in the EU as part of the Company’s program of regulatory and
reimbursement registrations.

The PromarkerD test system assesses the risk of DKD in patients with type 2 diabetes. Chronic kidney
disease is one of the major complications arising from diabetes and if unchecked can lead to dialysis
or kidney transplant. 

PromarkerD is a simple, low-cost blood test that uses a unique protein ‘fingerprint’  to detect  the
onset  of  disease  up  to  four  years  before  clinical  symptoms  appear.  The  early  detection  and
prevention or  treatment  of  DKD is  a  major  focus  of  both global  pharmaceutical  companies and
government health departments.

The CE Mark is  a significant commercialisation step for Proteomics International  providing, as it
does, assurance to potential licensing partners and consumers that the product has been developed
and manufactured to meet EU safety, health and environmental protection requirements.

Dr Richard Lipscombe, Managing Director of Proteomics International said, "The CE Mark is another
important milestone for PromarkerD as we move forward with new deals in the region. With CE
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Mark the immunoassay offers a higher-throughput option for testing laboratories who want access
to our ground-breaking test for predicting diabetic kidney disease - one that could enable earlier
therapeutic intervention to minimise the effect of this crippling disease."

CE marking of the PromarkerD Immunoassay complements the recent CE registration of the mass
spectrometry version of  the test,  PromarkerD (MS) [ASX: 12 November 2019] and software hub
[ASX: 14 January 2020].

Achieving  CE  Mark  registration  for  the  PromarkerD  (IA)# provides  a  strong  foundation  for
PromarkerD to receive  US FDA approval.  Proteomics  International  intends to  lodge the US FDA
application in mid-year 2020.  

The World Health Organisation estimates the European Region is home to 60 million  adults with
diabetes, and currently  1 in 3 have chronic kidney disease.  PromarkerD could aid clinical decision-
making by identifying at-risk individuals for earlier therapeutic intervention to help to minimise the
effect of the disease, and potentially save healthcare systems billions of dollars. 

Authorised by Dr Richard Lipscombe (Managing Director) on behalf of the Board of PIQ.

# Definitions:
"Promarker" - the proprietary technology used to discover and evaluate proteins for use as diagnostics
"PromarkerD/PromarkerD test system" - the patented predictive diagnostic test for Diabetic Kidney Disease
"PromarkerD (MS)" - the predictive diagnostic test for Diabetic Kidney Disease using Mass Spectrometry
"PromarkerD (IA)" - the predictive diagnostic test for Diabetic Kidney Disease using ImmunoAssay
"PromarkerD Hub" - the proprietary software tool used to calculate the risk of Diabetic Kidney Disease in diabetes patients

ENDS

About PromarkerD (www.PromarkerD.com)
The PromarkerD test system assesses the risk of diabetic kidney disease (DKD) in patients with type 2
diabetes.  Chronic  kidney disease is  one of  the major  complications  arising  from diabetes and if
unchecked can lead to dialysis or kidney transplant.  PromarkerD is a simple blood test that uses a
unique protein ‘fingerprint’ to provide an early detection of the onset of disease. In clinical studies
published in leading journals PromarkerD correctly predicted 86% of otherwise healthy diabetics
who went on to develop chronic kidney disease within four years. 
Further information is available through the PromarkerD web portal. 

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's business model is centred on the commercialisation of the Company's
world-leading test for diabetic kidney disease, PromarkerD. The Company offsets the cash burn from
R&D and product development through provision of specialist analytical services, whilst using its
proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic tests.

For further information please contact:
Dr Richard Lipscombe Dirk van Dissel
Managing Director [Corporate Advisor & Investor Relations]
Proteomics International Laboratories Ltd Adelaide Equity Partners
T: +61 8 9389 1992 T: +61 408 326 367
E: enquiries@proteomicsinternational.com E: dvandissel@adelaideequity.com.au
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Proteomics International receives COVID-19 research grants 

 
Highlights 

 Two grants totalling $200,000 awarded under the Western Australian COVID-19 Research 
Grants Program 

 Funding will support Proteomics International's recently announced research programs to: 
 develop a rapid diagnostic test for the identification of the SARS-CoV-2 virus based on 

easy to collect saliva samples 
 isolate biomarkers that give insights into the progression of the COVID-19 disease to 

determine why some people are more severely affected than others 
 Both areas of research are aimed at improved medical treatment of patients to assist in 

the re-opening of Australian and global borders 

 

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ), a pioneer in 
predictive diagnostics, announces it has been awarded two grants under the Western Australian 
COVID-19 Research Grants Program, which is funded by the Department of Health Western Australia 
and the Western Australian Health Translation Network (WAHTN). 

The grants will support the Company's current COVID-19 research programs to develop a rapid 
diagnostic test for the identification of the SARS-CoV-2 virus, and to isolate biomarkers that give 
insights into the progression of the COVID-19 disease [ASX: 7 April 2020]. 

Across the two programs the grants total $200,000 with the work set to be completed over the next 
8-12 months. 

 

Program 1: Protein Biomarkers for COVID-19 disease susceptibility/ response 

It is not understood why some people have only a mild response to COVID-19 yet other apparently 
healthy people end up in intensive care. According to the World Health Organisation, global data 
shows that 80% of people with COVID-19 disease have no symptoms or just a mild infection, 
whereas 14% of infections are severe and require oxygen, and 6% are critical infections requiring 
ventilation. 

The difference could be due to protein 'fingerprints' that can be found in the patient's blood. These 
‘fingerprints’ - known as biomarkers - have the potential to become a simple blood test that predicts 
which patients are at greatest risk of requiring significant medical intervention. 

Scientists at Proteomics International have teamed up with respiratory physicians at The University 
of Western Australia Medical School to address this question. The team will analyse collections of  
blood samples taken from patients at diagnosis to (a) identify whether there are biomarkers in mild 
COVID-19 patients that are protective in that individual, and (b) determine if there are biomarkers 
that predict a severe or critical infection.   
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The analysis will be performed using state-of-the-art mass spectrometry instruments housed in the 
recently expanded Western Australian Proteomics Facility which is operated jointly by Proteomics 
International and The University of Western Australia [ASX: 26 November 2019]. 

The identification of such biomarkers could provide a new diagnostic test for clinicians to triage 
patients when they present with first diagnosis, enabling better planning and allocation of limited 
hospital resources. This is an area of significant unmet need in global COVID-19 diagnostics.  

If successful, the research program will enable earlier medical intervention in patients having a 
prognosis of severe or critical infection. This could lead to significant improvements in patient 
outcomes to the benefit of the individual and the WA and global public health systems.  

 

Program 2: A rapid, non-invasive immunoassay-based diagnostic test for direct detection of the 
SARS-CoV-2 virus  

COVID-19 has spread rapidly around the globe and appears to be a highly contagious disease, yet 
infection by the SARS-CoV-2 virus can be difficult to detect. In pre-emptive screening studies, global 
data is suggesting that of those who have tested positive for SARS-CoV-2, approximately half were 
reported as having no symptoms.  

If there are no symptoms then, without testing, there can be no diagnosis and the individual will not 
know they are infectious. So-called asymptomatic cases are considered the real and present risk of 
significant undetected community transmission of COVID-19.  

This research program seeks to develop a rapid, non-invasive diagnostic test for direct detection of 
the SARS-CoV-2 virus in patients. As part of the grant the Company will also collaborate with the  
Heart and Lung Research Institute of Western Australia on a separate program for serology testing    
(used to identify whether people have been exposed to the virus by seeing if they have developed 
antibodies against it). 

The current testing process detects the presence of viral RNA in the patient (using a technique called 
RT-PCR) after taking a deep nasal swab. This approach to testing faces challenges on two fronts. 
Firstly, the sampling method is not simple and may cause the patient brief discomfort, and secondly, 
the technology can be technically demanding compared to standard pathology laboratory tests. 

The research team brought together for this project uses experts in assay development to seek to 
build a new diagnostic test platform for COVID-19, called an immunoassay. Assays using this 
technology platform are preferred by many laboratories as they are quick, simple to carry out, and 
able to handle a large number of samples in parallel. 

The new diagnostic test will target detection of the virus in saliva because it is easy to collect and 
analyse. 

The successful development of a new diagnostic test for infections due to COVID-19 could provide a 
significant improvement in testing capabilities  nationally and worldwide. 

Universal testing for COVID-19 would significantly increase the probability of detecting 
asymptomatic cases of the disease. Isolation of such patients could immediately reduce the risk and 
number of community transmissions of the SARS-COV-2 virus, and greater testing may enable the 
earlier relaxation of social distancing measures to the benefit of the economy and community 
quality of life. 

 

Authorised by Dr Richard Lipscombe (Managing Director) on behalf of the Board of PIQ. 

ENDS 
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About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com) 
Proteomics International (Perth, Western Australia) is a wholly owned subsidiary and trading name 
of PILL (ASX: PIQ), a medical technology Company at the forefront of predictive diagnostics and bio-
analytical services. The Company specialises in the area of proteomics – the industrial scale study of 
the structure and function of proteins. It received the world’s first ISO 17025 laboratory 
accreditation for proteomics services, and operates from state-of-the-art facilities located on Perth's 
QEII Medical Campus.  

Proteomics International's business model is centred on the commercialisation of the Company's 
high-speed, low cost predictive test for diabetic kidney disease, PromarkerD. The Company offsets 
the cash burn from R&D and product development through provision of specialist analytical services, 
whilst using its proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic 
tests. 

 
For further information please contact: 
Dr Richard Lipscombe      Dirk van Dissel 
Managing Director       Corporate Advisor & Investor Relations 
T: +61 8 9389 1992      T: +61 408 326 367 
E: enquiries@proteomicsinternational.com   E: dirk@candouradvisory.com.au 
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International study validates breakthrough predictive test for
diabetic kidney disease 

Highlights

 Predictive test for diabetic kidney disease successfully validated in major clinical study

 PromarkerD is  the world’s  first  and only  predictive test  for  diabetic  kidney disease  to
receive European CE Mark registration 

 Innovative test could save healthcare systems billions of dollars globally

 Results of analysis conducted on 3,000 patients from a completed multi-centre clinical trial
(the  CANVAS  study)  presented  today  at  the  80th Scientific  Sessions  of  the  American
Diabetes Association (ADA)

 Data confirms previous findings that PromarkerD is able to correctly predict a clinically
significant decline in kidney function up to four years in advance

 There  are  463  million  adults  living  globally  with diabetes,  with  1  in  3  having  diabetic
kidney disease

A  global  multi-centre  study  of  3,000  people  has  confirmed  the  effectiveness  of  an  innovative
predictive test for diabetic kidney disease – a breakthrough which could save healthcare systems
billions of dollars by identifying at-risk individuals for earlier therapeutic intervention. 

The findings were presented today at the world’s leading diabetes conference,  the 80th Scientific
Sessions of the American Diabetes Association (ADA).

Perth/Australian-based Proteomics International Laboratories Ltd has developed a simple blood test
that uses a unique protein ‘fingerprint’ to provide early detection of kidney disease in patients with
type 2 diabetes.

The International Diabetes Federation estimates there are 463 million adults living with diabetes
globally, with the annual cost of diabetic kidney disease estimated at USD50 billion per year in the
United States of America alone.

Proteomics International Managing Director Dr Richard Lipscombe said that being able to correctly
predict an early decline in kidney function meant that doctors and patients could take action to
prevent patients going on to costly dialysis or eventually facing the prospect of kidney transplant. 

“This  technology  has  the  ability  to  improve  the  lives  of  the  31  million  Americans  living  with
diabetes,” Dr Lipscombe said. 

“If patients know they’re on the path to diabetic kidney disease, they can intervene sooner to treat
the condition.”
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The study applied the PromarkerD test  system to patient samples from the CANVAS completed
phase 3 clinical trial.  The retrospective analysis of blood samples from the completed clinical trial
showed that patients predicted by PromarkerD to be at high-risk of chronic kidney disease were 13.5
times more likely than the low-risk group to develop the disease, with the results showing high
statistical significance (P = 1.3x10-104). 

Importantly, the current data confirms previous findings that PromarkerD is able to correctly predict
a clinically significant decline in kidney function up to four years in advance. 

Dr Lipscombe said the results were far-reaching for the commercial roll-out of the test because they
substantiated the effectiveness of PromarkerD as a prognostic test for diabetic kidney disease in a
globally recognised clinical cohort. 

“These results show that PromarkerD works, it’s safe, and it can be run by accredited laboratories
now as a laboratory developed test (LDT),” he said. 

“This is really a green light for using this simple blood test globally.”

Proteomics International is now focused on partnering discussions with suitable organisations to
bring PromarkerD to patients in the USA. The result also paves the way for future FDA approval of
the  test and  complements  the  recent  successful  CE  Mark  registration  of  the  new  PromarkerD
immunoassay in the European Union.

Further  research  is  now being  undertaken  to  determine  whether  patients  display  an  improved
prognosis after treatment, in the form of a lower PromarkerD risk score. This is a complex process,
requiring extensive analysis of the large clinical data set. 

The  ADA’s  80th Scientific  Sessions  run  from June  12  to  16.  This  year  the  conference  has  been
restructured as a virtual experience.

ENDS

About PromarkerD (www.PromarkerD.com)
The PromarkerD test system assesses the risk of diabetic kidney disease (DKD) in patients with type 2
diabetes.  Chronic  kidney disease is  one of  the major  complications  arising  from diabetes and if
unchecked can lead to dialysis or kidney transplant.  PromarkerD is a simple blood test that uses a
unique protein ‘fingerprint’ to provide an early detection of the onset of disease. In clinical studies
published in leading journals PromarkerD correctly predicted 86% of otherwise healthy diabetics
who went on to develop chronic kidney disease within four years.  The PromarkerD immunoassay,
the PromarkerD mass spectrometry assay, and the PromarkerD software hub have each achieved CE
Mark registration in the European Union.

Further information is available through the PromarkerD web portal. 

ADA poster presentation    (#  1118-P) titled: 'Validation of the  PromarkerD Test for Predicting Renal
Decline in Type 2 Diabetes in the Canagliflozin Cardiovascular Assessment Study (CANVAS) '.

To visit the PromarkerD ADA virtual booth please click here:  www.PromarkerD.com/product

About Proteomics International Laboratories (PILL) (www.proteomicsinternational.com)
Proteomics International (Perth, Western Australia) is a wholly-owned subsidiary and trading name
of PILL (ASX: PIQ), a medical technology company at the forefront of predictive diagnostics and bio-
analytical services. The company specialises in the area of proteomics – the industrial scale study of
the  structure  and  function  of  proteins.  It  received  the  world’s  first  ISO  17025  laboratory
accreditation for proteomics services and operates from state-of-the-art facilities located on Perth's
QEII Medical Campus. 

Proteomics International's  business model is centred on the commercialisation of the company's
high-speed, low cost predictive test for diabetic kidney disease, PromarkerD. The company offsets

Proteomics International Laboratories Ltd
ABN 78 169 979 971

Box 3008, Broadway, Nedlands, WA 6009, Australia
T: +61 8 9389 1992 |  E: enquiries@proteomicsinternational.com | W: www.proteomicsinternational.com

 2/3 Part of the PILL Group

http://www.proteomicsinternational.com/
mailto:enquiries@proteomicsinternational.com
http://www.proteomicsinternational.com/
http://www.PromarkerD.com/product
https://plan.core-apps.com/tristar_ada20/abstract/d1a99352-a657-4549-a751-97e461cc9ae5
http://www.promarkerd.com/


the cash burn from R&D and product development through provision of specialist analytical services,
while using its proprietary PromarkerTM technology platform to create a pipeline of novel diagnostic
tests.

For further information please contact:

Chuck Morrison Jean Perkins
Head of Business Development [Public Relations & Media contact]
Proteomics International  Laboratories Ltd Cannings Purple
T: +1 617 331 2975 T: + 61 438 886 954
E: c.morrison@proteomicsinternational.com E: jperkins@canningspurple.com.au 
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