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Update on study presented at ADA Conference 

 
Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) refers to its ASX 
release of 25 June 2021 titled “Modelling shows PromarkerD could save US payers $384 billion” 
(“Announcement”). 

The purpose of the Announcement was to report the findings of the economic health benefit study 
due to be presented at the 81st Scientific Sessions conference of the American Diabetes Association. 
The Announcement was made to ensure compliance with the Company’s continuous disclosure 
obligations. 

Following consultation with ASX, and to ensure the findings from the study are not interpreted as 
forecast financial information under ASIC Regulatory Guide 170, Proteomics International has agreed 
to retract that Announcement. In retracting that Announcement, Proteomics International notes that 
investors should not rely on the information as a basis for making an investment decision about its 
shares. Importantly, shares in Proteomics International have not traded since release of the 
Announcement. 

The economic health benefit study was undertaken to support the Company’s application for a 
unique reimbursement code for PromarkerD in the US, and was conducted by independent 
consultant, Boston Healthcare Associates.  

Proteomics International is pursuing a CPT Proprietary Laboratory Analyses (PLA) code, which will 
uniquely identify the PromarkerD test for laboratories and payors in the US. Reimbursement codes 
and payer coverage in the US are initiated through the American Medical Association (AMA) and its 
Current Procedural Terminology (CPT) Editorial Panel.  

Formal economic health modelling is an essential component of achieving a unique reimbursement 
code for PromarkerD in the US, and ensuring subsequent reimbursement of the cost of the test by 
insurance companies and other payors. All companies seeking reimbursement for any new test are 
required to provide a dossier demonstrating the potential economic health benefit of the test. 

The second element to achieving reimbursement is demonstrating the clinical utility of PromarkerD, 
namely the impact of PromarkerD on patient treatment decisions by primary care physicians and 
specialist endocrinologists. A clinical utility study has been conducted by Boston Healthcare 
Associates and is currently subject to peer review prior to publication. 

Boston Healthcare Associates are engaged on a fee-for-service basis to conduct the economic and 
clinical utility studies required to support the Company’s application for a unique reimbursement 
code for PromarkerD in the US. Boston Healthcare Associates is a global firm with expertise in 
pricing, reimbursement, market analysis and health economics to support healthcare clients in 
product development, commercial launch, business development and portfolio management. 

The economic health benefit study was presented at the world’s leading diabetes conference, the 
81st Scientific Sessions of the American Diabetes Association (ADA), held from 25 to 29 June 2021.  
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Authorised by the Chairman on behalf of the Board of Proteomics International Laboratories Ltd 
(ASX.PIQ). 

ENDS 
 
About PromarkerD (www.PromarkerD.com) 
PromarkerD is a predictive test for the early detection of chronic kidney disease (CKD) in patients 
with type-2 diabetes. CKD is one of the major complications arising from diabetes and if unchecked 
can lead to dialysis or kidney transplant.  

The patented PromarkerD test system uses a simple blood test to detect a unique ‘fingerprint’ of the 
early onset of disease by measuring three serum protein biomarkers, combined with three routinely 
available conventional clinical variables (age, HDL-cholesterol and estimated glomerular filtration 
rate (eGFR)).  

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. 

 
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     Vik Malik  
Managing Director     Chief Commercialisation Officer   
Proteomics International Laboratories Ltd  Proteomics International   
T: +61 8 9389 1992     T: +1 312 310 4444  
E: enquiries@proteomicsinternational.com  E: vik.malik@proteomics.com.au 
 
Dirk van Dissel      Kyle Moss 
Corporate Advisor & Investor Relations   Corporate Advisor 
Candour Advisory     Euroz Hartleys 
T: +61 408 326 367     T: +61 8 9488 1400 
E: dirk@candouradvisory.com.au   E: kmoss@euroz.com 
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Diabetes treatment lowers PromarkerD risk score:  
Results to be presented at Australasian Diabetes Conference 

 
 Collaborative study with Janssen finds the diabetes drug canagliflozin  lowers PromarkerD 

risk scores in patients with type 2 diabetes 
 Average PromarkerD score was statistically lower in patients taking the drug in a 

retrospective analysis of samples from the completed CANVAS clinical trial and statistically 
higher in patients taking a placebo  

 Greatest improvements seen in people at high risk of developing diabetic kidney disease 
 Results to be presented at the Australasian Diabetes Congress from 11-13 August 2021 

 

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) today announces that 
its collaborative study with Janssen Research & Development, LLC (Janssen) has found a significant 
reduction in the PromarkerD risk scores of patients with type 2 diabetes taking canagliflozin, an 
SGLT2-inhibitor diabetes drug. 

PromarkerD is a biomarker-based blood test that predicts renal function decline in type 2 diabetes 
(T2D). PromarkerD is the only available test capable of reliably predicting the onset of diabetic 
kidney disease (DKD) in patients with T2D. Canagliflozin is a sodium-glucose co-transporter 2 (SGLT2) 
inhibitor class drug used in the treatment of diabetes, and was the first diabetes medicine with an 
indication to slow the progression of diabetic nephropathy (also known as DKD) in patients with type 
2 diabetes and DKD [FDA: 27 Sept 2019].  

The present study was the second stage of the collaboration between Proteomics International and 
Janssen [ASX: 31 Mar 2020; 15 Jun 2020] in which the companies examined the association between 
canagliflozin, an approved diabetes therapy with additional renal benefits, and change in 
PromarkerD score (Δ score) over a three-year period in T2D patients in the completed CANagliflozin 
cardioVascular Assessment Study (CANVAS)*. Under the collaboration, Janssen provided samples 
from its completed clinical trial and Proteomics International performed the sample testing, with 
joint analysis of the study results undertaken. 

This post-hoc analysis of data from CANVAS successfully confirmed the study's hypothesis that 
canagliflozin would be associated with significantly lowered PromarkerD risk scores, with the effect 
greatest in those T2D patients who were classified at study entry by the PromarkerD predictive test 
as at high risk of a subsequent decline in renal function. 

The study retrospectively measured PromarkerD scores in blood samples from 2,008 patients taken 
at the start of the trial and again three years later. Patients were randomly allocated to canagliflozin 
treatment or placebo groups. The study found the average PromarkerD risk score of patients taking 
canagliflozin dropped during the trial, while the average risk score of patients taking a placebo rose. 
The most significant reductions were seen in the patients classified by PromarkerD at the start of the 
trial as at high risk of developing DKD. Each of these results was statistically significant. 

 
*  CANVAS: https://clinicaltrials.gov/ct2/show/NCT01032629 
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These results will be presented at the Australasian Diabetes Congress in Brisbane, from 11-13 August 
2021. The conference abstract detailing the key findings of the study (design, results and conclusion) 
have been released online by the conference organisers in advance of the event (see below/copy 
attached).  

Proteomics International managing director Dr Richard Lipscombe said the first stage of the 
collaboration provided additional validation for PromarkerD as a predictive test for diabetic kidney 
disease [ASX: 15 Jun 2020]. “Now, for the first time, we are confirming that the SGLT2 inhibitor class 
of diabetes drug is associated with lowering a patient's PromarkerD risk score, and that there is a 
potential treatment for the at-risk patients identified by the test,” he said. 

“Excitingly, these latest findings further illustrate the benefits of the PromarkerD test by showing that 
we can also identify patients who are asymptomatic for diabetic kidney disease, and that 
canagliflozin improves their renal risk profile as well.” 

 
Australasian Diabetes Congress poster presentation (ID: 27; Track: ADS Clinical ePosters†) 
[see attached Abstract] 
Titled: Canagliflozin attenuates PromarkerD diabetic kidney disease risk prediction scores 

Kirsten E. Peters1,2, Katrina Spilsbury1, Jialin Xu3, Scott D. Bringans1, Timothy M.E. Davis2, Norman 
Rosenthal3, Michael K. Hansen3, Richard J. Lipscombe1 

1Proteomics International, Perth, WA, Australia; ,2Medical School, University of Western Australia, 
Crawley, WA, Australia; 3Janssen Research & Development, LLC, Spring House, PA, USA. 

 
Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ). 

ENDS 
 
About PromarkerD (www.PromarkerD.com) 
PromarkerD is a predictive test for the early detection of chronic kidney disease (CKD) in patients 
with type-2 diabetes. CKD is one of the major complications arising from diabetes and if unchecked 
can lead to dialysis or kidney transplant.  

The patented PromarkerD test system uses a simple blood test to detect a unique ‘fingerprint’ of the 
early onset of disease by measuring three serum protein biomarkers, combined with three routinely 
available conventional clinical variables (age, HDL-cholesterol and estimated glomerular filtration 
rate (eGFR)).  

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.  

To visit the PromarkerD virtual booth please see:  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.  

 
†  www.xcdsystem.com/adc/program/vPZbWzx/index.cfm 
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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. 
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Dirk van Dissel      Kyle Moss 
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Australasian Diabetes Congress

11-13 August 2021 (Virtual)

Reference ID: 27
Track: ADS Clinical ePosters
Program Category: Clinical Science
ADS Category: Group 7: Complications I

Abstract:

Canagliflozin attenuates PromarkerD diabetic kidney disease risk prediction scores

Authors
Kirsten E. Peters1,2, Katrina Spilsbury1, Jialin Xu3, Scott D. Bringans1, Timothy M.E. Davis2, Norman 
Rosenthal3, Michael K. Hansen3, Richard J. Lipscombe1

Affiliations
1Proteomics International, Perth, Western Australia, Australia.
2Medical School, University of Western Australia, Crawley, Western Australia, Australia.
3Janssen Research & Development, LLC, Spring House, PA, USA.

Aim
PromarkerD is a biomarker-based blood test that predicts renal function decline in type 2 diabetes (T2D).
This study examined the association between canagliflozin, an approved diabetes therapy with additional
renal benefits, and change in PromarkerD score (Δ score) over a three-year period in T2D patients in the
CANagliflozin cardioVascular Assessment Study (CANVAS).

Study Design
PromarkerD scores were measured at baseline and Year 3 in 2,008 participants with a baseline eGFR ≥60
mL/min/1.73m2. Protein biomarker concentrations  (CD5L, ApoA4, IGFBP3)  were combined with clinical
data  (age,  serum  HDL-cholesterol,  eGFR)  to  provide  PromarkerD  scores  (0  to  100%). Scores  were
categorised  as  low-,  moderate-  or  high-risk  as  determined  by  pre-specified  cut-offs.  Generalized
estimating  equations were  used  to  assess  the  effect  of  canagliflozin  versus  placebo  on  PromarkerD
scores.

Results
At baseline, the participants (mean age 62 years, 69% males, median diabetes duration 12 years) had a
mean PromarkerD score of 10.1%, with 67% categorised low-risk, 14% moderate-risk and 19% high-risk
for renal function decline.  After accounting for the known acute drop in eGFR following canagliflozin
initiation,  there  was  a  significant  treatment  by  time  interaction  (p<0.001)  whereby  patients  on
canagliflozin had decreased mean PromarkerD scores from week 6 to year 3 (Δ score: -1.0% [95% CI:
-1.9%, -0.1%];  p=0.038),  while those on placebo increased over the three-year period  (Δ score: 3.9%
[2.5%, 5.3%]; p<0.001). When stratified by PromarkerD risk category, patients with high-risk scores at
baseline who were randomised to canagliflozin had significantly lower scores at Year 3 (Δ score: -5.6% [-
8.6%, -2.6%];  p<0.001),  while those on placebo remained high (Δ  score:  3.2% [-1.3%, 7.7%];  p=0.17)
(Time*TRT p=0.002).

Conclusion
This post-hoc analysis of data from CANVAS showed that canagliflozin significantly lowered PromarkerD
risk scores, with the effect greatest in those T2D patients who were classified at study entry as at high-
risk of a subsequent decline in renal function.
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Proteomics International engages Abcam to manufacture
PromarkerD reagents

 Global  life  science  company  Abcam  plc  engaged  to  produce  reagents  for  Proteomics
International’s immunoassay version of the PromarkerD test for diabetic kidney disease

 Abcam is a leader in the supply of life science research tools and reagents, including supply
to companies who develop and market diagnostic solutions around the world

 Working  with  Abcam  will  help  streamline  test  production,  allowing  Proteomics
International to service anticipated demand for PromarkerD worldwide

 The  engagement  signifies  Proteomics  International  achieving  another  milestone  as  it
continues the path towards commercialisation of PromarkerD in global markets
 

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) has engaged global
life science company Abcam plc (AIM:ABC; Nasdaq:ABCM) (Abcam) to manufacture reagents for the
immunoassay  version  of  its  PromarkerD  predictive  blood  test  for  the  early  detection  of  kidney
disease in patients with type 2 diabetes.

Under the terms of the commercial fee-for-service agreement, Abcam will  produce the specialist
reagents required for the immunoassay version of the PromarkerD test, which is designed to be used
on standard platforms found in most clinical pathology laboratories. These reagents include synthetic
protein standards and antibodies,  which are used to detect the protein biomarkers in the blood
associated with diabetic kidney disease. 

Working  with  Abcam,  Proteomics  International  recently  completed  production  of  recombinant
versions of the relevant antibodies. This is expected to result in a stable, more consistent product
over the long term, improve scale-up, and help secure future supply chains. 

Proteomics  International  Managing  Director  Dr  Richard  Lipscombe  said  by  implementing  these
processes and securing an agreement with Abcam, the Company’s commercialisation strategy for
successfully  delivering  PromarkerD  to  global  markets  was  on  track,  with  the  steps  including
accreditation and regulatory approvals, manufacture and kit assembly, and distribution. 

“Having recently achieved ISO 13485 registration for our organisation [ASX: 23 April], which enables
internationally  certified  manufacture  of  the  PromarkerD immunoassay,  we are  now building our
production capacity to meet the anticipated worldwide demand for the PromarkerD test.”

“By engaging global manufacturing partners, such as Abcam who are experts in the manufacturing
processes we require, we are building a robust framework that will help accelerate the worldwide
roll-out of PromarkerD, and also facilitate the future commercialisation of our exciting pipeline of
diagnostics under development,” Dr Lipscombe said.

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS
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About Abcam plc (corporate.abcam.com)
Abcam (Cambridge, United Kingdom) (AIM:ABC and NASDAQ:ABCM) is a global life sciences company
focused on identifying, developing and distributing high-quality reagents and tools for  customers.
Headquartered  in  Cambridge,  United  Kingdom,  Abcam  operates  across  13  locations  around the
world, supported by a world-class team of approximately 1,600 employees serving customers in over
130 countries. The company offers both high performance products and expert customer support at
the forefront of life science research.

About PromarkerD (www.PromarkerD.com)
PromarkerD is a  predictive test for the early detection of chronic kidney disease (CKD) in patients
with type-2 diabetes. CKD is one of the major complications arising from diabetes and if unchecked
can lead to dialysis or kidney transplant. 

The patented PromarkerD test system uses a simple blood test to detect a unique ‘fingerprint’ of the
early onset of disease by measuring three serum protein biomarkers, combined with three routinely
available  conventional  clinical  variables  (age,  HDL-cholesterol  and estimated glomerular  filtration
rate (eGFR)). 

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. 

To visit the PromarkerD virtual booth please see:  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
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
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Corporate Advisor & Investor Relations Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@euroz.com
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Update on PromarkerD manufacturing and  

clarification of engagement with Abcam 
 

 Global life science company Abcam plc engaged to produce specialist reagents for the 
immunoassay version of the PromarkerD test for diabetic kidney disease 

 Following successful feasibility work Abcam to become non-exclusive supplier of specialist 
reagents for the PromarkerD test subject to finalisation of terms of a master agreement 

 Proteomics International in negotiations with a certified manufacturer for the production 
of the PromarkerD test immunoassay kit in the Northern Hemisphere 

 Global commercialisation strategy for PromarkerD test on track, with steps including 
accreditation and regulatory approvals, manufacture and kit assembly and distribution 

 
Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) provides an update on 
manufacture of the immunoassay version of the PromarkerD test and clarification of its engagement 
with Abcam plc (Abcam) to manufacture PromarkerD reagents [ASX: 22 July 2021]. PromarkerD is a 
predictive blood test used for the early detection of chronic kidney disease in patients with type-2 
diabetes. 

In July 2021, Abcam and Proteomics International completed production of specialist protein 
standards and stabilised recombinant (synthetic) versions of the relevant antibodies required for the 
PromarkerD test. Having completed the manufacture and feasibility production work successfully 
and to an appropriate standard, the parties agreed that Abcam would be the non-exclusive supplier 
of specialist reagents for the PromarkerD test, with the production and supply engagement to be 
formalised. Orders for reagents from Abcam will be placed on an ad-hoc basis dependent on 
production requirements. The parties are currently negotiating the formal terms of a master 
agreement, which will be announced to the market when the agreement is executed.  

Production of the PromarkerD immunoassay requires specialist reagents, including synthetic protein 
standards and antibodies, used to detect the target protein biomarkers in the blood associated with 
diabetic kidney disease. In order to meet Proteomics International's anticipated worldwide demand 
for PromarkerD, the Company engaged Abcam, a global life science company and leader in the 
supply of life science research tools and reagents, with the objective of scaling-up and streamlining 
the future production of the assay reagents for the European and US markets. 

The development work to produce recombinant versions of the antibodies is expected to result in a 
product that is more consistent and reliable, and suitable for larger scale production without 
impacting current regulatory approvals for the PromarkerD test.  

Manufacture of the PromarkerD immunoassay kits currently occurs under licence in Australia by TGR 
Biosciences, a wholly owned subsidiary of Abcam plc [ASX: 17 September 2019]. To extend its 
manufacturing capacity Proteomics International is also in final negotiations for the engagement of a 
third party to manufacture the immunoassay kit for the PromarkerD test for sale in the Northern 
Hemisphere, using the specialist reagents.  
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The Company will continue to provide updates to the market on key milestones for the global 
commercialisation strategy for the PromarkerD test, including the terms of any material agreements 
with new partners as and when they are signed. 

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ). 

ENDS 
 
About PromarkerD (www.PromarkerD.com) 
PromarkerD is a predictive test for the early detection of chronic kidney disease (CKD) in patients 
with type-2 diabetes. CKD is one of the major complications arising from diabetes and if unchecked 
can lead to dialysis or kidney transplant.  

The patented PromarkerD test system uses a simple blood test to detect a unique ‘fingerprint’ of the 
early onset of disease by measuring three serum protein biomarkers, combined with three routinely 
available conventional clinical variables (age, HDL-cholesterol and estimated glomerular filtration 
rate (eGFR)).  

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.  

To visit the PromarkerD virtual booth please see:  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 
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. 
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Proteomics International, University of Melbourne and Royal 

Women’s Hospital collaborate to develop test for endometriosis 

 
 

• Proteomics International, the University of Melbourne and the Royal Women’s Hospital 
partner to develop a simple blood test for endometriosis 

• Tissue bank of biological samples from more than 900 women will be used to validate 
Proteomics International’s biomarkers for endometriosis  

• The collaboration will also research new biomarkers for the disease building upon the 
University of Melbourne's recently announced $3.9 million Medical Research Future Fund's 
Emerging Priorities grant for endometriosis 

• Endometriosis affects one in nine women and costs Australia $9.7 billion each year 

• Diagnosis of endometriosis typically takes 7 to 12 years due to the lack of a diagnostic tool 
beyond invasive surgery 

 
Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) has today signed a 
research agreement with the University of Melbourne and the Royal Women’s Hospital (the Women’s) 
to collaborate to develop a non-invasive test for endometriosis. The partnership aims to develop the 
world’s first blood test for the painful condition, which affects one in nine women and costs Australia 
$9.7 billion each year1.  

The collaboration will aim to build on a Proteomics International study that identified protein 
‘fingerprints’ in the blood - known as biomarkers - that could be used to test for endometriosis. 

Key to the research is a world-leading endometriosis database managed by the Women’s, which 
contains anonymous biological samples and survey information from more than 900 women with 
endometriosis. It is the largest and most in-depth endometriosis database and tissue bank in Australia 
and will be used to validate the panel of biomarkers discovered by Proteomics International. 

The three organisations will also collaborate on research to identify new biomarkers for the disease. 
This study builds upon the recently announced $3.9 million Medical Research Future Fund grant 
awarded to the University of Melbourne to improve diagnosis and treatment of endometriosis2. 

Endometriosis occurs when tissue similar to the lining of the uterus grows outside of the uterus in 
other areas of the body where it does not belong. This most often affects the reproductive system, 
and also frequently occurs in the bowel, bladder and other pelvic organs, with the most common 
symptoms being pelvic pain and infertility. 

The Women’s Director of Research, Professor Peter Rogers, and leading endometriosis researcher, Dr 
Sarah Holdsworth-Carson, said that a non-invasive test for endometriosis could save women years of 

 
1 www.endometriosisaustralia.org 
2 www.health.gov.au/news/continued-support-for-endometriosis-research 
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suffering. “Endometriosis symptoms often start when women are teenagers,” they said. “But because 
it’s so hard to diagnose, girls can struggle with unexplained pain throughout their lives. We’re hoping 
to prevent this with a simple, accessible blood test that can be ordered by a family GP.” 

At the moment, there is no simple way to test for endometriosis. The current gold standard for 
detection is an invasive laparoscopy, a surgical procedure where a camera is inserted into the pelvis 
through a small cut in the abdominal wall. On average, it takes women 7 to 12 years to be diagnosed.  

Proteomics International managing director Dr Richard Lipscombe said it was fantastic to be working 
with Australia’s leading endometriosis research team. “Endometriosis is an area of great unmet 
medical need,” he said. “We’re excited to pair our PromarkerTM technology platform - which has already 
been used to develop the world’s first predictive diagnostic test for diabetic kidney disease - with the 
University of Melbourne and Royal Women’s Hospital’s exceptional clinical database and expertise in 
this field. It is exciting to think we could develop a world first blood test for diagnosing endometriosis.” 

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ). 

ENDS 
 
 
For further information please contact: 
Dr Richard Lipscombe     Dr Sarah Holdsworth-Carson 
Managing Director     Research Fellow 
Proteomics International Laboratories Ltd  University of Melbourne  
T: +61 8 9389 1992     T: +61 3 8345 3728 
E: enquiries@proteomicsinternational.com  E: scarson@unimelb.edu.au 
 
Dirk van Dissel      Kyle Moss 
Investor Relations & Corporate Advisor   Corporate Advisor 
Candour Advisory     Euroz Hartleys 
T: +61 408 326 367     T: +61 8 9488 1400 
E: dirk@candouradvisory.com.au   E: kmoss@eurozhartleys.com 
 
About University of Melbourne (www.unimelb.edu.au) 
The University of Melbourne is a global leader in higher education. In the spirit of discovery the 
University convenes thought-leaders from around the world to tackle complex problems in innovative 
ways with investigator-led, interdisciplinary collaboration central to its purpose as a comprehensive 
research organisation. The University works with industry partners and specialist research institutes 
to address the major challenges that exist in the world. The University is embedded within world-
leading clusters of expertise, including the Melbourne Biomedical Precinct, Melbourne Innovation 
District through Melbourne Connect and Southbank Arts Precinct. The University plays a leading role 
within these precincts to amplify the benefits of research. 
 
About Royal Women’s Hospital (www.thewomens.org.au) 
The Women’s is Australia’s first and largest specialist public hospital dedicated to the health and 
wellbeing of women and newborn babies.  For more than 160 years, it has been advocating for new 
approaches to improving women’s health recognising the different health challenges that women 
face throughout their lives.  As a major teaching hospital, the Women's is central to the Victorian 
health system providing high-quality care and compassionate care to more than 200,000 women 
who speak 60 different languages. It is also home to ten research centres, producing world-leading 
research to drive better outcomes for women and newborns.   
 
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-
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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. 
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Diabetes treatment lowers PromarkerD risk score:  
Results presented at Australasian Diabetes Congress 

 
Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) is pleased to provide 
a copy of its conference presentation to the Australasian Diabetes Congress in Brisbane, 11-13 
August 2021, titled “Canagliflozin attenuates PromarkerD diabetic kidney disease risk prediction 
scores”.  

The conference abstract describing this study (design, results and conclusion) was released ahead of 
the conference [ASX: 16 July]. The presentation also states that further analysis will now be 
conducted to refine the statistical modelling used in the study, and to assess the prognostic utility of 
change in PromarkerD scores over time for predicting future renal outcomes. 

Australasian Diabetes Congress presentation (ID: 27; Track: ADS Clinical ePosters) 
[See attached presentation] 
Titled: Canagliflozin attenuates PromarkerD diabetic kidney disease risk prediction scores 

Kirsten E. Petersa,b, Katrina Spilsburya, Jialin Xuc, Scott D. Bringansa, Timothy M.E. Davisb, Norman 
Rosenthalc, Michael K. Hansenc, Richard J. Lipscombea 

a Proteomics International, Perth, WA, Australia; b Medical School, University of Western Australia, 
Crawley, WA, Australia; c Janssen Research & Development, LLC, Spring House, PA, USA. 
 

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ). 

ENDS 
 
About Diabetes and Diabetic Kidney Disease 
Type 2 diabetes is a global health problem affecting 463 million adults worldwide [1]. Diabetes can 
cause serious and life-threatening complications, including diabetic kidney disease (DKD), a chronic 
and progressive kidney disease that if unchecked can lead to end stage renal disease (ESRD) resulting 
in dialysis or kidney transplant. Currently, 1-in-3 adults with diabetes are estimated to have DKD [2]. 
Diabetes is the leading cause of kidney disease in the United States and 39% of ESRD cases are 
attributable to diabetes [2]. Diabetes‐associated chronic kidney disease is the 16th leading cause of 
death in the US, accounting for 40,000 deaths per year [3]. Average treatment costs for dialysis are 
$72,000 per person per year, with kidney disease and ESRD costing US Medicare $130 billion 
annually [4]. The current gold standard diagnostic tests for DKD are the urinary albumin‐to-
creatinine ratio (uACR ≥30 mg/g) and reduced estimated glomerular filtration rate (eGFR <60 
mL/min/1.73m2). Both these tests lack precision and sensitivity [5] and, critically, they have limited 
performance in predicting future decline in renal function [6]. 

About PromarkerD (www.PromarkerD.com) 
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can 
lead to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney 
function decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test 
system uses a simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by 
measuring three serum protein biomarkers, combined with three routinely available conventional 
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clinical variables (age, HDL-cholesterol and estimated glomerular filtration rate (eGFR)) [7]. In clinical 
studies published in leading journals PromarkerD correctly predicted up to 86% of otherwise healthy 
diabetics who went on to develop diabetic kidney disease within four years [8, 9]. The PromarkerD 
test is CE Mark registered in the European Union. 

Further information is available through the PromarkerD web portal.  

To visit the PromarkerD virtual booth please see:  www.PromarkerD.com/product 

[1] International Diabetes Federation Diabetes Atlas 2019. 
[2] Centers for Disease Control and Prevention. Chronic Kidney Disease National Facts 2021. 
[3] Mokdad AH et al. The State of US Health, 1990‐2016: Burden of Diseases, Injuries, and Risk Factors Among US States. 
JAMA 2018 
[4] United States Renal Data System 2020 Annual Data Report.  
[5] Kidney Disease: Improving Global Outcomes Chronic Kidney Disease Guideline Development Work Group, M. KDIGO 
2012 Clinical practice guideline for the evaluation and management of chronic kidney disease. Kidney Int. Suppl. 2013. 
[6] Dunkler, D et al, R. Risk Prediction for Early CKD in Type 2 Diabetes. Clin. J. Am. Soc. Nephrol. 2015. 
[7] Peters KE et al. Identification of Novel Circulating Biomarkers Predicting Rapid Decline in Renal Function in Type 2 
Diabetes: The Fremantle Diabetes Study Phase II. Diabetes Care. 2017.  
[8] Peters KE et al. PromarkerD Predicts Renal Function Decline in Type 2 Diabetes in the Canagliflozin Cardiovascular 
Assessment Study (CANVAS). Journal of Clinical Medicine. 2020. 
[9] Peters KE et al. Validation of a Protein Biomarker Test for Predicting Renal Decline in Type 2 Diabetes: The Fremantle 
Diabetes Study Phase II. J Diab Comp. 2019. 
 

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. Proteomics International's mission is to improve the quality 
of lives by the creation and application of innovative tools that enable the improved treatment of 
disease. 

 
For further information please contact: 
Dr Richard Lipscombe       
Managing Director        
Proteomics International Laboratories Ltd    
T: +61 8 9389 1992       
E: enquiries@proteomicsinternational.com 
 
Dirk van Dissel      Kyle Moss 
Corporate Advisor & Investor Relations   Corporate Advisor 
Candour Advisory     Euroz Hartleys 
T: +61 408 326 367     T: +61 8 9488 1400 
E: dirk@candouradvisory.com.au   E: kmoss@euroz.com 
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Canagliflozin attenuates PromarkerD diabetic 

kidney disease risk prediction scores

Kirsten E. Peters1,2, Katrina Spilsbury1, Jialin Xu3, Scott D. Bringans1, Timothy M.E. Davis2,
Norman Rosenthal3, Michael K. Hansen3, Richard J. Lipscombe1

1 Proteomics International, Perth, Western Australia, Australia.
2 Medical School, University of Western Australia, Crawley, Western Australia, Australia.

3 Janssen Research & Development, LLC, Spring House, PA, USA.

Disclosures: This study was funded by Proteomics International. PromarkerD biomarker concentrations and risk scores 
were measured using archived samples from the CANVAS study by Proteomics International using a patented test owned 
by the company. The CANVAS study was funded by Janssen Research & Development, LLC. Canagliflozin has been 
developed by Janssen Research & Development, LLC, in collaboration with Mitsubishi Tanabe Pharma Corporation. 



Background & Aim

➢ Diabetic kidney disease (DKD) is the leading cause of end-
stage renal disease.1

➢ PromarkerD is a simple biomarker-based blood test that 
can predict future renal function decline in individuals with 
T2D and no existing DKD (eGFR ≥60 mL/min/1.73m2).2,3

➢ Canagliflozin (CANA), a sodium glucose transporter 
subtype 2 (SGLT-2) inhibitor, is approved for blood glucose 
lowering in T2D, and for risk reduction of renal and 
cardiovascular outcomes.4

➢ The effect of CANA on PromarkerD scores is unknown.

1 https://www.cdc.gov/kidneydisease/pdf/Chronic-Kidney-Disease-in-the-US-2021-h.pdf, 2 Peters et al., Diab Care. 2017;40:1548-1555, 3 Peters et al., J Diab Comp. 2019;33:107406, 4 Neal 
et al., N Eng J Med. 2017;377(7):644-657.

➢ The aim of this study was to examine the association between CANA and change in PromarkerD
risk score over a three-year follow-up period in patients with T2D participating in the
CANagliflozin cardioVascular Assessment Study (CANVAS).



Methods

➢ PromarkerD scores were measured at baseline (Yr0) and Yr3 in 2,008 T2D participants without
DKD# (n=629 placebo/n=1,379 CANA, mean age 62 years, 69% males, median diabetes
duration 12 years).1

➢ PromarkerD scores combine 3 protein biomarker concentrations (CD5L, ApoA4, IGFBP3) with
clinical data (age, serum HDL-cholesterol, eGFR*), and are categorised as low-, moderate- or
high-risk for renal outcomes.

➢ Generalized estimating equations were used to assess the effect of canagliflozin versus placebo
on PromarkerD scores, with effects assessed by baseline PromarkerD risk category.

1 Peters et al., J Clin Med. 2020;9(10):3212, # DKD defined as eGFR<60mL/min/1.73m2, * Week 6 eGFR was used in Yr0 PromarkerD scores to account for the known acute drop in eGFR following CANA initiation (Oshima et 
al., JASN. 2020;31(10):2446); 52 individuals were missing a week 6 eGFR and were excluded.

Samples (Yr0+Yr3)       Biomarkers by IVD              Clinical Factors PromarkerD Hub         PromarkerD Result



4

∆PromarkerD Scores by PromarkerD Risk Category

Baseline PromarkerD High-Risk Category 
(n=374)

∆ -5.6% (-8.6%, -2.6%)

∆ 3.2% (-1.3%, 7.7%)
Time*TRT 
p=0.002

Baseline PromarkerD Low-Risk Category (n=1,304)

∆ 4.4% (2.8%, 5.9%)

∆ 0.7% (-0.1%, 1.5%)

Time*TRT 
p<0.001

Baseline PromarkerD Moderate-Risk Category (n=278)

∆ -2.6% (-6.1%, 0.8%)

∆ 2.8% (-1.4%, 6.9%) Time*TRT 
p=0.060

ProD=PromarkerD, TRT=treatment, * Week 6 eGFR was used in Yr0 PromarkerD scores to account for the known acute drop in eGFR following CANA initiation (Oshima et al., JASN. 2020;31(10):2446); 52 individuals were 
missing a week 6 eGFR and were excluded.

➢ Across all participants, those on canagliflozin had decreased mean PromarkerD scores (Δ score: -1.0% (-1.9%, -0.1%); p=0.038), while those on placebo
increased over the three-year period (Δ score: 3.9% (2.5%, 5.3%); p<0.001). The effect was greatest for participants in the PromarkerD high-risk category:



Conclusions

➢ This post-hoc analysis of data from 2,008 CANVAS participants with T2D and no DKD showed:
➢ Canagliflozin significantly lowered mean PromarkerD scores compared to placebo over 3 years.
➢ The greatest effect of canagliflozin was in those classified by PromarkerD as at high-risk of a

subsequent decline in renal function.
➢ PromarkerD can identify patients who are asymptomatic for DKD, and canagliflozin improves the

associated PromarkerD renal risk profiles.
➢ Follow-up PromarkerD testing would support cost effective individualised treatment via

➢ Early introduction of preventative medications in high-risk patients, and
➢ Rationalised treatment options in low-risk patients.

➢ Additional analyses are underway to:
➢ Develop adjusted models for patients already on an SGLT2i, given the known transient acute drop

in eGFR following treatment initiation. This will allow patients already on an SGLT2i to have the
PromarkerD test and understand future risk of renal outcomes.

➢ Assess the prognostic utility of change in PromarkerD scores over time for predicting future renal
outcomes.
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Proteomics International contracts Biotem to manufacture
PromarkerD test kits

 Immunoassay  specialist  Biotem  contracted  to  produce  the  PromarkerD  test  kits  for
Proteomics International's predictive test for diabetic kidney disease

 Biotem is a global manufacturer of immunoassays and antibodies for diagnostic products
and holds ISO 13485 certification for the manufacture of medical devices

 Agreement  will  support  production  of  PromarkerD  test  kits  at  scale  in  the  Northern
Hemisphere

 Announcement follows engagement of Abcam to produce specialist reagents for the world-
first predictive test for diabetic kidney disease

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) has contracted French
immunoassay  specialist  Biotem  to  manufacture  test  kits  for  the  PromarkerD  predictive  test  for
diabetic kidney disease.

The milestone agreement will see Biotem manufacture Proteomics International’s immunoassay kit
version of PromarkerD, which identifies a unique 'fingerprint'  of protein biomarkers in the blood
using specialist reagents (antibodies) developed by Proteomics International and produced by global
life science company Abcam [ASX: 28 July].

Biotem  is  an  ISO  13485-certified  company,  which  has  produced  specialised  immuno-technology
products for more than 40 years. Biotem’s core competency is in immunoassay production covering
ELISA (enzyme-linked immunosorbent assay) and also LFIA (lateral flow immunoassay) technology.
ELISAs are the most commonly used laboratory technique for detecting biomarkers in the blood.

Working with Abcam, Proteomics International also recently produced recombinant versions of the
antibodies,  which  are  more  stable  than  those  produced  from  classical  hybridoma  cells.  This
strengthens the supply chain and will result in a more consistent product over the long term [ASX: 22
July].

Proteomics International's managing director Dr Richard Lipscombe said engaging Biotem and Abcam
were key elements in achieving the Company’s goal of selling a test with full regulatory approvals at
scale worldwide. 

“Currently, the PromarkerD immunoassay (ELISA) kits are manufactured under licence in Australia,”
he said. “Now, by contracting these specialist manufacturers we are building our production capacity
to meet our anticipated demand for the test in the Northern Hemisphere and worldwide.”

The  manufacturing  contract  builds  upon  Proteomics  International  itself  achieving  ISO  13485
certification – the most widely-used international standard for quality management systems in the
manufacture of medical devices – in April [ASX: 23 April 2021], and securing CE Mark registration for
the PromarkerD software hub [ASX: 14 January 2020] and CE Mark registration for the PromarkerD
immunoassay (ELISA) as an IVD medical device (in vitro diagnostic) [ASX: 16 April 2020]. 
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The term of the manufacturing agreement is for three years and Proteomics International has the
option to extend for additional periods of one year. Biotem will manufacture PromarkerD test kits on
a fee-for-service basis. The agreement is non-exclusive and both parties have the right to terminate
the agreement with immediate effect upon the breach of any material terms of the agreement. T he
agreement is also subject to the standard terms, conditions, and warranties typical of a contract of
this type.

After engaging Abcam as the reagent producer, contracting Biotem, a respected global manufacturer,
for the kit production was the last remaining foundation block required to complete the Northern
Hemisphere manufacturing capability for PromarkerD. The manufacture of the PromarkerD kits to
the ISO 13485 standard also enables Proteomics International  to extend its  regulatory approvals
across  additional  jurisdictions.  Prospective  partners  and licensees can now have confidence that
PromarkerD can be manufactured in high volumes and to international regulatory standards. 

Dr Lipscombe said Proteomics International was building a robust manufacturing framework that
could  be  applied  to  the  Company’s  other  diagnostics  under  development,  including  tests  being
developed in  relation  to  endometriosis  and  asthma.  “The  engagement  of  global  manufacturing
partners will help accelerate the worldwide roll-out of PromarkerD, as well as the commercialisation
of our pipeline of other diagnostics under development,” he said.

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

About Biotem (www.biotem-antibody.com) 
Biotem is a French company specialising in immuno-technologies since 1980 and operating for clients
all over the world. It is an ISO 13485:2016 certified company that offers high value-added solutions
for the custom development and production of immunoassays [enzyme-linked immunosorbent assay
(ELISA)  and  lateral  flow immunoassay  (LFIA)].  Biotem is  organised  and  sized  to  address  various
demands, in particular within the framework of the European Regulation 2017/746 (IVDR) on in vitro
diagnostic medical devices (IVDMD). Biotem is renowned for its ability to address from the inception
a number of downstream constraints induced by the ultimate goals (pure research, diagnostic and/or
therapeutic) of its clients.

About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can
lead to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney
function decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test
system uses a simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by
measuring three serum protein biomarkers, combined with three routinely available conventional
clinical variables (age, HDL-cholesterol and estimated glomerular filtration rate (eGFR)). In clinical
studies published in leading journals PromarkerD correctly predicted up to 86% of otherwise healthy
diabetics who went on to develop diabetic kidney disease within four years. The PromarkerD test is
CE Mark registered in the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see:  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. Proteomics International's mission is to improve the quality of
lives by  the creation and application of  innovative  tools  that  enable the improved treatment  of
disease.

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


For further information please contact:
Dr Richard Lipscombe
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Corporate Advisor & Investor Relations Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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Clinical utility study demonstrates benefit of PromarkerD testing
- evidence to support payor reimbursement

 New study shows the PromarkerD predictive test for diabetic kidney disease significantly 
impacts clinical management decisions for patients with type 2 diabetes

 PromarkerD test results changed physicians’ prescribing and monitoring decisions and 
were more important to doctors than current standard-of-care tests

 Clinical utility study to add to the weight of evidence supporting a US reimbursement code 
application for PromarkerD

 Results significant to patients, clinicians and healthcare systems presented today at the 
Academy of Managed Care Pharmacy (AMCP) Nexus conference 2021 in Denver, USA

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ)  is  pleased  to
announce the results  of  a  clinical  utility  study demonstrating the PromarkerD predictive test  for
diabetic  kidney disease (DKD) can help inform doctors’  treatment  decisions  and improve clinical
outcomes for patients with type 2 diabetes.

The US-based web survey of 400 primary care physicians and endocrinologists found the PromarkerD
test  significantly impacted physicians’  prescribing and monitoring decisions.  The results from the
conjoint analysis showed that PromarkerD tests were more important to physicians than the current
standard-of-care tests—estimated glomerular filtration rate (eGFR) and albumin-to-creatinine ratio
(ACR). Compared with no PromarkerD test results, a PromarkerD result showing a patient at high-risk
of  developing  DKD  was  also  associated  with  significantly  higher  odds  of  increasing  monitoring
frequency of  a  patient  (odds ratio  [OR]:  2.56),  prescribing  SGLT2 inhibitors  (OR:  1.98),  replacing
ibuprofen (OR: 1.78), and increasing ACE inhibitors dose (OR: 1.48). 

More  than  three-quarters  of  physicians  reported  they  were  very  or  extremely  likely  to  use
PromarkerD in  the future.  The results  will  be presented today at  AMCP Nexus,  a  managed-care
pharmacy conference in Denver, USA1 in association with Boston Healthcare Associates and specialist
US endocrinologists.

PromarkerD is a simple blood test for diabetic kidney disease that can predict future kidney function
decline in patients with type 2 diabetes and no existing DKD. The biomarker-based test can predict a
decline in renal function up to four years in advance.

Senior  author  of  the  study  Dr  Alexander  Turchin,  an  endocrinologist  at  Boston's  Brigham  and
Women's Hospital, said the physicians were asked to assess 42 real-life scenarios for patients with
type 2 diabetes. 

“When presented with moderate  or  high-risk PromarkerD results,  physicians were more  likely to
implement  renoprotective  changes—such  as  increasing  monitoring  frequency,  prescribing  SGLT2

1 https://2021.amcpnexus.org
Proteomics International Laboratories Ltd
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inhibitors  or  replacing  ibuprofen—than  if  they  did  not  have  the  PromarkerD  test  results.  These
changes can help avoid end-stage interventions such as dialysis and kidney transplant.”

“In contrast, when presented with low-risk PromarkerD results, the likelihood of aggressive treatment
and health care resource utilisation reduced.” 

Proteomics International’s managing director Dr Richard Lipscombe said, “The findings demonstrate
PromarkerD’s  appeal  to clinicians  and payors  in  the  management  of  diabetes.  This  study  shows
PromarkerD offers a cost-effective, personalised approach to improving patient outcomes. It allows
earlier targeted treatment of those patients at highest risk of diabetic kidney disease, while avoiding
unnecessary interventions for people at low risk.”

AMCP Nexus is an in-person conference attended by US insurance companies and payors, and runs
18-21 October 2021. The results are being presented as a scientific poster (see attached copy) titled: 

Evaluation of the Clinical Utility of PromarkerD In-Vitro Test in Predicting Diabetic Kidney Disease
and Rapid Renal Decline.

Proteomics International is also exhibiting a trade booth at the event showcasing PromarkerD.

The conference forms part of the Company's ongoing engagement with Key Opinion Leaders (KOL's)
and industry representatives and follows Proteomics International's recent attendance at the virtual
57th European  Association  for  the  Study  of  Diabetes  Annual  Meeting  (EASD  2021),  from  28
September to 1 October2. The event is the largest diabetes conference in Europe, and attracted more
than 14,000 delegates from 136 countries.

US Reimbursement Code 
This  clinical  utility  study  demonstrating  the  beneficial  impact  of  PromarkerD  testing  on  patient
treatment  decisions  by  physicians  provides  the  second  of  two  essential  components  for  the
Company's dossier to support an application for a US reimbursement code. This study, together with
the previous studies showing the economic health benefit of PromarkerD testing (and presented at
the world’s leading conference for health economics, Virtual ISPOR 2021 in May, and at the world's
largest  diabetes conference, the American Diabetes Association's  81st Scientific  Sessions,  in June)
[ASX: 2 July] provide strong evidence for the adoption of PromarkerD testing internationally.

The economic health benefit study demonstrated the potential cost savings to the US Healthcare
system if PromarkerD was adopted, compared to the current standard of care. That study found that
instigating PromarkerD testing produced savings primarily from slowing the progression of DKD, and
delaying or preventing dialysis and kidney transplants, against the costs associated with increased
testing and the use of preventative medications.

The  clinical  utility  study  and  the  economic  health  benefit  study  will  support  the  Company's
application for a reimbursement code, which will facilitate the reimbursement of the PromarkerD
test by insurance companies and other payors in the US. This is important because it means that the
cost of the test may be covered by insurers or other payors, instead of the patient. 

New reimbursement codes are approved quarterly by the American Medical Association (AMA) and
its Current Procedural  Terminology (CPT) Editorial  Panel,  and follow assessment of the economic
health benefit and clinical utility of a new test. A CPT Proprietary Laboratory Analyses (PLA) code
uniquely identifies a test for the laboratory and the payors. The Company will seek a unique code for
PromarkerD once the test is available in the US, and prior to such granting intends to follow standard
procedure and use a miscellaneous reimbursement code. 

Proteomics International is in ongoing discussions with potential US laboratory partners to provide
PromarkerD to diabetes patients. There are approximately 31 million at-risk diabetes patients in the
US3 where DKD is the 16th leading cause of death accounting for 40,000 deaths per year4.

2 www.proteomics.com.au/promarkerd-at-easd
3 International Diabetes Federation 2019
4 The State of US Health, 1990-2016
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Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can
lead to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney
function decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test
system uses a simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by
measuring three serum protein biomarkers, combined with three routinely available conventional
clinical  variables  (age,  HDL-cholesterol  and  estimated  glomerular  filtration  rate  (eGFR)).  A  cloud
based  algorithm integrates  the  results  into  a  patient  risk  report.  In  clinical  studies  published  in
leading journals PromarkerD correctly predicted up to 86% of otherwise healthy diabetics who went
on to develop diabetic kidney disease within four years. The PromarkerD test is CE Mark registered in
the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see: 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. Proteomics International's mission is to improve the quality of
lives  by  the creation and application of  innovative tools  that enable  the improved treatment of
disease.

For further information please contact:
Dr Richard Lipscombe
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Investor Relations & Corporate Advisor Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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● Compared with no PromarkerD test results, a high-risk PromarkerD result was associated with significantly
higher odds of increasing monitoring frequency (odds ratio [OR]: 2.56, 95% confidence interval: 1.90-3.45),
prescribing SGLT2 inhibitors (OR: 1.98 [1.56-2.52]), replacing ibuprofen (OR: 1.78 [1.32-2.40]), and increasing
ACE inhibitors dose (OR: 1.48 [1.17-1.87]) (Figure 2).

● Compared with no PromarkerD test results, a moderate-risk PromarkerD result was also associated with
significantly higher odds of increasing monitoring frequency (OR: 1.57 [1.15-2.13]), prescribing SGLT2
inhibitors (OR: 1.50 [1.19-1.90]), and replacing ibuprofen (OR: 1.60 [1.18-2.18]) (Figure 2).

● Compared with no PromarkerD test results, a low-risk PromarkerD result was associated with significantly
lower odds of increasing monitoring frequency (OR: 0.48 [0.37-0.64]), prescribing SGLT2s (OR: 0.70 [0.56-
0.88]), and replacing ibuprofen (OR: 0.75 [0.57-0.99]) (Figure 2).

Figure 2. Impact of PromarkerD test results on physician decision-making a

a Vertical lines represent the 95% confidence interval for the odds ratio estimates.
* Significant at α=0.05, compared to no PromarkerD test results.
“No test” was the reference level.

● The study suggests implementing PromarkerD testing would significantly impact physicians’ prescribing
and monitoring decisions for T2D patients.

● PromarkerD results were relatively more important to physicians than the current standard-of-care tests,
eGFR and ACR (albuminuria) for three of four outcomes.

● PromarkerD could help inform T2D management decisions, with physicians viewing moderate- and high-
risk PromarkerD results as expected to increase the likelihood of renoprotective changes in management of
T2D patients at risk of DKD or rapid renal decline compared with no test results, while low-risk results were
expected to lower the likelihood of aggressive treatment and health care resource utilization.

● Physician data from this study indicate PromarkerD could provide clinical utility in the management of DKD
in patients with T2D and offer a cost-effective personalized approach to improving patient outcomes by
earlier targeted treatment of those patients at highest risk of DKD.

1. US CDC. Chronic Kidney Disease in the United States, 2021. https://www.cdc.gov/kidneydisease/pdf/Chronic-Kidney-Disease-in-the-US-2021-h.pdf
2. Afkarian M, et al. Clinical manifestations of kidney disease among US adults with diabetes, 1988-2014. JAMA - J Am Med Assoc. 2016;316(6):602-610. 
3. Chen Y, et al. Diabetic kidney disease: challenges, advances, and opportunities. Kidney Dis. 2020;6(4):215-225. 
4. NIDDK United States Renal Data System 2020 Annual Data Report. https://adr.usrds.org/2020.
5. Kidney Disease: Improving Global Outcomes (KDIGO) CKD Work Group. KDIGO 2012 clinical practice guideline for the evaluation and management of chronic kidney disease. Kidney Int 
Suppl. 2013;3: 1-150
6. Alfego D, et al. Chronic kidney disease testing among at-risk adults in the U.S. remains low: real world evidence from a national laboratory database. Diabetes Care. 2021; Aug 5, Online 
ahead of print.
7. Tuttle KR, et al. Diabetic kidney disease: a report from an ADA Consensus Conference. Diabetes Care. 2014;37(10):2864-2883. 
8. Braun LA, et al. High burden and unmet patient needs in chronic kidney disease. Int J Nephrol Renovasc Dis. 2012;5:151-163.

Table 2. Detailed decision-making outcomes

*In the analysis, the categories "decrease monitoring frequency" and "maintain standard monitoring frequency" of the monitoring frequency outcome variable were combined due to sparse data, as “decrease
monitoring frequency” was selected as an option for only 5% of the patient profiles. Consequently, this monitoring outcome was analyzed as a binary variable (increase in monitoring frequency versus no increase in
monitoring frequency).

● Data analysis was conducted with Sawtooth Software (Conjoint Value Analysis Module, version 3). A
multivariable logit model for each outcome was used to analyze the impact of PromarkerD and other patient
attributes on physician decision-making.

● Additionally, the survey included questions about current management of T2D patients and physicians’
expected use of PromarkerD.

● Four hundred physicians (203 PCPs; 197 endocrinologists) completed the survey.

● Sixty-three percent of endocrinologists (124/197) and 67% of PCPs (136/203) acknowledged the difficulty
of using current tools to predict the progression of DKD, and 44% of endocrinologists (87/197) and 46% of
PCPs (93/203) indicated predicting the onset of DKD in the near future for T2D patients is a challenge.

● Seventy-eight percent of physicians reported they are very or extremely likely to use PromarkerD.

● The conjoint analysis indicated that the PromarkerD test result was the most important attribute for the
decision to increase the frequency of risk factor monitoring (Figure 1).

● PromarkerD was second to HbA1c for the decision to prescribe SGLT2 inhibitors with a DKD indication,
second to eGFR for replacing ibuprofen with a non-nephrotoxic medication, and second to blood pressure
(BP) for increasing the dose of lisinopril (ACE inhibitor) (Figure 1).

Figure 1. The relative importance of each attribute in influencing measured outcomes

a While attribute importance values sum to 100% across attributes for each outcome assessed, percentages listed may not add to 100% as a result of rounding.

● Diabetic kidney disease (DKD) develops in 1 in 3 people with type 2 diabetes (T2D)1 and is the leading
cause of end-stage renal disease (ESRD), associated with increased morbidity and mortality.2,3

● DKD and ESRD impose economic burdens and lower quality of life, costing the US Medicare system $50
billion annually.4

● Existing standard-of-care tests for detecting DKD are the estimated glomerular filtration rate (eGFR) blood
test and the urinary albumin-to-creatinine ratio (ACR). Despite the well established KDIGO (Kidney Disease
Improving Global Outcomes) guidelines,5 currently 80% of at-risk patients do not receive adequate testing.6

● Early identification of patients at risk of developing DKD or rapid renal decline is imperative for selecting
appropriate patient interventions and treatment,7 however, both the eGFR and ACR tests have limited
accuracy in predicting the risk of developing DKD.8

● PromarkerD is an innovative protein biomarker-based blood test that can predict future renal function
decline within the next 4 years in people with T2D, including in those with no existing DKD.

● To evaluate the impact of PromarkerD on clinical treatment decisions for T2D patients.

● A conjoint analysis was used to infer the importance of PromarkerD and other patient attributes on
physician decision-making via a web-based survey administered to a convenience sample of 400 primary
care physicians (PCPs) and endocrinologists.

● 42 hypothetical patient profiles were generated, with varying levels of the following attributes:
PromarkerD result (low-, moderate-, or high-risk), albuminuria (as measured by ACR), eGFR, blood pressure
(BP), glycemic control (HbA1c), and age (Table 1).

● A web-based survey asked each physician to make monitoring and treatment selection/dosing decisions
for eight randomly selected profiles.

● Respondents were shown a blinded description of PromarkerD (which was described throughout the
survey as “Test X”).

Table 1. Detailed attributes and levels

N/A = not applicable

● For each patient, physicians indicated with their decision-making outcomes about monitoring frequency
(increase/decrease/same), treatment selection (Sodium-Glucose Cotransporter-2 [SGLT2] inhibitors,
renotoxic medication), and dosing (ACE inhibitors) (Table 2).

Evaluation of the Clinical Utility of PromarkerD In-Vitro Test in Predicting 
Diabetic Kidney Disease and Rapid Renal Decline
Fusfeld L1, Murphy JT1, Yoon YJ1, Kam LY 2, Peters KE2, Tan PL2, Morrison JC3, Shanik M4,5, Turchin A6

1Boston Healthcare Associates, Boston, MA, USA, 2Proteomics International, Perth, WA, Australia, 3Proteomics International, Boston, MA, USA, 
4Stony Brook University Medical Center, Stony Brook, NY, USA, 5Endocrine Associates of Long Island, PC, Smithtown, NY, USA, 6Brigham and Women’s Hospital, Boston, MA, USA
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Attributes and Levels 

Attribute Level 1 Level 2 Level 3 Level 4

PromarkerD result No test Low risk Moderate risk High risk

Albuminuria
15 mcg/mg             

(mildly increased)
165 mcg/mg  

(moderately increased)
500 mcg/mg         

(severely increased)
N/A

eGFR
110 ml/min/1.73m2

(normal)
75 ml/min/1.73m2

(mildly decreased)
45 ml/min/1.73m2

(moderately decreased)
N/A

Blood pressure (BP) 120/70 mmHg 135/90 mmHg 150/95 mmHg N/A

Glycemic control 
(HbA1c)

6.3% 7.5% 8.4% N/A

Age 48 years 66 years 83 years N/A

Outcomes 

Outcome Operationalisation (Single select for each outcome)

Monitoring frequency of risk factors
(albuminuria, eGFR, blood pressure, and HbA1c)

Increase, decrease, or maintain 
standard monitoring frequency* 

Prescribe SGLT2 inhibitors Yes or no

Replace ibuprofen Yes or no

Increase lisinopril dose to 20mg per day Yes or no 

Methods

Results

35.8%

19.7% 17.4%
13.6%

8.6%
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Results

Albuminuria HbA1c eGFR BP Age

Increase 
Monitoring 
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Relative Importancea

39.2%

25.5%

15.5% 12.2%
6.0%

1.5%

HbA1c PromarkerD
Results

Age Albuminuria eGFR BP

Prescribe 
SGLT2 

Inhibitor

53.0%

12.2% 11.5% 9.7% 6.9% 6.6%

BP PromarkerD
Results

Albuminuria Age eGFR HbA1c

Increase
ACE inhibitor

dose

31.0% 28.4%

16.6%
11.7% 10.0%

2.4%

eGFR PromarkerD
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Albuminuria HbA1c BP Age

Replace 
Ibuprofen
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Low risk 0.48
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High risk 2.56
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Prescribe SGLT2

No test 1

Low risk 0.70

Moderate risk 1.50

High risk 1.98
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Increase Lisinopril

No test 1

Low risk 0.87

Moderate risk 1.15

High risk 1.48
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Replace Ibuprofen

No test 1

Low risk 0.75

Moderate risk 1.60

High risk 1.78
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Proteomics International awarded $100,000 manufacturing funding

 $100,000  funding  to support manufacture of PromarkerD predictive test for diabetic kidney
disease and other diagnostic tests in Western Australia

 Funding  will  be  used  to  establish  additional  ISO  13485  quality  control  processes  for
manufacture of the immunoassay version of the PromarkerD test

 Awarded through the MTPConnect WA Life Sciences Innovation Hub

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ)  has  been  awarded  a
$100,000  voucher  to  support  the  manufacture  of  clinical  diagnostic  tests  in  Western  Australia.  The
funding targets future local production of Proteomics International’s PromarkerD blood test, the world’s
first predictive diagnostic test for diabetic kidney disease. 

The funding was awarded for Proteomics International’s project "Manufacturing the next generation  in
vitro diagnostic device to predict diabetic kidney disease", whereby the Company will establish WA based
manufacturing quality control (QC) capability for PromarkerD. In doing so, this project will support the
future large-scale manufacture of the PromarkerD test for Australia and the South-East Asia region.

Proteomics  International  managing director  Dr  Richard Lipscombe said “Our company is  in  a  unique
position  to  be  able  to  extend  our  recent  ISO  13485-certified  quality  management  system  for
manufacturing  of  medical  devices  [ASX:  4  April]  to  additional  parts  of  the  manufacturing  process,
specifically QC testing, by building on our laboratory's ISO 17025 accreditation and extensive experience
in analytical services.”

Proteomics International recently announced two important strategic partnerships for the manufacture
of  the PromarkerD immunoassay and its  key  reagents in the Northern Hemisphere [ASX:  22 July,  11
August].  The project will  also provide Proteomics International  with capability to qualify these global
supply chains to international manufacturing standards.

The funding is made possible through the MTPConnect WA Life Sciences Innovation Hub MTP (medical
technology and pharmaceutical) Manufacturing Voucher Program and was announced yesterday by WA
State Development, Jobs and Trade Minister Roger Cook MLA. The $100,000 voucher will be matched
dollar for dollar by the Company, with the project to be completed over a 9 month period. 

Dr Richard Lipscombe added this new initiative looks to the future sales of PromarkerD in Australia and
into South-East Asia.  ”Ultimately, by enhancing our production capabilities, patients in the region will
benefit as they will have easier access to the test.”

Establishing capability for manufacturing PromarkerD locally will also help launch future diagnostic tests
under development by Proteomics International and potentially other companies, bringing more novel
Australian medical devices to market in this expanding area.

“Australian medical device companies who want to manufacture diagnostic tests of this kind currently
have to partner with businesses overseas to meet globally-recognised standards. This project will build
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expertise  here  in  Western  Australia,  ensuring more  Australian  intellectual  property  remains  onshore,
creating speciality jobs, and attracting local and international talent,” said Dr Lipscombe.

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

About MTPConnect and the WA Life Sciences Innovation Hub (www.mtpconnect.org.au)
Established in 2015 as an independent, not-for-profit organisation, MTPConnect is Australia’s Medical
Technologies and Pharmaceuticals Industry Growth Centre, championing the growth of Australia’s vibrant
MTP ecosystem.  

The MTPConnect WA Life Sciences Innovation Hub is  co-funded through the WA Government’s  New
Industries Fund and the University of Western Australia to accelerate economic growth and create new
jobs and industries in Western Australia. The MTP Manufacturing Voucher Program is designed to boost
medical products manufacturing in Western Australia.

About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can lead
to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney function
decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test system uses a
simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by measuring three
serum protein biomarkers, combined with three routinely available conventional clinical variables (age,
HDL-cholesterol and estimated glomerular filtration rate (eGFR)). A cloud-based algorithm integrates the
results into a patient risk report. In clinical studies published in leading journals PromarkerD correctly
predicted up to 86% of otherwise healthy diabetics who went on to develop diabetic kidney disease
within four years. The PromarkerD test is CE Mark registered in the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see: 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. Proteomics International's mission is to improve the quality of lives by
the creation and application of innovative tools that enable the improved treatment of disease.

For further information please contact:
Dr Richard Lipscombe
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Investor Relations & Corporate Advisor Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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ASX/Media Release
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ASX code: PIQ

PromarkerD significantly outperforms current standard of care tests in
predicting future kidney function decline

 Study shows PromarkerD is significantly better than current standard of care tests eGFR and
ACR for predicting future decline in kidney function in patients with type 2 diabetes

 PromarkerD correctly identified 84% of patients with normal kidney function that went on to
experience kidney function decline that would be missed by standard of care tests

 For patients whose kidney function did not decline PromarkerD demonstrated a higher “rule-
out” rate and considerably less false positives than standard of care testing

 PromarkerD predictive testing for diabetic kidney disease could reduce the risk of dialysis or 
kidney transplant leading to significant cost savings for healthcare systems

 Results presented today at the American Society of Nephrology Kidney Week 2021 meeting

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) is pleased to announce
the results of a study demonstrating that the PromarkerD test for diabetic kidney disease outperforms
current standard of care tests in predicting kidney function decline in type 2 diabetes.

The research, presented today at Kidney Week 2021, the annual meeting of the American Society of
Nephrology  (ASN),  compared  the  PromarkerD  test  to  current  standard  of  care  tests,  the  estimated
glomerular  filtration  rate  (eGFR)  and  urinary  albumin:creatinine  ratio  (ACR).  The  study  updates  and
extends previous analysis [ASX: 10 and 17 September 2019] and constitutes a core body of evidence
underpinning the performance of PromarkerD for submissions to global regulators.

The results showed PromarkerD outperformed the current tests in predicting the onset of diabetic kidney
disease during the four-year follow-up period. The study involved retrospective analysis of more than 850
community-based patients with type 2 diabetes from the Fremantle Diabetes Study Phase II.

In the study, PromarkerD correctly identified 84% of patients with normal kidney function who went on
to experience kidney function decline in the next four years. Critically, all of these patients would have
been missed by the eGFR and ACR tests which constitute the current gold standard of care under the
global KDIGO (Kidney Disease Improving Clinical Outcomes) guidelines for risk classification1. PromarkerD
also identified 89% of patients with abnormal kidney function who declined further over the course of
the study.

The PromarkerD test measures the level of three plasma biomarkers in the blood. These are combined
with clinical data in a validated algorithm to provide a PromarkerD score categorised as low, moderate or
high risk.

The study found patients classified by PromarkerD as high risk were 21 times more likely to develop
diabetic kidney disease (DKD) within four years than those classified as low risk. Patients classified as
moderate risk by PromarkerD were 8 times more likely than low-risk patients to develop the disease. 

1 Kidney Disease Improving Clinical Outcomes (KDIGO) Guideline Development Working Group, Kidney Int. Suppl. 2013;3:1-150 
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PromarkerD also had significantly higher (P <0.001) predictive performance (AUC = 0.88) compared to
eGFR (0.82), ACR (0.63), and eGFR and ACR combined (0.82). 

Across all KDIGO categories of diabetes and kidney disease PromarkerD exhibited an excellent “rule-out”
rate (Negative Predictive Value [NPV] >96%), for categorising patients at low risk of developing DKD, and
demonstrated considerably less false positives compared to standard of care testing.

Proteomics  International  managing  director  Dr  Richard  Lipscombe said  PromarkerD  testing  can  help
improve the management of diabetes for both patients and the healthcare system. “PromarkerD gives
doctors  the  data  they  need  to  support  early  introduction  of  preventive  medications  to  slow  the
progression of DKD in high-risk patients, closer monitoring of risk factors in moderate-risk patients, and
rationalised treatment options in low-risk patients,” he said.

ASN Kidney Week2 is  the largest  nephrology conference in the United States,  attracting over  10,000
attendees.  This  year,  the virtual  event  will  be  held  from 4-7  November 2021.  The results  are  being
presented as a scientific e-poster (see attached copy) titled:

A Comparison of PromarkerD to Standard of Care Tests for Predicting Renal Decline
in Type 2 Diabetes

The  conference forms part  of  the  Company's  ongoing  strategy  to  engage  with  Key  Opinion  Leaders
(KOL's),  physicians  and  industry  representatives  at  global  health  forums  to  show  the  benefits  of
implementing PromarkerD testing. In October, Proteomics International's announced results of a clinical
utility study demonstrating that PromarkerD  tests were more important to physicians than the current
standard of care tests with more than three-quarters of physicians reporting they were very or extremely
likely to use PromarkerD in the future [ASX: 18 October]. In May and June, the Company presented an
economic health benefit study demonstrating the potential cost savings to the US healthcare system if
PromarkerD was adopted, compared to the current standard of care [ASX: 2 July].

Glossary
Sensitivity (Sn)
(true positive rate) 

The ability of a test to correctly identify those with the disease.

Specificity (Sp)
(true negative rate)

The ability of the test to correctly identify those without the disease.

Negative Predictive Value 
(NPV)

The probability that people who get a negative test result truly do not
have the disease. In other words, it is the probability that a negative test
result is accurate. 

Positive Predictive Value 
(PPV)

The  probability  that  a  patient  with  a  positive  (abnormal)  test  result
actually has the disease. When the occurrence of a disease is low, the
positive  predictive  value  will  also  be  low,  even  using  a  test  with  high
sensitivity and specificity. 

AUC "Area Under the ROC Curve". A receiver operating characteristic curve, or
ROC  curve,  is  a  graphical  plot  that  illustrates  the  performance  of  a
classifier system.

Interpreting AUC values Conventionally the clinical significance of AUC is: 
> 0.7 acceptable discrimination
> 0.8 excellent discrimination
> 0.9 outstanding discrimination

PromarkerD algorithm The power of the PromarkerD test system is that it can be calibrated to
provide optimal results:

 Maximise  sensitivity  or  PPV  to  capture  those  at  high  risk  of
progressing towards dialysis or kidney transplant

 Maximise specificity or NPV to rule-out those who are at low risk
of progressing towards dialysis or kidney transplant

2 www.asn-online.org/education/kidneyweek/
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Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can lead
to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney function
decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test system uses a
simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by measuring three
serum protein biomarkers, combined with three routinely available conventional clinical variables (age,
HDL-cholesterol and estimated glomerular filtration rate (eGFR)). A cloud-based algorithm integrates the
results into a patient risk report. In clinical studies published in leading journals PromarkerD correctly
predicted up to 86% of otherwise healthy diabetics who went on to develop diabetic kidney disease
within four years. The PromarkerD test is CE Mark registered in the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see: 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. Proteomics International's mission is to improve the quality of lives by
the creation and application of innovative tools that enable the improved treatment of disease.

For further information please contact:

Dr Richard Lipscombe Vik Malik
Managing Director Chief Commercialisation Officer
Proteomics International Laboratories Ltd Proteomics International
T: +61 8 9389 1992 T: +1 312 310 4444
E: enquiries@proteomicsinternational.com E: vik.malik@proteomics.com.au

Investors
Dirk van Dissel Kyle Moss
Investor Relations & Corporate Advisor Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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A Comparison of PromarkerD to Standard of Care 
Tests for Predicting Renal Decline in Type 2 Diabetes
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Background & Aim

1 https://www.cdc.gov/kidneydisease/pdf/Chronic-Kidney-Disease-in-the-US-2021-h.pdf, 2 Kidney Disease Improving Clinical Outcomes (KDIGO) Guideline Development Working Group, Kidney Int. Suppl. 2013;3:1-150, 3 Dunkler
et al., CJASN. 2015;10:1371-1379, 4 Peters et al., Diab Care. 2017;40:1548-1555, 5 Peters et al., J Diab Comp. 2019;33:107406, 6 Tuttle et al., Diabetes Care. 2014;37(10):2864-2883.

➢ The aim of this study was to compare the biomarker-based PromarkerD test with SoC for predicting future
renal decline in the next 4 years in community-based patients with T2D.

➢ Diabetic kidney disease (DKD) is the leading cause of end-stage renal disease and is associated with increased morbidity and mortality.1

➢ Current standard of care (SoC) for the definition, classification and prognosis of chronic kidney disease (CKD) is defined by the KDIGO
guidelines2, and includes measurement of both estimated glomerular filtration rate (eGFR) and urinary albumin: creatinine ratio (ACR), but
both tests have limitations in predicting future renal decline.3

➢ The KDIGO GFR and albuminuria grid depicts the risk of CKD progression, morbidity and mortality by color: low (green), moderate (yellow),
high (orange), and very high (red) risk.

➢ PromarkerD is a simple biomarker-based blood test that can predict future renal function decline classified as low (green), moderate (orange)
or high (red) risk in individuals with type 2 diabetes (T2D).4,5

The number of people with diabetes will rise to 700 million by 2045 

Interpretation of Risk Scores (based on recommendations from the ADA DKD Consensus report)6

6



Methods

➢ Baseline PromarkerD scores were measured in 857 individuals with T2D from the Fremantle Diabetes Study Phase II (FDS2)
(mean age 65 years, 54% males, median diabetes duration 7 years, mean eGFR 82 mL/min/1.73m2 and geometric mean ACR 26
mg/g).1,2

➢ PromarkerD scores combine 3 protein biomarker concentrations (CD5L, ApoA4, IGFBP3) measured by mass spectrometry with
clinical data (age, serum HDL-cholesterol, eGFR) using a validated algorithm, and are categorized as low, moderate or high risk
for renal decline in the next 4 years.

➢ The primary endpoint was decline in renal function defined as incident DKD (reduction in eGFR to <60 mL/min/1.73m2 during
follow-up) or eGFR decline ≥30% in those with baseline eGFR <60 mL/min/1.73m2.

➢ Logistic regression modeling was used to compare the association of i) PromarkerD, ii) eGFR, iii) ACR, and iv) eGFR + ACR, with
renal decline during 4 years of follow-up.

➢ Model performance was assessed by the ROC area under the curve (AUC) and Sn, Sp, PPV and NPV determined at the maximum
Youden Index.

➢ The proportion of patients in each PromarkerD or KDIGO risk category3 by outcome status was compared and the Sn, Sp, PPV and
NPV of positive vs negative test results determined:

➢ For PromarkerD, moderate or high risk scores were treated as positive results, whereby patients would be flagged for early
intervention and/or closer monitoring of disease. A low PromarkerD risk score was set as a negative result.

➢ For KDIGO, a positive result was defined as moderate, high or very high risk, with low risk set as negative.

1 Peters et al., Diab Care. 2017;40:1548-1555, 2 Peters et al., J Diab Comp. 2019;33:107406, 3 KDIGO Guideline Development Working Group, Kidney Int. Suppl. 2013;3:1-150. Sn, sensitivity; Sp, specificity; PPV, positive 
predictive value; NPV, negative predictive value



Association with future renal decline

➢ At baseline, participants were classified by PromarkerD as low (63%), moderate (13%) or high risk (24%), and by
KDIGO1 as low (58%), moderate (31%), high (7%), or very high risk (4%) for renal decline in the next 4 years.

➢ During 4.2±0.3 years of follow-up, 107 (12.5%) patients experienced a decline in renal function.

➢ Higher PromarkerD scores had a stronger association with renal decline (OR=3.26, 95% CI 2.67-3.99 per 1 SD
increase) compared to lower eGFR and higher ACR (OR=2.63 (2.13-3.23)^ and 1.21 (1.04-1.40) per 1 SD increase,
respectively).

➢ PromarkerD moderate and high risk scores were increasingly prognostic for renal decline (OR 8.11 (3.69-16.62) and
21.34 (11.67-39.02) versus low risk, respectively; both P <0.001).

Logistic regression was used to compare the

association of PromarkerD score, eGFR and ACR

with decline in renal function. The odds ratio (OR)

and 95% confidence intervals (CI) are shown.

*OR are per 1-SD increase in the respective

variable. PromarkerD moderate and high risk

scores were compared to low risk scores as

reference. ^The OR for eGFR was inverted for

ease of comparison. PromarkerD score remained

significantly associated with outcome after

adjusting for eGFR and ACR (OR=2.78 (2.19-

3.53) per 1 SD increase).

1 KDIGO Guideline Development Working Group, Kidney Int. Suppl. 2013;3:1-150. Renal decline defined as incident DKD (reduction in eGFR to <60 mL/min/1.73m2 during follow-up) or eGFR decline ≥30% in those 
with baseline eGFR <60 mL/min/1.73m2 in the next 4 years.



Model performance – ROC AUC

➢ PromarkerD had significantly higher predictive performance (AUC 0.88, 95% CI 0.85-0.91) compared to SoC tests for
predicting decline in renal function in the next 4 years (all P <0.001).

➢ PromarkerD had higher Sp and PPV compared to SoC tests, and similar Sn and NPV.

Diagnostic Test Incident DKD or eGFR Decline ≥30% in 4yrs

N with outcome/total (%) 107/857 (12.5%)

AUC (95% CI), Sig. P-value* Sn (%) Sp (%) PPV (%) NPV (%)

PromarkerD 0.88 (0.85-0.91) 86 74 32 97

Moderate risk# 87 70 30 97

High risk# 68 83 36 95

eGFR 0.82 (0.79-0.85)* 87 68 28 97

ACR 0.63 (0.58-0.68)* 65 57 18 92

eGFR+ACR 0.82 (0.79-0.85)* 86 68 28 97
The PromarkerD test compared to eGFR, ACR and the combination of eGFR+ACR for predicting decline in renal

function. ROC, receiver operating characteristic; AUC, area under the curve; Sn, sensitivity; Sp, specificity; PPV,

positive predictive value; NPV, negative predictive value. Performance metrics (Sn, Sp, PPV, NPV) are provided at the

maximum Youden Index (Sn+Sp-1). This provides the maximum achievable Sn and Sp for each test. # The test

performance of PromarkerD is also provided at the moderate risk (≥10%) and high risk (≥20%) test cut-offs which

are intended for use in clinical practice. *Testing the null hypothesis that the difference in AUC between each model

and the PromarkerD model is zero (all P <0.001).

Decline in renal function defined as incident DKD (reduction in eGFR to <60 mL/min/1.73m2 during follow-up) or eGFR decline ≥30% in those with baseline eGFR <60 mL/min/1.73m2 in the next 4 years.



PromarkerD Risk Category Incident DKD (eGFR <60)

No outcome Outcome Total

Low risk 354 7 361 (72.6%) FN Sn 84% 38/45

Moderate risk 40 8 48 (9.7%) → 7 → Sp 78% 354/452

High risk 58 30 88 (17.7%) TP FP PPV 28% 38/136

Total 452 45 (9%) 497 38 98 136 NPV 98% 354/361

KDIGO CKD Risk Category Incident DKD (eGFR <60)

No outcome Outcome Total FN Sn/PPV 0%

Low risk (green) 452 45 497 → 45 → Sp 100% 452/452

NPV 91% 452/497

➢ Of the 497 patients in the green KDIGO low risk category with normal kidney function, 45 (9%) developed incident DKD in the
next 4 years and would be missed by usual SoC tests eGFR and ACR.

➢ PromarkerD results:

➢ 84% of patients that developed outcome had positive PromarkerD scores and were flagged for early intervention and/or
closer monitoring of disease → 30 of the 45 patients classified as high risk and 8 as moderate risk.

➢ 78% (354/452) of the patients that did not develop outcome were classified as low risk.

➢ High negative predictive value or “rule-out” capability, with 98% (354/361) of patients with low risk results not developing
outcome.

PromarkerD benefits KDIGO low risk patients

N.B. The outcome for this subgroup was incident DKD (reduction in eGFR to <60 mL/min/1.73m2 during follow-up) as all patients had baseline eGFR ≥60 mL/min/1.73m2. FN, false negative; TP, true positive; FP, false positive; 
Sn, sensitivity; Sp, specificity; PPV, positive predictive value; NPV, negative predictive value

The proportion of FDS2 participants in each PromarkerD or KDIGO risk category by outcome status



PromarkerD Risk Category Incident DKD (eGFR <60) or eGFR 30% decline

No outcome Outcome Total

Low risk 174 7 181 (50.3%) FN Sn 89% 55/62

Moderate risk 53 12 65 (18%) → 7 → Sp 58% 174/298

High risk 71 43 114 (31.7%) TP FP PPV 31% 55/179

Total 298 62 (17%) 360 55 124 179 NPV 96% 174/181

KDIGO CKD Risk Category Incident DKD (eGFR <60) or eGFR 30% decline

No outcome Outcome Total

Low risk (green) 0 0 0 TN Sp/NPV 0%

Moderate (yellow) 222 41 263 (73.1%) → 0 → Sn 100% 62/62

High risk (orange) 55 7 62 (17.2%) TP FP PPV 17% 62/360

Very high risk (red) 21 14 35 (9.7%) 62 298

Total 298 62 360

PromarkerD benefits KDIGO at-risk patients

1 KDIGO Guideline Development Working Group, Kidney Int. Suppl. 2013;3:1-150. Renal decline defined as incident DKD (reduction in eGFR to <60 mL/min/1.73m2 during follow-up) or eGFR decline ≥30% in those with 
baseline eGFR <60 mL/min/1.73m2 in the next 4 years. FN, false negative; TP, true positive; FP, false positive; Sn, sensitivity; Sp, specificity; PPV, positive predictive value; NPV, negative predictive value

➢ Of the 360 patients in the KDIGO at-risk categories, 62 (17%) developed incident DKD or had eGFR decline ≥30% in the next 4
years and would be captured by usual SoC tests eGFR and ACR, while 298 (83%) would be false positives.

➢ PromarkerD results:

➢ 89% of patients that developed outcome had positive PromarkerD scores and were flagged for early intervention and/or
closer monitoring of disease → 43 of the 62 patients classified as high risk and 12 as moderate risk.

➢ 58% (174/298) of the patients that did not develop outcome were classified as low risk.

➢ High negative predictive value or “rule-out” capability, with 96% (174/181) of patients with low risk results not developing
outcome.

The proportion of FDS2 participants in each PromarkerD or KDIGO risk category by outcome status



Conclusions

➢ PromarkerD significantly outperformed the conventional standard of care tests eGFR and ACR for predicting future
decline in renal function in 857 community-based patients with type 2 diabetes.

➢ PromarkerD scores were more strongly associated with renal decline defined as incident DKD or eGFR decline ≥30%
in the next 4 years compared to standard of care, and remained significantly associated with outcome after adjusting
for eGFR and ACR.

➢ PromarkerD moderate and high risk scores were increasingly prognostic for renal decline.

➢ PromarkerD correctly identified 84% of patients with normal kidney function that went on to experience renal decline
in the next 4 years that would be missed by KDIGO risk classification, classified 78% of those that did not develop
outcome as low risk, and had an excellent “rule-out” rate. In these patients, PromarkerD testing would support cost
effective individualized treatment via:

➢ Early introduction of preventative medications in high risk patients
➢ Closer monitoring of risk factors in moderate risk patients
➢ Rationalized treatment options in low risk patients

➢ PromarkerD also identified 89% of patients with abnormal kidney function that declined further during follow-up, with
a higher “rule-out” rate and considerably less false positives compared to standard of care testing.



ASX release
23 November 2021

ASX code: PIQ

PromarkerD distribution network expands to Britain

 World’s first predictive diagnostic test for diabetic kidney disease to be sold in Great Britain
under distribution deal with global diagnostic distributor, Apacor Limited

 Apacor will  become the exclusive distributor for PromarkerD in Great  Britain  (England,
Scotland and Wales)

 Estimated 4.8 million people or seven per cent of the British population live with diabetes,
according to Diabetes UK - these patients could benefit from regular PromarkerD testing

 The UK’s National Health Service (NHS) spends over £10 billion per year on diabetes, which
is the equivalent to 10 per cent of its budget

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  the  Company;  ASX:  PIQ)
announces it has today signed a distribution agreement with Apacor Limited to bring its PromarkerD
test for diabetic kidney disease to patients in England, Scotland and Wales.

PromarkerD is a biomarker-based blood test that predicts renal (kidney) function decline in type 2
diabetes.  Diabetic  kidney  disease  (DKD)  is  a  major  complication  arising  from  diabetes,  and
PromarkerD is the only available test capable of predicting the onset of the disease in patients with
diabetes and no existing DKD [ASX: 5 November].

The distribution agreement provides medical diagnostics company Apacor Limited with the right to
sell the immunoassay version of the PromarkerD test. Apacor have 25 years of experience in medical
and  analytical  diagnostics  and  specialise  in  bringing  ground-breaking  technologies  to  their
customers.  Importantly,  Apacor  have  strong  relationships  with  government  and  professional
healthcare  bodies  across  the UK,  which the Company  expects  will  prove  invaluable  for  creating
greater awareness and adoption of PromarkerD.

In the United Kingdom an estimated 4.8 million people, or seven per cent of the population, live with
type 2 diabetes1. The UK’s National Health Service spends at least £10 billion per year on diabetes;
equivalent to 10 per cent of its budget2.  Eighty per cent of the cost of diabetes is spent treating
complications such as DKD. The number of people living with diabetes in the UK is expected to rise to
5.3 million by 2025.

The early diagnosis of DKD using PromarkerD testing in diabetes can help inform doctors' treatment
decisions to improve clinical outcomes for patients [ASX: 18 October],  and could drive improved
therapeutic interventions [ASX 16 July, 11 August]. Reducing or delaying the progression of DKD and
consequently the incidence of dialysis and kidney transplant would result in significant cost savings
for health care systems [ASX: 2 July].

Apacor managing director Anthony Bellm said he was excited about PromarkerD and being able to
partner with Proteomics International to bring the test to the UK. 

“This world-first test offers huge benefits for the growing number of people living with diabetes in

1 www.diabetes.org.uk
2 Diabetes in the UK: 2019 (Diabet Med. 2020; doi/10.1111/dme.14225)
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Great Britain, as well as significant savings to the NHS,” he said. “The test will support doctors in
providing early treatment options for high-risk patients, while avoiding unnecessary interventions for
patients who are predicted to be at low risk of a decline in kidney function.”

The term of the agreement with Apacor is for two years, extendable for additional periods of one
year  by  mutual  agreement,  exclusive  to  England,  Scotland  and  Wales,  and  exclusive  to  the
PromarkerD immunoassay (IA) version of the test. The term commences on the date PromarkerD is
available on the UK market, which is conditional on product registration with the UK's Medicines and
Healthcare  Products  Regulatory  Agency (MHRA);  Proteomics  International  anticipates  completing
this process within the next two months. PromarkerD is already CE Mark registered in the European
Union, which will continue to be recognised in the UK until 30 June 2023, before which the Company
will apply for a UK Conformity Assessed (UKCA) mark. 

Proteomics International will receive payment for each PromarkerD kit sold.  Both parties have the
right to terminate the agreement with immediate effect upon the breach of any material terms of
the agreement. The agreement is also subject to the standard terms, conditions, and warranties
typical of a contract of this type. Further details of the licence agreement are commercially sensitive
and remain confidential. As for any novel test, market penetration cannot be predicted accurately,
hence  for  the  new  market  it  is  not  possible  to  quantify  the  financial  impact  on  Proteomics
International in any given timeframe.

Proteomics  International  managing  director  Dr  Richard  Lipscombe  said,  “After  extensive  due
diligence, we identified Apacor as a great partner for PromarkerD in Britain - they are well connected
and we are already in contact with key bodies and opinion leaders to promote the test and bring
PromarkerD into the clinic.”

"The  easy-to-use  PromarkerD  immunoassay  platform  allows  hundreds  of  blood  samples  to  be
analysed quickly as part of a panel of routine blood tests and we expect this UK distribution deal to
further drive global demand for the test,” he said.

Proteomics International continues to target new markets for PromarkerD across multiple regions
and is in advanced discussions with several major parties in other global jurisdictions.

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can
lead to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney
function decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test
system uses a simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by
measuring three serum protein biomarkers, combined with three routinely available conventional
clinical  variables  (age,  HDL-cholesterol  and  estimated  glomerular  filtration  rate  (eGFR)).  A  cloud
based  algorithm integrates  the  results  into  a  patient  risk  report.  In  clinical  studies  published  in
leading journals PromarkerD correctly predicted up to 86% of otherwise healthy diabetics who went
on to develop diabetic kidney disease within four years. The PromarkerD test is CE Mark registered in
the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see:  www.PromarkerD.com/product

About Apacor Limited (www.apacor.com)
Apacor  (Wokingham,  UK)  develops  and  markets  practical,  cost-effective  solutions  in  the field  of
medical diagnostics, supplying innovative products to laboratories across the world.  Apacor excels in
developing quality solutions to suit its customer’s every requirement, and with 25 years experience,
it continues to push new ground-breaking ideas to global markets.
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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. Proteomics International's mission is to improve the quality of
lives  by  the creation and application of  innovative tools  that enable  the improved treatment of
disease.

For further information please contact:
Dr Richard Lipscombe
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Investor Relations & Corporate Advisor Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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ASX release
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ASX code: PIQ

US FDA provides 513(g) response for PromarkerD

 The US Food & Drug Administration (FDA) 513(g) application sought to determine the best
product classification and regulatory path for PromarkerD in the USA

 FDA advises that an application through the De Novo classification pathway is appropriate

 The primary and immediate route to market for PromarkerD in the US remains the LDT
(Laboratory  Developed  Test)  path  through  CLIA  (Clinical  Laboratory  Improvement
Amendments) certified labs

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) is pleased to report
that it has received notification from the United States Food and Drug Administration (FDA) that its
PromarkerD test system for diabetic kidney disease should follow a De Novo classification pathway
for regulatory approval.

This guidance follows the Company's 513(g) application to the FDA made in April  2021 [ASX: 29
April], with the response delayed due to COVID-19 related resource limitations.

The De Novo pathway for medical device marketing in the US was added by the FDA to address novel
devices of low to moderate risk, such as blood tests, that do not have a valid predicate device, i.e.
there  is  no similar  device  already approved1.  The FDA advised that  PromarkerD was considered
closest to the Acute Kidney Injury Test System, but found that the 510(k) product classification route
was not available because currently there was no substantially equivalent device.

The  FDA  also  commented  that  the  use  of  multiple  markers,  a  proprietary  algorithm,  and  the
predictive  result  output  were  each  considered  novel  in  relation  to  diabetic  kidney  disease.
Consequently,  the  FDA  advised  that  PromarkerD  is  suitable  for  the  De  Novo  classification.  The
Company considers that the De Novo classification recognises the novel attributes of PromarkerD
and will have marketing advantages upon successful approval from the FDA.

The Company will now prepare a full product application to the FDA proposing the PromarkerD test
system as a Class IIa IVD (In Vitro Diagnostic). It is expected the Company will submit this application
in Q1 CY22, with the FDA timeline for review of such applications being approximately 12 months.
The timing of the product application will enable the inclusion of Proteomics International's new ISO
13485 contract manufacturing capability [ASX: 12 August] and its Janssen Stage 2 data [ASX: 16 July].

Whilst  the Company is  pursuing  FDA approval,  the primary  and  immediate  route  to  market  for
PromarkerD  in  the  US  remains  the  LDT  (Laboratory  Developed Test)  path  through  CLIA  (Clinical
Laboratory Improvement Amendments) certified labs, which allows sales to commence prior to any
FDA approval.  Proteomics International  is  in advanced discussions  with  several  parties  regarding
bringing PromarkerD to the US market.

Authorised by the Board of Proteomics International Laboratories Ltd (ASX.PIQ).

ENDS

1 www.fda.gov/medical-devices
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About PromarkerD (www.PromarkerD.com)
Diabetic kidney disease (DKD) is a serious complication arising from diabetes which if unchecked can
lead to dialysis or kidney transplant. PromarkerD is a prognostic test that can predict future kidney
function decline in patients with type 2 diabetes and no existing DKD. The patented PromarkerD test
system uses a simple blood test to detect a unique ‘fingerprint’ of the early onset of the disease by
measuring three serum protein biomarkers, combined with three routinely available conventional
clinical  variables  (age,  HDL-cholesterol  and  estimated  glomerular  filtration  rate  (eGFR)).  A  cloud
based  algorithm integrates  the  results  into  a  patient  risk  report.  In  clinical  studies  published  in
leading journals PromarkerD correctly predicted up to 86% of otherwise healthy diabetics who went
on to develop diabetic kidney disease within four years. The PromarkerD test is CE Mark registered in
the European Union.

Further information is available through the PromarkerD web portal. 

To visit the PromarkerD virtual booth please see:  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. Proteomics International's mission is to improve the quality of
lives  by  the creation and application of  innovative tools  that enable  the improved treatment of
disease.

For further information please contact:
Dr Richard Lipscombe
Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com

Dirk van Dissel Kyle Moss
Investor Relations & Corporate Advisor Corporate Advisor
Candour Advisory Euroz Hartleys
T: +61 408 326 367 T: +61 8 9488 1400
E: dirk@candouradvisory.com.au E: kmoss@eurozhartleys.com
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ASX code: PIQ

Proteomics International receives $1.2 million
in R&D tax incentive

Proteomics  International  Laboratories  Ltd  (Proteomics  International;  ASX:  PIQ),  a  pioneer  in
predictive diagnostics, is pleased to announce that its cash reserves have been further strengthened
by the receipt of $1.2 million in research and development tax incentive for the 2020-21 financial
year. 

Proteomics  International’s  business  model  sees  the Company pursue ground-breaking  R&D with
blue-sky  potential  in  next  generation  diagnostic  tests  underpinned  by  revenue  generated  from
providing sophisticated analytical services. 

As commercialisation proceeds for PromarkerD, the world-leading predictive test for diabetic kidney
disease, Proteomics International continues to invest in its biomarker discovery program centred on
the PromarkerTM technology platform and developing new fee-for-service analytical methods.

In 2020-21, Proteomics International spent $2.85 million on R&D, enabling the company to receive
an Australian Government rebate of $1,240,156.

The Federal R&D tax incentive encourages companies engaging in beneficial research to Australia by
providing a cash rebate of 43.5% for qualifying activities.

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. Proteomics International's mission is to improve the quality of
lives  by  the creation and application of  innovative tools  that enable  the improved treatment of
disease.
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Managing Director
Proteomics International Laboratories Ltd
T: +61 8 9389 1992
E: enquiries@proteomicsinternational.com
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ASX Release
16 December 2021

ASX code: PIQ

Proteomics International secures major contract amid strong
demand for pharmacokinetic testing services

 Proteomics International awarded $409,000 pharmacokinetic testing contract with Linear 
Clinical Research

 Study will test a novel drug for degenerative and inflammatory diseases on behalf of 
pharmaceutical company Sironax Ltd

 Contract comes amid strong global demand for pharmacokinetic testing and other 
analytical services

 Agreement supports Proteomics International's integrated business model and wider 
strategic vision to exploit its specialised biomarker discovery and analytical services 
capabilities

Proteomics International Laboratories Ltd (Proteomics International; ASX: PIQ) has been awarded a
major  pharmacokinetic  testing  contract  as  part  of  its  growing  partnership  with  Linear  Clinical
Research. 

The $409,000 contract  will  see  Proteomics  International  test  a  novel  drug for  degenerative  and
inflammatory diseases on behalf of the Australian arm of pharmaceutical company Sironax Ltd. The
study is part of a Phase I clinical trial examining the safety, tolerability and pharmacokinetics of the
drug,  and  will  be  undertaken  over  the  next  12  months.  Pharmacokinetics  is  the  study  of  what
happens to drugs once they are inside the body, including the rate at which they are absorbed,
distributed, metabolised and excreted.

Proteomics International managing director Dr Richard Lipscombe said the contract with Linear was
one of Proteomics International’s largest to date. “With Australia as a leading destination for clinical
trials, we are seeing strong demand for our specialist testing services in this fast-growing space,” he
said.

Proteomics  International’s  pharmacokinetic  testing  capabilities  operate  under  a  suite  of  global
laboratory accreditations, which recognise the Company’s ability to consistently achieve technically
valid, traceable and reproducible results. These include ISO 17025 Chemical Testing, ISO 17025 R&D
with Good Laboratory Practice overlay, and the discrete ISO 13485 for Medical Devices. 

Proteomics International’s portfolio of analytical services also encompasses proteomics, biosimilars,
and biomarker discovery and validation.  “Proteomics International's strengthened pharmacokinetic
testing business continues to boost our analytical services revenue, which in turn helps offset the
expenditure on our pioneering diagnostics pipeline, and its development and commercialisation,” Dr
Lipscombe said.

“This area of contract research is a hot area globally, and is seeing lots of investment alongside
mergers and acquisitions. It's exciting to see this as we pursue our  strategic vision to exploit our
unique capabilities across analytical services and specialised biomarker discovery.” 
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Authorised by the Board of Proteomics International Laboratories Ltd (ASX.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. Proteomics International's mission is to improve the quality of
lives  by  the creation and application of  innovative tools  that enable  the improved treatment of
disease.
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Managing Director
Proteomics International Laboratories Ltd
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