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A letter to our shareholders from iMDx Chief Executive O8icer Josh Riggs 
June 17, 2025 

 

Healthcare is full of uncertainty.   

Uncertainty for patients –  

What is going on? Will I get to keep my kidney? Is the drug working? How will I manage? 

Uncertainty for physicians –   

Is the transplanted organ healthy? Can anything be done to stop the current course? What should be 
the next course of treatment?   

Insight Molecular Diagnostics exists to provide reliable insight into complex biology.  

As developers of diagnostic technology, our company’s job is to deliver insight into complex biology 
and reduce uncertainty as much as possible. If we do our job well, that next step in the patient 
journey will be on the right path.   

We provide insights on a scale that is too small to even be seen with a microscope: We analyze 
molecules. We count DNA fragments. And we invent interpretive algorithms.  

Our sector is more broadly known as “precision medicine.” Because biology is so mathematically 
complex, much of medicine deals with probabilities based on population-based studies – which can 
be effective but are often not precise. Our field combines cutting-edge advances in genomics with 
data analysis to guide decisions with greater accuracy.  

Serving patients and physicians in their community is good business.  

While molecular diagnostic testing has advanced significantly in recent years, many times access 
remains limited — constrained by geography, cost, and the need for centralized labs. Our mission is 
to democratize access to molecular diagnostic testing to improve patient outcomes. We aim to lead 
in molecular diagnostics by doing what sets technology companies apart: developing proprietary 
algorithms that drive scalable value. 

Pivoting towards untapped global demand makes sense.  

This month, we changed our name to Insight Molecular Diagnostics Inc., or iMDx. We aim to put 
doctors, laboratory technicians, and researchers at the center of what we do, to give them more 
diagnostic tools to better serve their patients.  
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In January 2023, our company formerly known as Oncocyte Corporation, embarked upon a major 
strategic pivot through which we dramatically cut costs and narrowed our focus: choosing to invest in 
transplant rejection testing.  

Two years prior, we had acquired a team in Germany, led by Chief Science Officer Prof. Dr. Ekkehard 
Schuetz, that was world-renowned at measuring a biomarker that indicates transplanted organ 
rejection. Since that acquisition, we had been issued U.S. patents for this technology, alongside 
those held in the E.U., and we obtained Medicare reimbursement through MolDx. Meanwhile, donor-
derived cell-free DNA testing was rapidly becoming standard of care in the US. It was becoming clear 
to us that the team and technology we had acquired in 2021 pointed toward a major market 
opportunity.  

Under the leadership of Dr. Schuetz, we saw an opportunity to better serve the organ transplant 
market with faster, more cost-effective tests. But first, we would have to re-design our lab-developed 
test for widespread distribution via test kits, put these kits in researchers’ hands to try them out in 
research-use-only mode, and then submit the test kit design to the FDA to get authorization to market 
our test kits for clinical use. We knew all of this would be incredibly difficult, which made it all more 
worth doing.  

Putting transplant centers in the rejection testing business is a $1B+ global market opportunity.  

The reward for developing a regulated transplant assay would be the opportunity to open an untapped 
market for testing – the transplant centers themselves! For years, the transplant centers at major 
hospitals have been a critical part of the economic value chain in transplant testing, and yet those 
centers have not been able to capture their share of the testing value they created.  

We estimate that about a half-billion in revenue is generated by service labs that provide donor-
derived cell-free DNA testing for these transplant centers and their patients, but the transplant 
centers don’t see a dollar of that revenue. We think it’s time for that to change. With expected 
future FDA authorization of our test kits, we anticipate that transplant centers and reference labs all 
over the country will be able to purchase the kits to bring this testing in-house. 

Now, after an eventful and productive 2.5 years – which is light-speed for the healthcare industry but 
admittedly slow to the public markets – we are entering an inflection point. We are on the cusp of 
submitting our first diagnostic kit to the FDA for authorization.  

We are not doing this alone. We enjoy critical industry support.  

Last year we launched the research-use-only version of our test kit. These kits are in capable hands at 
laboratories at 10 major transplant centers around the world. These beta sites have provided us 
with valuable feedback on the assay and software design.  

We have signed a global strategic partnership with Bio-Rad Laboratories, which has invested in 
our equity three times and makes the digital PCR instrument upon which our assay is performed. And 
we also continue to have productive dialogue with additional potential corporate partners. 

Our IVD program has attracted three of the top ten transplant centers in the US along with two top 
centers in Germany, who want to see a regulated test on market and in their on-site labs.  
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Precision investment in precision diagnostics.  

We believe that the progress that we are making with the resources that we have is astounding, and 
that can only happen because we punch above our weight in terms of talent. The people who come to 
work for us are smart, motivated and driven. 

Since our pivot, we have started to look and feel like an in-vitro diagnostics (IVD) company. We have 
built an IVD team, and we are productively engaged with the FDA regarding our first kitted product. 
And, with a suite of oncology products coming after transplant, we believe we are just getting started.  

The investment we have made in both driving down molecular testing costs as well as turn-around 
times is gaining attention among key opinion leaders in our target-customer segment. We are coming 
out of meetings with transplant labs and with doctors, refreshed. Those doctors who are well versed 
in the biomarker that our test finds – dd-cfDNA – love what we are doing. They are bullish and we are 
thrilled.  

We are also grateful for our investors’ support and encouragement, and we are determined to deliver 
meaningful results. 

Sincerely, 

 

Josh Riggs 
CEO, Insight Molecular Diagnostics 
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Forward-looking statements disclaimer 

Any statements that are not historical fact (including, but not limited to, statements that contain 
words such as “will,” “believes,” “plans,” “anticipates,” “expects,” “estimates,” “may,” and similar 
expressions) are forward-looking statements. These statements include those pertaining to, among 
other things, Insight Molecular Diagnostics Inc.’s (“iMDx” or, the “company”) commercial progress, 
the company’s anticipated FDA submissions and future authorizations, the expectation that 
transplant centers and reference labs all over the country will be able to purchase the company’s kits 
to bring  this testing in-house, and other statements about the future expectations, beliefs, goals, 
plans, or prospects expressed by management. Forward-looking statements involve risks and 
uncertainties, including, without limitation, risks inherent in the development and/or 
commercialization of diagnostic tests or products, uncertainty in the results of clinical trials or 
regulatory approvals, the capacity of iMDx’s third-party supplied blood sample analytic system to 
provide consistent and precise analytic results on a commercial scale, potential interruptions to 
supply chains, the need and ability to obtain future capital, maintenance of intellectual property 
rights in all applicable jurisdictions, obligations to third parties with respect to licensed or acquired 
technology and products, the need to obtain third party reimbursement for patients’ use of any 
diagnostic iMDx or its subsidiaries commercialize in applicable jurisdictions, and risks inherent in 
strategic transactions such as the potential failure to realize anticipated benefits, legal, regulatory or 
political changes in the applicable jurisdictions, accounting and quality controls, potential greater 
than estimated allocations of resources to develop and commercialize technologies, or potential 
failure to maintain any laboratory accreditation or certification. Actual results may differ materially 
from the results anticipated in these forward-looking statements and accordingly such statements 
should be evaluated together with the many uncertainties that affect the business of iMDx, 
particularly those mentioned in the “Risk Factors” and other cautionary statements found in iMDx’s 
Securities and Exchange Commission (SEC) filings, which are available from the SEC’s website. You 
are cautioned not to place undue reliance on forward-looking statements, which speak only as of the 
date on which they were made. Insight Molecular undertakes no obligation to update such 
statements to reflect events that occur or circumstances that exist after the date on which they were 
made, except as required by law. 


