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Welcome to the first edition of Pharma & Biotech Movers & 
Shakers for 2024. Pharma and Biotech stocks started the year 
off with a bang with some big movers in the first few months 
of the year. Below we take a look at four stocks that have been 
amongst the best performers in the first two months of the new 
year.         

Nyrada Inc. (ASX: NYR)
Nyrada was the best performing stock in the first two months of 
2024, with the share price up 340.9% from 31 December 2023 to 
29 February 2024. This was largely driven by the announcement 
on 28 February, in which the Company reported that NYR-BI03, 
the Company’s lead brain injury program, had demonstrated 
a significant neuroprotective signal providing evidence of 
efficacy in the preclinical study. Nyrada’s brain injury program is 
seeking to develop therapies to reduce the long-term disability 
associated with stroke or traumatic brain injury (TBI) by limiting 
the progressive cell death that occurs as secondary brain injury.

NYR-BI03 is a first-in-class therapy with a novel mechanism of 
action which limits secondary brain injury that occurs following 
a stroke or TBI. NYR-BI03 has been developed to selectively 
block Canonical Transient Receptor Potential (TRPC) ion channels 
which are over-activated during brain trauma, causing calcium 
overload leading to brain cell death. At present, there are no 
FDA-approved drugs for the treatment of secondary brain injury.  

The results from the preclinical study showed that a statistically 
significant (p.value 0.021) neuroprotection was achieved in those 
animals that received NYR-BI03 treatment. On average, NYR-BI03 
therapy rescued 42% of the brain injury in the prenumbra region. 
All animals survived the treatment with no drug-related adverse 
effects reported. 

The results from the preclinical study enables NYR-BI03 to 
progress to Good Laboratory Practice (GLP) studies, which are 
required to progress to in-human clinical trials. Subject to the 
successful completion of the GLP studies, the Company will 
seek to commence a Phase 1 human trial for NYR-BI03 in the 
2H’CY2024.        

On the back of the results from the preclinical study, the 
Company raised $1.755 million via a placement. The capital raised 
will be used for the GLP study and the Phase 1 trial. New shares 
were issued at $0.075 per CDI, representing a 16.7% discount to 
the share price prior to the raising. The capital raising adds to 
the $4.65 million cash on hand the Company had at 31 December 
2023. 

With over 13 million strokes per year globally and approximately 
50 to 60 million new TBI cases per year and no effective 
treatment to prevent excitotoxicity (the process that leads to 
secondary brain death), there is a significant unmet clinical need. 

Singular Health Group Ltd (ASX: SHG)
Singular Health Group’s share price increased 268.4% in the first 
two months of 2024 on the back of a number of purchase orders. 

On 11 January 2024, the Company announced it had received 
its first order for its 3Dicom software in the US. The order was 
for 5,000 annual licenses from TechWorks 4 Good on behalf of 
US Veterans. The order comes after the appointment of Charlie 
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Golf One Solutions LLC (CG1) as a Master Distributor in the US, 
providing CG1 exclusivity over 5 nominated states in the US, 
initially.     

The 3Dicom for Veterans initiative seeks to assist veterans with 
the transition from active service to civilian life. At present, 
personnel are provided with their medical records during service 
with CDs and doctors within the service able to retrieve medical 
records and images using the internal MSH-Genesis PACS 
system. However, upon discharge veterans are often unable to 
retrieve and share medical records and images except through 
requesting their medical records via CDs. The 3Dicom platform 
enables veterans to upload and share their medical records 
and images from their 3Dicom patient account for improved 
accessibility, portability and continuity of care.   

The revenue generated from the order exceeds the total 
direct-to-consumer sales of the 3Dicom software in CY2023 
of AUD$50,000 by more than 40%. The licenses purchased are 
being sponsored by stakeholders in the Miami-Dade veteran 
community and has received support from West Kindall Baptist 
Hospital and leading veterans services organisations. The 
Company sees the order as a small-scale pilot program, that if 
well received can be replicated across the US.

In February, the Company announced it had entered into a two 
year contract with Roseman University of Health Sciences with a 
binding purchase order for 50 3Dicom R&D licenses and 5,000 
3Dicom patient licenses for a total value of AUD$150,000. The 
licenses will be used by college students and patients treated at 
Roseman University’s medical school.     

On the back of the purchase orders, the Company have 
commenced works to deploy a number of non-diagnostic 
artificial intelligence (AI) models into 3Dicom R&D to enable 
the rapid segmentation of CT and MRI models into a collection 
of individual anatomical structures that can be selected, added, 
removed, replaced and analysed. The addition of the AI models 
will expand on the existing 3Dicom rendering capability to 
enable users to selectively view and manipulate individual body 
parts or anatomical systems. By using real patient scans to 
enhance their understanding of anatomy and diseases, medical 
students will be better able to prepare for real-world medical 
cases.   

The Company also boosted its balance sheet in February, raising 
$4.05 million through a placement to institutional, sophisticated 
and wholesale investors. 36.8 million new shares were issued at 
$0.11 per share. The capital raised will be used to accelerate the 
commercialisation of its software in the US on the back of recent 
sales and to fund some of the AI development.    

Pharmaust Limited (ASX: PAA) 
Pharmaust’s shares were up 191.7% in the first two months of 
2024 with developments in the Company’s clinical program 
receiving a positive response from the market. 

Pharmaust is focused on repurposing monepantel (MPL) for the 
treatment of human neurodegenerative diseases and cancer in 
dogs. MPL is a potent and safe inhibitor of the mTOR pathway. 
This pathway plays a central role in cell growth and proliferation 
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Clarity Pharmaceuticals Ltd (ASX: CU6)
Clarity Pharmaceuticals share price has been on a positive 
run since late 2023. The share price increased 52.6% from 31 
December 2023 to 29 February 2024 and is up 229.5% over the 
12-months to 29 February 2024.  

Clarity Pharmaceuticals is a clinical stage radiopharmaceutical 
company developing next generation products to address the 
growing need for better diagnostics and treatments in oncology 
through its Targeted Copper Theranostic (TNT) platform.  

The Company has a strong balance sheet, with over $37.9 million 
in cash as at 31 December 2023. The addition of the RDTI of ~$10 
million is expected to provide a cash runway into late 2024.  

The Company has a number of ongoing clinical trials for its three 
core products, SAR-bisPSMA, SAR-Bombesin and SARTATE, each 
of which contain a different targeting agent and bind to different 
receptors that are present on different cancer cells.

In December 2023, the Company dosed the first patient in the 
Phase III CLARIFY trial. The trial is a non-randomised, open 
label trial that will include 383 participants. The aim of the trial 
is assess the diagnostic performance of 64Cu-SAR-bisPSMA 
PET to detect prostate cancer within the pelvic lymph nodes. 
The CLARIFY study is investigating if delayed imaging allows 
for improved disease detection. The longer half-life of 64Cu 
may not only allow the detection of additional cancerous 
lesions on delayed imaging, but also provide timely supply of 
product covering a broad geographic area and flexibility for the 
scheduling of patients. 

According to the Company, currently approved diagnostic 
products have low sensitivity, meaning some lesions may remain 
undetected. Clarity’s SAR-bisPSMA product was developed 
in response to this issue. The dual PSMA targeting agent and 
delayed imaging feature have the potential to improve product 
uptake and retention in prostate cancer lesions.

In February, the Company announced the initial results of the 
Phase 1/2 COBRA trial, which showed that the Company’s SAR-
bisPSMA is safe and effective in detecting tumours in prostate 
cancer patients with biocehmical recurrence. In trial participants 
where the standard of care imaging was unable to detect any 
lesions, up to ~60% had lesions identified by same-day 64CU-
SAR-bisPSMA imaging and up to 80% on next-day imaging, with 
high specificity. 

The possibility of performing next-day imaging is a feature not 
available to currently approved PSMA-targeted PET products 
and unique to 64Cu-based SAR diagnostics due to the optimal 
half-life of 64Cu and the ability of the SAR Technology to prevent 
leakage of copper isotopes from the radiopharmaceutical in-
vivo. The COBRA trial confirmed the benefits of delayed imaging 
in this patient group as more lesions and more patients with a 
positive scan were identified on next-day imaging. These results 
have seen the Company commence plans for a Phase III trial.

   

of cancer cells and degenerating neurons. The mTOR pathway 
regulates the cellular “cleaning process”, where toxic protein is 
broken down into macromolecules to be reused. This process is 
disrupted in most neurodegenerative diseases, including motor 
neurone disease/amyotrophic lateral sclerosis (MND/ALS).

The Company has reached a number of milestones so far this 
year. In February the Company completed a Pre-IND meeting 
with the FDA with the FDA providing feedback and a pathway to 
potentially receive accelerated and full approval for the treatment 
of MND/ALS. The FDA confirmed that Pharmaust may receive 
accelerated and/or full approval from the Phase 2/3 clinical study, 
subject to demonstrating substantial evidence of effectiveness 
in the treatment of MND/ALS and an adequate database 
supporting safety. The FDA also advised there were no minimum 
requirements for the number of patients and study sites located 
in the US paving the way for a global Phase 2/3 clinical study. 
The Company will seek to use sites and patients in Europe and 
Australia to accelerate recruitment and allow for the Company to 
also apply for approval from European and Australian regulatory 
bodies.  

The Company released the top line results from its Phase 1 clinical 
trial for the treatment of MND/ALS. Twelve participants were 
enrolled in the multicentre, open-label study. The treatment was 
found to be safe and tolerable with no does limiting toxicities 
experienced. A total of 56 treatment-emergent adverse events 
(AEs) were reported with only 3 AEs, all graded mild, considered 
possibly related to the treatment. Upon completing the study, all 
participants continued receiving MPL via a special access scheme 
and opted to enrol in a 12-month open-label extension study. 

For all 12 patients (cohort 1 and 2), the estimated rate of decline 
was 39%, which equates to an additional life expectancy of 
13.5 to 56.5 months. The study showed that the rate of disease 
progression may be slowed by 58% for the cohort of participants 
receiving the highest dose. This compares to the approved 
treatment for MND/ALS, Relyvrio, which provides 2 to 9 months 
additional life expectancy. Further to this, the analysis of 
biomarkers provided supplemental supporting evidence that MPL 
slows disease progression with a large reduction in cerebrospinal 
fluid neurofilament light chain (NfL), which is a measure of 
neuronal damage.   

Pharmaust is seeking to commence a Phase 2/3 clinical trial in 
3Q’CY2024. The Phase 2/3 clinical study will be a multicentre, 
randomised, placebo-controlled, adaptive clinical study 
evaluating the safety and efficacy of MPL in patients with MND/
ALS over 48 weeks. The primary aim will be to assess the efficacy 
of MPL, as compared to placebo, on the progression of MND/ALS. 
This will be evaluated as a change from baseline disease severity 
measured by the ALS Functional Rating Scale-Revised (ALSFRS-R) 
total score and survival. An interim analysis will be performed at 
week 24, which would provide the potential to receive accelerated 
approval from the FDA. 

There are a number of approved treatments for MND/ALS, 
however these drugs provide limited relief and limited slowing of 
disease progression. With an average life expectancy of just over 
2 years from diagnosis and an expected increase in the incidence 
of MND/ALS of 70% by 2040, the potential to treat MND/ALS 
and slow progression in a meaningful way would represent a 
significant market opportunity.    
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