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Allarity Therapeutics Inc.
Genomic TKI: Initiate Coverage with Buy Rating and $8 Price Target
 
ALLR (NASDAQ)
  Company & Market Data
Closing Price (as of 05/26/2022): $2.06
Rating: BUY
Price Target: $8.00
52 Week Range: $1.10 - $18.20
Shares Outstanding (MM): 8.8
Market Capitalization (MM): $18
Cash (MM): $19.6
Debt (MM): $10.1
Fiscal Year End: Dec
 
*Debt (MM): As of December 31, 2021. Includes $7M derivative
liability & $2M deferred tax.
*Cash (MM): As of December 31, 2021
  Estimates

EPS 2021A 2022E 2023E
1Q — $(0.66) —
2Q — $(0.42) —
3Q $(0.17) $(0.45) —
4Q — $(0.34) —
Full Year $(4.19) $(1.86) $(1.02)
Revenue (MM) $0.0 $0.0 $0.0
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 • Like other genomic-signature companies such as Foundation Medicine (RHHBY,
$43.43, Not Rated) and Genomic Health (EXAS, $49.86, Not Rated), Allarity
Therapeutics Inc. (ALLR) has a proprietary genomic platform (named Drug Response
Prediction, DRP) that allows pre-select patients who are more likely to respond to
a particular treatment. ALLR's lead drug candidate, dovitinib, is a Phase3-ready
tyrosine kinase inhibitor (TKI) with a target indication of renal cancer (RCC). We
initiate coverage of ALLR with a Buy rating and $8 price target (see valuation
methodology page 2) and with the assumption that ALLR has a 50% probability
to secure FDA approval for dovitinib in 2025 by running its proprietary companion
diagnostic specifically designed for dovitinib.

• Dovitinib is a TKI agent initially developed by Novartis (NVS, $91.26, Not Rated) for
several indications, including RCC. The Ph3 RCC 560-patient trial run by Novartis
showed non-inferiority to sorafenib but failed to show superiority over sorafenib in PFS
and OS (progression-free and overall survival) in the all-comer patient population.
Subsequently, NVS out-licensed dovitinib to ALLR, and ALLR developed the DRP
companion diagnostic with a predictive score showing the likelihood of certain patients
to better respond to dovitinib, in retrospective analysis.

ALLR submitted a new drug application to the FDA for dovitinib with DRP
companion diagnostic in RCC third-line indication, but the FDA replied with a
refuse-to-file letter due to the retrospective nature of ALLR's DRP-dovitinib study.
The Type C FDA meeting regarding dovitinib guidance is scheduled within
several weeks. We expect the FDA to guide ALLR to run a randomized clinical
trial of dovitinib vs sorafenib similar to the TIVO-3 clinical trial of tivozanib that
was approved by the FDA in 2021 in the third-line RCC indication.
We are optimistic about the potential Ph3 trial of dovitinib because this, in
essence, will be a Ph3 trial designed to confirm the genomic analysis of the
dovitinib-DRP retrospective study that showed OS and PFS advantage of
dovitinib in patients with 50% and 67% DRP scores.

• ALLR's DRP companion diagnostics for more than 50 oncology agents have been
extensively published in peer-reviewed literature and presented at major healthcare
conferences.

• RCC is a large oncology indication with multiple TKI inhibitors being used in various
lines of treatment and combinations. Perhaps the most successful TKI agent is
cabozantinib with more than $1B in current RCC sales likely due to the first-line label
in combo with nivolumab and Category 1 recommendation from the NCCN.

Other TKI agents in RCC are also current or previous blockbusters, including
axitinib, lenvatinib, and sorafenib.
The recently approved third-line tivozanib has a consensus forecasted sales of
~$390M in 2028.

• We assume the next big milestone for ALLR is the FDA's guidance regarding the Ph3
trial design, which we believe will be similar to the guidance provided for tivozanib and
axitinib in the past.

ALLR may need to run a potential Ph3 randomized study in the ex-US locations
because sorafenib is not a preferred treatment choice for late-line RCC patients.
Ex-US studies with generic sorafenib may be an economically advantageous
option for ALLR and investors.



 

 

Valuation Assumptions 

Our 12- to 18-month price target of $8 for ALLR is based on a DCF valuation 

methodology. We assume a weighted average cost of capital (WACC) of 12% and a 

terminal growth rate of -5% after 2040. ALLR’s lead asset, dovitinib, is covered by a 

comprehensive portfolio of patents, that includes composition of matter patents (in-

licensed from Novartis, with expiration in 2031), as well as ALLR-owned patents covering 

DRP technology in conjunction with dovitinib, with expiration in 2040 in the US and 

abroad. As usual, we expect ALLR to file additional patent applications as dovitinib is 

being studied in various oncology indications.  

We estimate ALLR will have ~$10M in cash and cash equivalents at the end of 2Q22. 

Subsequently, in 3Q22, when the clinical path for dovitinib is cleared by the FDA, we 

expect ALLR will raise capital to finance the Ph3 pivotal trial for dovitinib in the RCC 

indication.  

We assume ALLR will have around 13M fully dilutive shares at the end of 2Q22. 

For our valuation analysis, we only count in the lead asset dovitinib in one indication – 

RCC.  We did not include other possible indications for dovitinib in other tumor types, 

including potential dovitinib sales in combination with other agents that are standard-of-

care treatments regiments in RCC. We also did not include other tumor indications for 

dovitinib, as we think it is too early to make those assumptions (even though NVS tried 

dovitinib in multiple indications in the Ph2 trials). The other two clinical assets that ALLR is 

pursuing we also don’t take into consideration – we may need to see firm evidence for the 

registrational path forward in order to make any projections and assumptions.    

Our assumed probability of success (PoS) for dovitinib is based on the assumption that 

dovitinib will be able to secure at least one single-agent RCC indication:  

• 50% PoS for dovitinib as a single agent in the RCC indication. Dovitinib 

has been previously studied by Novartis in more than 30 clinical trials, 

including one randomized Ph3 trial in RCC patients, and across hundreds of 

oncology patients (GIST, endometrial, breast, and liver cancer). We think 

there is enough safety evidence for the FDA, and the main reason why 

Novartis decided to abandon dovitinib in 2018 (and out-license to ALLR), is 

because the Ph3 trial failed to prove the superiority of dovitinib over 

sorafenib.  

o From what we can see, the commercial success of TKI agents is 

coming not from the single-agent indications but rather in 

combination with other standard-of-care treatments. For example, 

the best-selling TKI RCC drug, cabozantinib, scored $1.3B in 2022 

guided revenues (launched in 2012), mostly due to the first-line 

RCC label in combination with nivolumab. Similarly, we expect the 

upside of dovitinib to come from other indications, with the first step 

being single-agent RCC approval in 2025 (the target year).  

 20% peak market penetration in 2L+ RCC indication. The TKI RCC 

market is fairly crowded, with so many Category 1 agents such as 

cabozantinib, lenvatinib, and axitinib. So, we don’t expect that in this 

particular setting (single-agent 2L+ RCC), dovitinib will be much more 

impactful. However, the DRP score of 67% so far looks particularly 

promising to beat the market incumbents with better PFS/OS profile, so we 

keep our market penetration at the 20% level for now but may adjust this 

number as the Ph3 trial is being initiated and is progressing.          
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Our probability of clinical and commercial success is heavily reliant on our assumptions 

regarding a potential prospective randomized Ph3 trial of dovitinib.  

We believe there are several reasons why the FDA guided new TKI entrants to run 

against the first TKI, sorafenib. First, sorafenib is an established RCC treatment with 

known safety and efficacy profile. Second, by raising the efficacy bar for every new TKI 

entrant, the FDA would discourage competition and further drug development for RCC 

indication.  

Based on the prior precedent approvals, we do believe that the FDA will guide ALLR to 

randomize dovitinib vs sorafenib, just like the FDA guided the prior clinical trials of 

tivozanib (approved in 2021, 3L, PFS 5.6 mo vs 3.9 mo, HR=0.73) vs sorafenib, and 

axitinib (approved in 2012, 2L, PFS 6.7 mo vs 4.7 mo, HR=0.67) vs sorafenib. Other TKI 

inhibitors were approved based on randomization with non-TKI agents: cabozantinib 

(approved in 2016, 2L, PFS 7.4 mo vs 3.8 mo, HR=0.58) vs everolimus, lenvatinib + 

everolimus (approved in 2016, 2L, PFS 14.6 mo vs 5.5 mo, HR=9.37). 

So, we’d expect the FDA to agree on the randomized study of dovitinib vs sorafenib with 

patients pre-selected with DRP’s high score (67%). It would be a win for ALLR to run 

dovitinib against the generic and widely available sorafenib. However, given that sorafenib 

is not a preferred RCC drug in the US (Category 3, per NCCN), we think this may create a 

challenge in terms of enrolling patients. Thus, we’d think that ALLR would enroll patients 

in the ex-US geographies, which is a standard practice for many successfully approved 

third-to-market oncology drugs (Libtayo approved for NSCLC based on ex-US trials). 

Key Risk Factors 

In addition to typical economic and market risk factors that impact almost all biotech small-

cap stocks, we believe that the primary risks to our recommendation and price target of 

investment in ALLR shares include, but are not limited to:  

 

Commercial risk: Even if ALLR’s product, dovitinib, is approved by the FDA and other 

regulatory agencies, dovitinib may not be competitive in the market as other agents could 

be more efficacious and better tolerated by patients. 

 

Regulatory risk: dovitinib has not received approval from the FDA or EMA, and 

unexpected regulatory challenges or delays may appear during the regulatory approval 

process for ALLR’s dovitinib. ALLR will not be able to sell its products if it does not obtain 

the required US or foreign regulatory approvals. 

 

Clinical risk: ALLR’s main product in clinical development is dovitinib, which we think will 

be in the Ph3 trial with the readouts in 2024-2025. For the Ph3-level oncology drugs, the 

probability of clinical success is between 50% and 80%. Specifically for ALLR, the 

success of the trial is heavily dependent on the functional applicability of the DRP 

platform. 

 

Competition risk: There is a risk of competition from both existing products and other 

pipeline products under development for ALLR’s lead dovitinib. Even if ALLR’s lead 

product obtains regulatory approval, the commercial success may be impaired by the 

potential competition from other oncology agents, including TKIs.  

 

Manufacturing risk: ALLR’s lead product, dovitinib, may not be capable of being 

produced in commercial quantities at an acceptable cost, or at all. ALLR relies on third 

parties for its manufacturing activities. If the third parties fail to provide sufficient and 

timely supplies, ALLR may face manufacturing issues to support its development and/or 

commercialization activities. 
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IP risk: ALLR’s US patents for dovitinib are currently expected to expire by 2040 (based 

on the DRP companion diagnostic). However, ALLR’s IP could be challenged by other 

manufacturers even before the patent expiration.  

 

Financial risk: Since its inception, ALLR has incurred operating losses. ALLR is expected 

to continue to incur additional operating expenditures in the next several years as it 

continues the development of its lead product dovitinib and other oncology drug 

candidates. ALLR will require significant additional funding for the clinical development 

and may require the pre-launch clinical operations in the form of dilutive equity. 

 

The audited financial statements on December 31, 2021 and 2020 were prepared 

assuming that ALLR will continue operations as a going concern. 

 

Foreign market risk: ALLR’s future growth depends, in part, on its ability to access 

foreign markets, where the product would be subject to additional regulatory burden and 

market access/reimbursement uncertainties. 

 

ALLR has a limited operating history and has never generated any revenues other than 

from research grants and a limited number of DRP biomarker development agreements.  

 

ALLR identified material weaknesses in the internal control over financial reporting and 

has restated the financial statements for prior periods. If ALLR is unable to remediate 

these material weaknesses, the company may not be able to accurately or timely report 

the financial condition or results of operations, which may adversely affect ALLR business 

and stock price. 

 

If ALLR encounters difficulties enrolling patients in the ex-US or US clinical trials, the 

clinical development activities could be delayed or otherwise adversely affected. 

 

ALLR’s strategy involves risks and uncertainties that differ from other biotechnology 

companies that focus solely on new therapeutic candidates that do not have a history of 

failed clinical trials. 

 

As an ‘’emerging growth company”, ALLR may take advantage of certain exemptions from 

various public company reporting requirements, which may make ALLR stock less 

attractive to many investors.    

 

The company’s business, operations and clinical development plans and timelines and 

supply chain could be adversely affected by the effects of health epidemics, including the 

ongoing COVID-19 pandemic.  

  

International operations may expose the company to business, regulatory, political, 

operational, financial, pricing and reimbursement risks associated with doing business 

outside of the US. 

  

Because certain of the company’s stockholders control a significant number of shares of 

common stock, they may have effective control over actions requiring stockholder 

approval. 

  

If the company’s recently completed Recapitalization Share Exchange does not meet the 

expectations of investors or securities analysts or for other reasons the expected benefits 

do not occur, the market price of the company’s common stock traded on NASDAQ, may 

decline. 
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Upcoming Potential Catalysts 

ALLR is a rare example of a genomic diagnostic and therapeutic mix company. The 

business strategy of the company is to develop assets that were abandoned by large 

biopharma companies due to an all-comer clinical trial approach without pre-selecting 

patients who could better respond to the drug candidates. 

The FDA typically does not tend to approve drug candidates based on retrospective 

clinical trials. Accordingly, and likely as expected, the FDA issued an RTF (Refusal to File) 

letter in February 2022 in response to the new drug application for dovitinib in the RCC 

indication. 

At this time, the market is expecting that ALLR management will have a Type C meeting 

with the FDA within several weeks, where ALLR will discuss with the FDA the proposed 

design of the Ph3 registrational trial for dovitinib.  

Exhibit 1: Target Product Profile for dovitinib 

 

Source: ALLR investor presentation  

We largely expect the FDA to greenlight the Ph3 registrational trial of dovitinib + 

companion diagnostic DRP vs sorafenib, similar to the prior registrational trials of axitinib 

in 2012 and tivozanib in 2021. 

ALLR Stock Performance and Ownership 

ALLR stock was initially listed on NASDAQ on December 21, 2022.   
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Exhibit 2: ALLR stock performance during the last six months* 

 

Source: FactSet data                                                                                                                                     
* Past performance not indicative of future results. For informational purposes only. 

With the 52-wk-high share price of ~$18, the stock is currently traded below $3 as the 

investors apparently did not expect the setbacks with the dovitinib RTF letter.  

ALLR’s stock price is down ~77% during the last six months vs. down ~16% for the S&P 

500, down ~24% for the IBB, and down ~40% XBI.  

Exhibit 3: ALLR stock performance vs. SPY/IBB/XBI in the last 12 months* 

 

Source: FactSet data                                                                                                                                     
* Past performance not indicative of future results. For informational purposes only. 

Seemingly, the slide in ALLR stock was also exacerbated by the small-cap biotech 

weakness that led to a significant drop in the value of all high-risk and zero-revenue 

biotech companies.   

Equity Financing and Share Count 

When ALLR started trading on NASDAQ in December 2021, the company simultaneously 

closed a $20M PIPE investment with 20,000 newly issued shares of preferred stock plus 
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warrants to purchase ~2M of common stock. The main investor in this PIPE deal was 3i, 

LP.   

Due to the warrant structure of the PIPE deal, the 3i ownership does not show up in the 

top stockholder list of ALLR.   

Exhibit 4: Ownership of ALLR as of December 31, 2021 

 

Source: FactSet data 

With all equity investments and potentially dilutive shares (including all warrants and 

preferred stock), we expect ALLR to have ~14M shares at the end of 2Q22.  

Exhibit 5: ALLR share schedule 

  

Source: ALLR SEC filings; Ladenburg Thalmann & Co. estimates 

Our DCF valuation of ALLR is based on the forecasted number of fully dilutive shares at 

the end of 2023 (~41M).  

Company Overview 

At the core of ALLR’s value proposition is the proprietary DRP platform that may predict a 

response to a specific drug.   

Share Schedule 2020 2021 1Q22E 2Q22E 3Q22E 4Q22E 2022E 2023E

R&D + SG&A expenses 8,319           26,556         5,345           5,612           5,892           6,187           23,036         26,491         

Stock-based compensation 616              6,368           802              842              884              928              3,455           3,444           

Stock-based compensation as % of R&D+SG&A 7.4% 24.0% 15% 15.0% 15.0% 15.0% 15.0% 13%

Shares outstanding, BOP -              4,252           8,116           8,156           8,196           18,196         8,116           18,236         

+Additional shares 4,252           3,864           40                40                10,000         40                10,120         15,000         

     Issue Price 

Shares outstanding, EOP 4,252           8,116           8,156           8,196           18,196         18,236         18,236         33,236         

Avg. basic shares 3,265           6,359           8,136           8,176           13,196         18,216         13,176         25,736         

Option & Convertibles, EOP

Stock options, warrants, etc. 1,321           5,192           5,218           5,243           7,278           7,294           7,294           7,294           

   percentage dilution 31% 64% 64% 64% 40% 40% 40% 22%

Fully Diluted  Shares Outstanding, EOP 5,573           13,308         13,373         13,439         25,474         25,530         25,530         40,530         

Avg. Fully Diluted  Shares 3,265           6,359           13,341         13,406         19,457         25,502         19,442         33,030         
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ALLR is using this platform to advance therapeutic candidates by targeting patient 

populations that have gene signatures that may potentially correlate with drug efficacy and 

clinical response to treatment.  

Exhibit 6: DRP platform overview 

 

Source: ALLR investor presentation 

ALLR was founded in Denmark in 2004 by ALLR’s current Chief Scientific Officer, Steen 

Knudsen, Ph.D., and current Senior Vice President of Information Technologies, Thomas 

Jensen. 

Pipeline 

Just as many other biotech companies, ALLR is likely viewed through a prism of the lead 

candidate, dovitinib. Although the recent NDA for dovitinib has been denied, we believe 

this was mainly due to FDA’s long-standing preference not to consider drugs based on 

retrospective clinical trials only. We assume that once ALLR runs a prospective Ph3 trial, 

this NDA can be filed again.  
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Exhibit 7: ALLR pipeline 

 

Source: ALLR investor presentation 

ALLR has two other drug candidates in the Ph2 development, but we think similarly to 

dovitinib, these candidates would require prospective clinical trials and we are not sure 

what the plans of ALLR are given the current financing situation. 

DRP 

Typically, before trying DRP on prospective trials, ALLR may retrospectively validate the 

predictive power of the DRP for the specific drug or therapeutic candidate by accessing 

tumor biopsies (or gene expression data) from prior clinical trials of the drug, and then 

retrospectively predicting which patients may respond to that specific drug. 

ALLR believes it can retrospectively validate whether the DRP companion diagnostic 

would have correctly identified the patients who responded to the drug. ALLR also 

established a cutoff score for each DRP companion diagnostic to prioritize the responsive 

patients and de-prioritize the non-responsive patients in the tested population. It appears 

ALLR has a default DRP cutoff score for a given cancer drug at 50%, but we think it would 

be more practical to use a more stringent cutoff score for certain oncology indications, 

such as RCC. 
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Exhibit 8: DRP companion diagnostics scheme 

 

Source: ALLR investor presentation 

The DRP companion diagnostic platform has been retrospectively validated by using 

retrospective observational studies in more than 30 clinical trials that were conducted or 

sponsored by other companies (Novartis, investigators, and others). 

Most of these retrospective studies likely do not meet the FDA criteria for proof of efficacy 

and for the marketing authorization of DRP - PMA (premarket approval). 

Typically, the success of DRP technology is likely more with cytotoxic drugs and with 

direct affection of tumor cells, given the analyzed biopsy samples are well preserved.  

Exhibit 9: DRP validation via retrospective trials, per ALLR 

 

Source: ALLR investor presentation 

ALLR’s DRP companion diagnostics have been patented for more than 70 oncology 

agents for several indications.  
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Most importantly, the relevant DRP companion diagnostics have also been extensively 

published in peer-reviewed literature and presented at major healthcare conferences. 

Exhibit 10: DRP – list of publications 

 

Source: ALLR investor presentation 

For dovitinib specifically, ALLR is developing dovitinib together with the DRP companion 

diagnostic, which may enable a selection of the patients who are most likely to benefit 

from the dovitinib treatment.  

Dovitinib was previously tested in the Ph3 randomized clinical trial vs sorafenib, and this 

trial succeeded to prove non-inferiority to sorafenib but failed to prove superiority as there 

were no tools to pre-select patients better suited for dovitinib. 

ALLR plans to meet with the FDA to discuss the Ph3 study design for the future NDA of 

dovitinib. 
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Exhibit 11: DRP score calculation on dovitinib example 

 

Source: ALLR investor presentation 

The Dovitinib-DRP companion diagnostic is comprised of 58 expressed genes. This DRP 

was initially developed using cell line testing in the NCI60 panel, and the sensitivity of the 

60 cell lines to dovitinib was determined. Then, the examined difference in sensitivity was 

correlated to the examined baseline gene expression in the 60 cell lines, and 58 genes 

were identified as positively or negatively correlated. 

Dovitinib value proposition 

Dovitinib is a selective small molecule inhibitor targeting multiple tyrosine kinases. It 

concurrently inhibits FGFR (fibroblast growth factor receptors), VEGFR (vascular 

endothelial growth factor receptor), and PDGFR (platelet-derived growth factor receptor).  

Given that dovitinib shows a dual mechanism of action with anti-tumor effects via its anti-

proliferative activity and the anti-angiogenic activity, the applications of dovitinib could be 

far beyond just one indication. However, given prior clinical trials in RCC, we think it’s the 

shortest pathway to the FDA approval.   
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Exhibit 12: Dovitinib potential across several indications 

 

Source: ALLR investor presentation 

There are a number of multi-TKIs approved for RCC, including sunitinib and sorafenib that 

target VEGF pathways and had been the standard of care for patients with advanced 

RCC.  In the last decade, other anti-angiogenic agents such as bevacizumab in combo 

with interferon alpha, pazopanib, axitinib, and cabozantinib have also been approved by 

the FDA for advanced RCC. 

Dovitinib’s prior clinical data may support the further clinical development in GIST, 

endometrial cancer, breast cancer, RCC, and HCC indications. This further development 

may be strengthened by the DRP-guided pre-selection of patients.  

Exhibit 13: Dovitinib potential in RCC 

 

Source: ALLR investor presentation 

Another promising indication where dovitinib may succeed is HCC, which is characterized 

by the overexpression of FGFRs and corresponding FGF ligands. HCC represents 80% of 

primary liver cancers, with a majority of them being diagnosed at late stages.  
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Sorafenib, as a VEGFR and PDGFR inhibitor, was the first effective antiangiogenic 

therapy for advanced HCC and remained the only approved treatment for a decade. 

Subsequently, other TKIs were approved for the HCC indication. Currently, the TKIs are 

the 2L therapy in the HCC, and this market is continuing to grow due to the extended 

survival of patients.  

Exhibit 14: Dovitinib potential in HCC 

 

Source: ALLR investor presentation 

The HCC registrational trial for dovitinib may be performed as the Simon two-stage design 

trial with a prespecified ORR and some 67% DRP score. However, the HCC trial is likely 

the strategy of ALLR once RCC trial is up and running or if/when ALL is acquired by a 

larger biopharma player. 

Dovitinib Data and Studies  

Dovitinib has been studied in more than 30 clinical trials, of which more than 20 were 

sponsored by dovitinib’s prior owner, Novartis. 

The prior pivotal RCC 560-patient study of dovitinib versus sorafenib in patients with 

metastatic RCC patients who had at least two lines of therapy was completed in 2014-

2015 (NCT01223027), with the primary endpoint of PFS.  

ALLR applied its dovitinib-DRP companion diagnostic to retrospectively identified patients 

who may be more receptive to the dovitinib therapy, but the FDA still required a 

prospective trial confirming the validity of DRP companion diagnostic.  

Dovitinib Ph3 data 

Based on the anti-tumor effect of dovitinib against advanced RCC in Ph1/2 trials, Novartis 

conducted a Ph3 registrational trial designed to show superiority over sorafenib. This 

pivotal, open-label, randomized, multi-center study was designed to compare the anti-

cancer activity of dovitinib versus sorafenib in patients with metastatic RCC after failure of 

anti-angiogenic (one VEGF-targeted and one mTOR inhibitor) and other therapies. The 

randomization was a 1:1 ratio to dovitinib 500 mg/day 5 days on/2 days off vs. sorafenib 

400 mg BID.  

The trial failed its primary anti-cancer activity endpoint of superiority (to sorafenib) PFS as 

determined by central radiology assessment (the median PFS was 3.7 months and 3.6 
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months in the dovitinib and sorafenib arms, respectivel,y and the HR 0.86 (95% CI: 0.72, 

1.04).  

Exhibit 15: PFS curves in the Ph3 dovitinib vs sorafenib trial 

 

Source: Motzer et al, 2014, “Dovitinib versus sorafenib for third-line targeted treatment of patients with 
metastatic renal cell carcinoma: an open-label, randomized phase 3 trial” 

The median overall survival was 11.9 months for the dovitinib arm and 11.2 months for the 

sorafenib arm, respectively (HR: 0.95; 95% CI: 0.78, 1.15).  
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Exhibit 16: OS curves in the Ph3 dovitinib vs sorafenib trial 

 

Source: Motzer et al, 2014, “Dovitinib versus sorafenib for third-line targeted treatment of patients with 
metastatic renal cell carcinoma: an open-label, randomized phase 3 trial” 

The superiority observed in terms of PFS and OS was not statistically significant. 

Subsequently, Novartis did not pursue further development. However, the trial established 

that dovitinib is non-inferior (equivalent therapeutic benefit) to sorafenib with respect to 

PFS and OS.  

ALLR, in turn, ran a retrospective analysis of dovitinib vs sorafenib with the DRP-guided 

selection of patients with 50% and 67% cutoff scores.  The results of the dovitinib DRP 

study with 50% DRP score (n=49) showed a 14.95-month median OS for DRP-selected 

dovitinib-treated patients versus an 11.20-month median OS for sorafenib-treated 

patients. A comparison of these medians yields an unadjusted HR of 0.685 (95% CI 0.47, 

0.99; p=0.044). 

Additionally, if the DRP score is increased to 67% (n=15) then the median OS in the 

dovitinib arm becomes 20.6 months. 

On the PFS side of efficacy, the 67% score for dovitinib DRP improved the PFS to 5.7 

months vs 3.6 months in the sorafenib arm, with an unadjusted HR of 0.42 (95% CI 0.21, 

0.86; p=0.0174). 
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Exhibit 17: PFS curves in the Ph3 dovitinib vs sorafenib retrospective analysis ran 
by the ALLR team 

 

Source: ALLR 10-K SEC filing  

Given that dovitinib’s initial primary endpoint in the Ph3 Novartis-run clinical trial was PFS, 

as well as the fact that PFS was the primary endpoint of the other already approved TKIs, 

we believe it would make sense for ALLR to pursue a 67% cutoff score for dovitinib trials 

with the PFS as the primary endpoint for potential approval (this would also shorten the 

trial period as the target PFS would be 7-8 months).   

Competitive and Comparable Assets 

RCC is an oncology indication with ~80,000 new cases diagnosed each year in the US 

alone. Every year, there are 14,000 registered deaths from RCC in the US.  

Around 30% of the RCC patients have advanced disease at the time of diagnosis, and 15-

20% of these patients eventually progress on the first- and second-line treatments 

approved by the FDA and recommended by NCCN. 

In the first-line setting of advanced RCC, the established therapeutic options include 

agents conferring VEGF pathway inhibition, (sunitinib, pazopanib, and cabozantinib), 

mTOR- pathway inhibition (everolimus, temsirolimus), and a combo of immune-oncology 

with a TKI agent. 

In the subsequent treatment setting, there is a number of potential treatment options, 

including TKIs such as axitinib, cabozantinib, lenvatinib in combination with everolimus, 

and checkpoint inhibitors nivolumab and pembrolizumab. The optimal sequence of 

therapy is constantly being updated due to the heterogeneous nature of RCC and specific 

patient profiles.  
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Tivozanib was recently approved in the third-line setting of RCC. However, the NCCN 

currently recommends tivozanib as the “other recommended regimen” in the subsequent 

lines of the RCC therapy.  

Exhibit 18: Top RCC drugs, by 2026* 

 

Source: 2022 EvaluatePharma, Evaluate Ltd                                                                          
*Ladenburg Thalmann & Co Inc. does not cover any of the companies listed in the table. Mention of 
specific companies not covered by Ladenburg Thalmann & Co Inc. is not a recommendation to buy, 
hold or sell the securities mentioned 

Given the front-line setting of nivo and pembro, it appears both of these checkpoint 

inhibitors will capture a significant market share. However, cabozantinib, a TKI agent, 

given its combo first line Category 1 recommendation from NCCN will likely score $1.8B in 

the RCC indication by 2026 (per EvaluatePharma consensus). 

Tivozanib 

Tivozanib was initially approved in Europe in 2017 in advanced RCC patients. The 

approval was based on the TIVO-1 study that compared tivozanib to sorafenib. However, 

the sales in Europe never took off likely due to the broad inclusion criteria for TIVO-1 

patients (treatment naïve or after one prior systemic treatment). 

Subsequently, tivozanib’s sponsor Aveo (AVEO, $4.16, Not Rated) ran another, TIVO-3, 

clinical trial in the third-line RCC setting that eventually led to tivozanib’s approval in the 

US in 2021. 
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Exhibit 19: Tivozanib Ph3 pivotal study design 

 

Source: Aveo website 

Specifically, in the TIVO-3 trial, the DoR (duration of response) was significantly higher on 

the tivozanib arm, which eventually contributed to the superior PFS. 

Exhibit 20: DoR in TIVO-3 study of tivozanib 

 

Source: Aveo website 

The OS in the TIVO-3 trial did not meet statistical significance, which tells us that probably 

dovitinib DRP trial should not focus on OS at all. As a matter of fact, most TKI RCC 

indications were approved on PFS endpoints only. 
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Exhibit 21: OS in TIVO-3 study of tivozanib 

 

Source: Aveo website 

Tivozanib’s current FDA label includes only third line RCC, but we do expect Aveo to 

expand tivozanib label given several ongoing tivozanib trials (HCC, combo with nivo). 
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Exhibit 22: Tivozanib prescribing information 

 

Source: FDA website 

The consensus 2028 tivozanib global sales are around $390M. 
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Exhibit 23: Tivozanib forecasted sales (consensus) 

 

Source: 2022 EvaluatePharma, Evaluate Ltd. 

Importantly, as it relates to ALLR P&L model, it appears AVEO spent around 150% of its 

2021 sales on SG&A expenses, which is not significant in our view (that number could 

have been higher).    
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Exhibit 24: Aveo P&L in 2019-2021 

 

Source: Aveo 2021 10-K filing 

For tivozanib-dedicated R&D expenses, Aveo spent $12M-$17M per year in the last three 

years (we model similar numbers for ALLR’s dovitinib). 

Exhibit 25: Aveo’s R&D expenses on tivozanib 

 

Source: Aveo 2021 10-K filing 

Overall, we think there are multiple takeaways from Aveo’s case study to be applied in 

ALLR clinical development.   

Axitinib 

Axitinib was initially approved in 2012 for advanced RCC patients who failed at least one 

prior therapy. 
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Exhibit 26: Axitinib prescribing information 

 

Source: FDA website 

The Ph3 trial showed a PFS advantage over sorafenib (6.7 vs 5.6 months) and HR of 

0.67. 

Axitinib is only approved for RCC indication, but in various settings: 1L combo with 

avelumab and pembrolizumab and 2L single-agent.  
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Exhibit 27: Axitinib (Inlyta) forecasted sales: patent expiration in 2025 

 

 

Source: 2022 EvaluatePharma, Evaluate Ltd. 

The consensus peak sales for axitinib are $1.3B in 2023 (only RCC).  

Cabozantinib 

Cabozantinib was initially approved in 2012 for thyroid cancer. Subsequently, cabozantinib 

secured approvals in HCC and RCC indications. 
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Exhibit 28: Cabozantinib prescribing information 

 

Source: FDA website 

Cabozantinib is probably one of the most successful TKI drugs, due to its broad label 

(three cancer indications) and first-line combination setting with nivolumab in RCC. 

Aydin Huseynov, M.D., CFA 212.409.2056 Allarity Therapeutics Inc. (ALLR)

Page 26



 

 

Exhibit 29: Cabometix (cabozantinib) sales forecast, consensus 

 

Source: 2022 EvaluatePharma, Evaluate Ltd. 

The consensus 2028 sales of cabozantinib are $3.5B globally.  

Sorafenib 

Sorafenib is the first effective TKI drug approved for RCC in 2005. 
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Exhibit 30: Sorafenib prescribing information 

 

Source: FDA website 

Subsequently, sorafenib secured FDA approvals for HCC and thyroid cancers, which 

helped sorafenib reach $1B in sales in peak 2014-2015 years, before other newly-

approved drugs pushed sorafenib to subsequent lines. 
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Exhibit 31: Nexavar (sorafenib) historic sales: patent expired in 2020 

 

Source: 2022 EvaluatePharma, Evaluate Ltd. 

Sorafenib is not a preferred treatment for RCC anymore (Category 3 NCCN 

recommendation) as many other new drugs showed superiority over sorafenib in the RCC 

trials. 

However, given sorafenib’s patent expired in 2020, this may reduce the costs of clinical 

trials for new entrants (if these trials are run ex-US, as it would be hard to recruit RCC 

patients in the US with sorafenib comparator arm). 

Foundation Medicine 

Foundation Medicine (FMI) is a genomic testing company that was acquired by Roche 

(RHHBY, $43.43, Not Rated) in 2018 in a $2.4B deal. 

FMI marketed itself as a comprehensive genomic profiling company with molecular tests 

that may become the standard of care for oncology patients. The FMI platform included 

proprietary methods and algorithms for analyzing oncology biopsies and for incorporating 

that data into clinical care in a concise interface.  

The FMI’s advantage included genomic insights about patients’ individual tumor 

characteristics obtained from the biopsy analysis, which would enable physicians to 

optimize treatments. Most importantly, the biopharma companies (like Roche) would 

develop targeted therapies and immunotherapies more precisely and effectively. 

The lead FMI product, FoundationOne, was approved by the FDA as a companion 

diagnostic for a variety of solid tumors, including NSCLC, CRC, ovarian, breast, and 

melanoma.   
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Exhibit 32: FoundationOne companion diagnostic indications 

 

Source: Foundation Medicine website 

In total, FoundationOne guided at least 17 targeted therapies across five solid tumor 

indications with predictive genomic signatures for immune-oncology patient selection, 

including MSI and TMB.  

FoundationOne utilizes molecular profiling (~315 biologically relevant cancer genes for all 

classes of genomic alterations) via its proprietary comprehensive genomic platform with 

computational biology and information technology capabilities to perform both 

retrospective and prospective analyses of clinical trials.  

We use the example of Foundation Medicine to show the prospects of ALLR’s DRP 

platform if applied broadly in the diagnostic industry.  

However, ALLR is not a diagnostic company, but a therapeutic company with a specific 

focus on drug candidates.  

With the molecular profiling approach used by ALLR, we believe ALLR may have a 

measurable chance to achieve a superior PFS of dovitinib vs sorafenib in the RCC setting.  

Genomic Health 

Genomic Health is a genomic test diagnostic company acquired by Exact Sciences 

(EXAS, $49.86,  Not Rated) in 2019 in a $2.8B deal.  

Genomic Health had an Oncotype IQ genomic platform that translated genomic data into 

clinically actionable results via so-called predictive scores, similar to those of DRP. 

However, the main difference with DRP is that Oncotype IQ has only been used for 

predictive purposes – the likelihood of the specific chemotherapies being helpful for 

patients. Whereas DRP is aspiring to be used for therapeutic purposes in a companion 

diagnostic status. 

For example, the prognostic score of the Oncotype Dx test would give a probability of 

therapeutic benefit of chemotherapy and would guide physicians and patients toward 

more appropriate therapeutic choices. The Oncotype Dx score resembles that of DRP, 

with the difference that Genomic Health sold the tests on its own and build the business 

as a diagnostic company, whereas ALLR is attempting to build a drug company with 

guided precision oncology tools as a competitive advantage. 
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Exhibit 33: Oncotype Dx prognostic score 

 

Source: Cancer.gov website 

Oncotype Dx chemotherapy panel (genomic panel) includes more than 20 genes – it is 

less comprehensive than FoundationOne, but more applicable regarding specific 

chemotherapy treatments. 

Exhibit 34: Oncotype Dx chemotherapy gene panel 

 

Source: McVeigh et al, 2017, “Clinical use of the Oncotype DX genomic test to guide treatment 
decisions for patients with invasive breast cancer” 

The current sales of Oncotype Dx (and other) tests are around $500M per year, with the 

average price per test likely below $5,000. 
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Exhibit 35: Exact Sciences sales: Precision Oncology is mostly driven by Oncotype 
Dx sales 

 

Source: Exact Sciences investor presentation 

Exact Sciences is a diagnostic company that likely does not see the value of genomic 

testing beyond diagnostic revenue generation. However, we believe that if the genomic 

testing is applied toward patient selection for specific drug candidates, the upside from the 

monetization of genomic testing platform could be more significant. 

Early-Stage and Other Pipeline 

ALLR is also developing two other clinical-stage agents, stenoparib and ixabepilone, as 

well as some other earlier-stage drug candidates. Although we acknowledge the clinical 

value of those agents in the ALLR’s pipeline, we think the driver agent dovitinib 

overshadows any updates from the rest of the pipeline.  

Additionally, we are not yet able to see shortcuts to hypothetical approvals for the ALLR 

early-stage agents. We will re-evaluate those agents as ALLR updates the investor 

community on the development status. 

PARP inhibitor: stenoparib 

Stenoparib is a PARP inhibitor that was formerly developed by a large Japan-based 

biopharma company. 
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Exhibit 36: Stenoparib DRP companion diagnostic may improve ORR 

 

Source: ALLR investor presentation 

Stenoparib appears to be the only PARP inhibitor capable of penetrating the blood-brain 

barrier and without myelotoxicity.  

Exhibit 37: Stenoparib potential advantages over other PARP inhibitors 

 

Source: ALLR investor presentation 

For stenoparib development, perhaps more clarity is needed for investors to evaluate the 

regulatory path going forward. The perception of stenoparib path forward may also be 

improved by the dovitinib regulatory updates, in our view.  

Intellectual Property 

Based on the SEC filings and investor presentations, ALLR has several layers of issued 

and pending patents related to dovitinib and the proprietary DRP platform. 

For dovitinib in-licensed IP, the composition of matter patents are scheduled to expire in 

2031. 
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Exhibit 38: Likely original dovitinib’s composition of matter patent out-licensed to 
ALLR 

 

Source: USPTO website 

For the ALLR-owned patents covering DRP technology in conjunction with dovitinib, the 

currently scheduled expiration is in 2040. 
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Exhibit 39: DRP-related patent 

 

Source: USPTO website 

For our models, we assume a patent expiration will occur at least in 2040 with peak 

revenue in 2040 as well.  

Modeling: dovitinib  

To model the P&L of dovitinib we took into account several inputs – possible pricing of 

dovitinib, Gross-to-Net discounts (GtN), price growth, rest of the world (RoW) factor, 

competition, and other factors. 

Our current model suggests the RCC third-line single-agent indication for dovitinib, based 

on the Ph3 non-inferiority data of dovitinib vs sorafenib. 

Pricing 

The monthly pricing of a TKI agent that treats a broad range of tumors can be assumed on 

par with approved other TKI medicines - cabozantinib (~$25K), axitinib (~$18K), lenvatinib 

(~$22K), or the very recently approved tivozanib (~$25K).  

However, the monthly pricing calculations for the TKI comparators are somewhat 

complicated due to the various frequency and dosage regimens across specific indications 

and sub-indications of the respective agents. Additionally, combinational regimens with 

checkpoint inhibitors may create an incremental financial burden for payers and providers 

alike. 
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On average, however, the monthly pricing does not seem to exceed ~$25K per month, 

which we think would be appropriate pricing for dovitinib, without raising the eyebrows of 

payers and government agencies (CMS). 

Exhibit 40: Dovitinib sales model 

 

Source: Ladenburg Thalmann & Co. estimates 

Other assumptions 

We assume a 20% Gross-to-Net (GtN) discount, reflecting an approximate GtN of 

crowded oral oncology markets.  

2% price growth y/y reflects the long-term GDP growth and inflation, which can actually be 

even higher than the conventional Fed-targeted 2%. 

For the risk adjustment, we use 50% PoS to represent a conservative PoS from Ph3 to 

approval for a Ph3-tested, non-inferior TKI agent that may have a better effect on 

treatment for patients pre-selected with high DRP scores.  

Our forecasted first approval year for the RCC indication starts in 2025, but this data may 

change based on the FDA feedback on the Ph3 trial design and the operational 

consistency of ALLR team.  

50% RoW factor reflects the RoW factor of other oncology agents (pembro, nivo, TKIs). 

We currently model risk-unadjusted peak sales of dovitinib to be around $480M in 2040.  

Leadership 

Steve Carchedi, Chief Executive Officer 

Steve Carchedi has been the CEO and Director since September 2019. Mr. Carchedi has 

more than 30 years of commercial industry experience focused on oncology. Mr. Carchedi 

Dovitinib in RCC

Total Sales of dovitinib 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E 2034E 2035E 2036E 2037E 2038E 2039E 2040E
US Sales ($M) 32 67 102 140 156 173 190 208 227 247 268 290 298 306 314 323

RoW Sales ($M) 16 33 51 70 78 86 95 104 114 124 134 145 149 153 157 161

Total Sales ($M) 49 100 154 211 234 259 285 312 341 371 402 435 447 459 471 484

WAC price as of today 25,000     

Gross-to-net discount 20%

Price growth 2%

Risk adjustment at current stage 50%

ROW factor 50%

Launch

US dovitinib patient model 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E 2034E 2035E 2036E 2037E 2038E 2039E 2040E
US population (000) 332,404 334,730 337,074 339,433 341,809 344,202 346,611 349,037 351,481 353,941 356,419 358,914 361,426 363,956 366,504 369,069 371,653 374,254 376,874

% yoy growth 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7% 0.7%

% Prevalence of renal and pelvic cancer 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2%

Prevalence of renal and pelvic cancer 600,000 604,200 608,429 612,688 616,977 621,296 625,645 630,025 634,435 638,876 643,348 647,851 652,386 656,953 661,552 666,183 670,846 675,542 680,271

% Proportion of renal cancer that are RCC 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85% 85%

RCC patients 510,000 513,570 517,165 520,785 524,431 528,102 531,798 535,521 539,270 543,044 546,846 550,674 554,528 558,410 562,319 566,255 570,219 574,211 578,230

% Proportion of RCC that are clear cell 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70% 70%

Clear cell RCC patients 357,000 359,499 362,015 364,550 367,101 369,671 372,259 374,865 377,489 380,131 382,792 385,472 388,170 390,887 393,623 396,379 399,153 401,947 404,761

% Proportion of RCC distant and regional 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31% 31%

RCC patients 110,670 111,445 112,225 113,010 113,801 114,598 115,400 116,208 117,022 117,841 118,666 119,496 120,333 121,175 122,023 122,877 123,738 124,604 125,476

% Proportion of metastatic RCC progressing on 1L Tx 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30%

Metastatic RCC patients 33,201 33,433 33,667 33,903 34,140 34,379 34,620 34,862 35,106 35,352 35,600 35,849 36,100 36,352 36,607 36,863 37,121 37,381 37,643

% Proportion of metastatic RCC progressing on 2L Tx 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Metastatic RCC patients 16,601 16,717 16,834 16,952 17,070 17,190 17,310 17,431 17,553 17,676 17,800 17,924 18,050 18,176 18,303 18,432 18,561 18,691 18,821

% Patients eligible for dovitinib (exclusion criteria) 25% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0% 25.0%

Patients eligible for dovitinib (exclusion criteria) 4,150 4,179 4,208 4,238 4,268 4,297 4,328 4,358 4,388 4,419 4,450 4,481 4,512 4,544 4,576 4,608 4,640 4,673 4,705

% Market share of dovitinib in RCC 3% 6% 9% 12% 13% 14% 15% 16% 17% 18% 19% 20% 20% 20% 20% 20%

Patients on dovitinib 127 256 387 519 567 614 663 712 762 812 863 915 922 928 935 941

Times of administration 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

WAC Price ($000) 25,000 25,500 26,010 26,530 27,061 27,602 28,154 28,717 29,291 29,877 30,475 31,084 31,706 32,340 32,987 33,647 34,320 35,006 35,706

% yoy growth 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2% 2%

Gross-to-net discount 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20% 20%

Net price 20,000 20,400 20,808 21,224 21,649 22,082 22,523 22,974 23,433 23,902 24,380 24,867 25,365 25,872 26,390 26,917 27,456 28,005 28,565

Sales of dovitinib in RCC  ($M) 32            67            102          140          156          173          190          208          227          247          268          290          298          306          314          323          

Risk adj. net sales ($M) 16            33            51            70            78            86            95            104          114          124          134          145          149          153          157          161          

RoW dovitinib patient model 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E 2034E 2035E 2036E 2037E 2038E 2039E 2040E
RoW Factor 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Total RoW Sales ($M) 16            33            51            70            78            86            95            104          114          124          134          145          149          153          157          161          

Risk adj. net sales ($M) 8               17            26            35            39            43            48            52            57            62            67            72            74            76            79            81            
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was previously CEO of Apexian Pharmaceuticals (2016-2019), an early-stage oncology 

company. He also served as CEO and Director at Raphael Pharmaceuticals (formerly 

Cornerstone Pharmaceuticals), an oncology company focused on cancer metabolism, 

from 2014 to 2016. From 2012 to 2013, Mr. Carchedi served as the SVP of Commercial 

Operations for Mallinckrodt Pharmaceuticals and led the company’s listing on NYSE. In 

addition, Mr. Carchedi was the Chief Marketing Officer at General Electric from 2010 to 

2012, the Franchise Vice President for Sales and Marketing at Johnson & Johnson from 

2005 to 2008, a Director of the Oncology Product Group-Global Oncology Franchise 

Leader at Eli Lilly & Company from 1998 to 2003, and a Director of Marketing Strategy, 

Business Development, and Product Planning at Bristol Myers Squibb from 1989 to 1998.  

Mr. Carchedi received a BS in Marketing from West Chester University and an MBA in 

Marketing from Drexel University. 

Jens Knudsen, Chief Financial Officer 

Jens Knudsen has been the CFO since November 2020. Mr. Knudsen has over 30 years 

of experience as a Vice President of Finance and Controller in several public and private 

companies, including in the life sciences sector. Prior to joining ALLR, Mr. Knudsen 

served as Vice President of Finance & Operations at Metabo Corporation from June 2012 

to September 2020. Prior to that, he served as Controller at multiple companies, including 

Eurand Pharmaceuticals, from April 2008 to June 2012, Beijing Med-Pharm Corporation 

from June 2005 to April 2008, and Eximias Pharmaceutical Corporation from May 2004 to 

June 2005.  

Mr. Knudsen received his BS degree in Economics and Business from the Copenhagen 

Business School, is a Certified Public Accountant (CPA), and holds an MBA degree from 

Philadelphia University. 

James Cullem, Senior Vice President, Corporate Development 

James Cullem has been the Senior Vice President, Corporate Development since October 

2019. Mr. Cullem is an experienced biotechnology executive and previously served as the 

Vice President, Corporate Development of the predecessor company from August 2014 to 

September 2019. From 2017 to 2020, Mr. Cullem was the co-founder and a board 

member of 2X-Oncology (later Oncology Venture US), the subsidiary. From 2014 to 2018, 

he was the Vice President of Corporate Development of the Medical Prognosis Institute, 

an international precision medicine company. He has 20+ years of diverse experience in 

life sciences organizational management, business development and licensing, intellectual 

property and technology transfer/commercialization, partnership creation/management, 

and strategic planning as a member of executive teams. During his tenure, Mr. Cullem has 

been responsible for the identification and acquisition of the lead clinical oncology assets, 

including dovitinib (from Novartis) and stenoparib (from Eisai). He leads the company’s 

business development discussions as well as clinical program out-licensing and 

partnership negotiations, both in the US and worldwide. He founded and led several early-

stage biotech companies.   

Mr. Cullem holds a BS degree in Biochemistry from The University of California at Davis, a 

Juris Doctorate (JD) degree from The University of New Hampshire Franklin Pierce 

School of Law, specializing in patent & IP law, and is a registered patent attorney before 

the United States Patent & Trademark Office. 

Steen Knudsen, Chief Scientific Officer 

Steen Knudsen has been the Chief Scientific Officer since 2006. Dr. Knudsen is a co-

founder of the predecessor Allarity Therapeutics A/S and the inventor of DRP technology, 

which is ALLR’s core technology and companion diagnostics platform. Dr. Knudsen is also 
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a former Professor of Systems Biology with extensive expertise in mathematics, 

bioinformatics, and biotechnology. He co-founded ALLR’s predecessor company in 2004 

and served as its CEO from 2004 to 2006. Dr. Knudsen also previously served as a 

member of the predecessor’s Board of Directors from 2016 to 2020. In addition, Dr. 

Knudsen also currently serves as the Chief Executive Officer of MPI, the operating 

subsidiary in the US.  

Dr. Knudsen holds an MSc degree in Engineering from the Technical University of 

Denmark and a Ph.D. degree in Microbiology from the University of Copenhagen. He 

received postdoctoral training in computational biology from Harvard Medical School. 

Marie Foegh, M.D., Chief Medical Officer 

Marie Foegh has been the Chief Medical Officer since January 2018. Dr. Foegh previously 

served as Chief Medical Officer of ALLR’s subsidiary, 2X-Oncology (later Oncology 

Venture US) from 2016 to 2018. Dr. Foegh has thirty years of experience in the biopharma 

industry has a track record leading clinical development of therapeutics, including 

regulatory and medical affairs. She is also Adjunct Clinical Professor at Georgetown 

University, Department of Medicine and Adjunct Professor at New York Medical College, 

Department of Pharmacology. Dr. Foegh was the Chief Medical Officer and cofounder of 

Ell Imaging, an ultrasound device company, from 2014 to 2016. She serves as the Chair 

of the Board of Directors at the device company, Injecto A/S, since 2014. Dr. Foegh leads 

clinical development of the current precision medicine oncology pipeline, including 

stenoparib, dovitinib, and Ixempra. Dr. Foegh previously led the development and 

regulatory approval of more than 10 novel drug products in the US and UK, within 

oncology, endocrinology, and cardiology. Dr. Foegh has experience in regulatory 

interactions with the FDA and EMA, including INDs, NDAs, and IDEs (for predictive 

biomarkers and/or companion diagnostics). 

Dr. Foegh holds a Medical Doctor (M.D.) degree and a Doctor of Science (Dr.Sc.) degree 

from Copenhagen University, Denmark, and is a member of the American College of 

Physicians (ACP), American Medical Association (AMA), the American Society of Clinical 

Oncology, and the American College of Obstetricians and Gynecologists (ACOG). 

DCF Valuation 

Our 12- to 18-month price target of $8 for ALLR is based on a DCF valuation 

methodology. We assume a WACC of 12% and a residual growth rate of -5% (small 

molecule) after 2040, with the anticipated single-agent launch of dovitinib in the RCC 

indication in 2025, and with the peak sales and patent expiration in 2040 (due to the DRP 

patent exclusivity applicable to dovitinib). We anticipate (model) for ALLR to have a June 

30, 2022, cash and equivalents balance of ~$10M. 
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Exhibit 41: ALLR’s DCF valuation 

 

Source: Ladenburg Thalmann & Co. estimates 

We forecast WW 2040 risk-adjusted sales of dovitinib to be $242M driven by dovitinib 

RCC indication with a 50% probability of success.  

Financials 

We expect risk-unadjusted sales of ALLR to reach $484M WW in 2040 (peak year), driven 

by the RCC indication for dovitinib. Currently, ALLR appears to have the worldwide rights 

for dovitinib, so we assume that most of the dovitinib-related P&L will be retained by 

ALLR. 

We assume an ~$25,000 price per month for dovitinib with a minimum treatment duration 

of 12 months. 

NPV 174

Discount Rate 12.0%

Shares Outstanding 41

PV/Share 4.29

Terminal Year

Terminal Value Growth Rate -5.0%

Terminal Value 695

Present Value of TV 134

Debt 10

Cash 10

Equity Value 308

Price Target $8
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Exhibit 42: ALLR P&L Forecast 

 

Source: ALLR SEC filings; Ladenburg Thalmann & Co. estimates 

  

Allarity Therapeutics (ALLR)
($1000s, except per share data)   [FY - Dec]

2020 2021 1Q22E 2Q22E 3Q22E 4Q22E 2022E 2023E 2024E 2025E 2026E 2027E

Total Risk-adjusted Revenues -              -               -              -              -              -              -               -               -               24,285           49,889           76,864          

dovitinib, risk-unadjusted -                  -                   -                  -                  -                  -                  -                   -                   -                   48,571           99,778           153,729        

Probability of success 50% 50% 50% 50%

dovitinib, risk-adjusted -                  -                   -                  -                  -                  -                  -                   -                   -                   24,285           49,889           76,864          

R&D revenue -               -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Total revenues, un-adjusted -                  -                   -                  -                  -                  -                  -                   -                   -                   48,571           99,778           153,729        

Cost of Goods

COGS -                  -                   -                  -                  -                  -                  -                   -                   -                   2,429             4,989             7,686            

Gross profit -                  -                   -                  -                  -                  -                  -                   -                   -                   21,857           44,900           69,178          

Operating expenses

Research and development (GAAP) 4,218           14,196          2,857           2,999           3,149           3,307           12,312          14,159          16,283          18,725           14,967           19,216          

Adjusted Research and development (non-GAAP) 3,910           11,012          2,456           2,579           2,707           2,843           10,585          12,437          14,303          15,614           11,724           15,469          

   Share-based Compensation to R&D 308              3,184            401              421              442              464              1,728            1,722            1,980            3,111             3,243             3,747            

   % of total share-based compensation 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Selling, general and administrative (GAAP) 4,101           12,360          2,488           2,612           2,743           2,880           10,724          12,332          14,182          29,142           34,922           38,432          

Adjusted Selling, General and Administrative (non-GAAP) 3,793           9,176            2,087           2,192           2,301           2,416           8,996            10,610          12,202          26,031           31,679           34,685          

   Share-based Compensation to SG&A 308              3,184            401              421              442              464              1,728            1,722            1,980            3,111             3,243             3,747            

   % of total share-based compensation 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Total share-based compensation (excluded from non-GAAP Op Ex) - R&D and SG&A only616              6,368            802              842              884              928              3,455            3,444            3,960            6,223             6,486             7,494            

Proceeds from sales of IP -                  (1,005)           -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Total operating expenses (COGS, R&D, SG&A, in-process R&D) 8,319           25,551          5,345           5,612           5,892           6,187           23,036          26,491          30,465          50,296           54,878           65,335          

Operating income (loss) (8,319)          (25,551)         (5,345)          (5,612)          (5,892)          (6,187)          (23,036)         (26,491)         (30,465)         (26,011)          (4,989)            11,530          

Interest income (expense) (320)            (499)              -              -              -              -              -               147               411               705                1,161             1,404            

Finance costs -                  (1,347)           -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Loss (gain) on investment 708              (495)              -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Foreign exchange losses (gains), net 62                (95)               -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Fair value adjustment of derivative liabilities 2,131           2,087            -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Loss on extinguishment of convertible debt (108)            (141)              -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Change in fair value of convertible debt (573)            (474)              -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Total non-operating income (expense) 1,900           (964)              -                  -                  -                  -                  -                   147               411               705                1,161             1,404            

Pre-tax income (loss) (6,419)          (26,515)         (5,345)          (5,612)          (5,892)          (6,187)          (23,036)         (26,344)         (30,054)         (25,306)          (3,828)            12,934          

Income tax benefit (expense) or adjustment (198)            (133)              -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Tax rate 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%

Net income (loss) (6,617)          (26,648)         (5,345)          (5,612)          (5,892)          (6,187)          (23,036)         (26,344)         (30,054)         (25,306)          (3,828)            12,934          

Other comprehensive loss, net of tax 2,476           (1,975)           -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Total other comprehesive income (loss) 2,476           (1,975)           -                  -                  -                  -                  -                   -                   -                   -                    -                    -                   

Comprehensive income (loss) (4,141)          (28,623)         

Basic shares outstanding, average 3,265 6,359 8,136 8,176 13,196 18,216 13,176 25,736 43,236 63,236 73,236 73,236

Diluted shares outstanding, average 3,265 6,359 13,341 13,406 19,457 25,502 19,442 33,030 50,530 70,530 80,530 80,530

Diluted shares outstanding, EOP 5,573 13,308 13,373 13,439 25,474 25,530 25,530 40,530 60,530 80,530 80,530 80,530

GAAP EPS (basic) ($2.03) ($4.19) ($0.66) ($0.69) ($0.45) ($0.34) ($2.13) ($1.02) ($0.70) ($0.40) ($0.05) $0.18

GAAP EPS (diluted) ($2.03) ($4.19) ($0.66) ($0.42) ($0.45) ($0.34) ($1.86) ($1.02) ($0.70) ($0.40) ($0.05) $0.16
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Exhibit 43: ALLR Balance Sheet Forecast 

 

Source: ALLR SEC filings; Ladenburg Thalmann & Co. estimates 

 

Allarity Therapeutics (ALLR)
($000's)   [FY - DEC] 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E

Assets

Current Assets:

Cash and cash equivalents 298              19,555         19,573         26,343         49,962         80,821         82,375         101,815       

Other current assets	 335              625              625              625              625              625              625              625              

Tax credit receivable	 908              838              838              838              838              838              838              838              

Prepaid expenses 174              36                14                662              914              1,509           1,646           1,960           

Total current assets 1,715           21,054         21,050         28,468         52,339         83,793         85,485         105,238       

Property and equipment, net 21                8                  8                  139              283              288              1,379           2,339           

Investment in Lantern Pharma Inc. stock 845              350              350              350              350              350              350              350              

Operating lease right of use assets 331              86                86                86                86                86                86                86                

Intangible assets, net 30,491         28,135         28,135         28,135         28,135         28,135         28,135         28,135         

Total assets 33,403         49,633         49,629         57,178         81,193         112,652       115,434       136,148       

Liabilities

Current liabilities:

Line of credit 84                -              -              -              -              -              -              -              

Accounts payable 2,116           698              274              724              832              1,374           1,499           1,785           

Accrued liabilities 1,840           8,590           8,590           8,590           8,590           8,590           8,590           8,590           

Warrant liability -              11,273         11,273         11,273         11,273         11,273         11,273         11,273         

Income taxes payable 57                60                60                60                60                60                60                60                

Operating lease liabilities, current 109              98                98                98                98                98                98                98                

Convertible debt 1,327           -              -              -              -              -              -              -              

Total current liabilities 5,533           20,719         20,295         20,745         20,853         21,395         21,520         21,806         

Convertible promissory note and accrued interest, net 880              979              979              979              979              979              979              979              

Derivative liabilities 149              7,181           7,181           7,181           7,181           7,181           7,181           7,181           

Deferred tax 2,135           1,961           1,961           1,961           1,961           1,961           1,961           1,961           

Lease liability, net of current portion 267              9                  9                  9                  9                  9                  9                  9                  

Total liabilities 8,964           30,849         30,425         30,875         30,983         31,525         31,650         31,936         

Total stockholders' equity 24,439         18,784         19,203         26,304         50,210         81,127         83,784         104,212       

Total liabilities and equity 33,403         49,633         49,629         57,178         81,193         112,652       115,434       136,148       
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Exhibit 44: ALLR Cash Flow Forecast 

 

Source: ALLR SEC filings; Ladenburg Thalmann & Co. estimates 

  

Allarity Therapeutics (ALLR)
($000's)   [FY - DEC] 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E

Net income (loss) (6,617)          (26,648)        (23,036)        (26,344)        (30,054)        (25,306)        (3,828)          12,934         

Adjustments

Gain from the sale of IP -              (1,000)          -              -              -              -              -              -              

Stock-based compensation 616              6,368           3,455           3,444           3,960           6,223           6,486           7,494           

Depreciation & ammortization 46                106              -              132              457              754              823              980              

Non-cash lease expense 40                -              -              -              -              -              -              -              

Non-cash interest 280              238              -              -              -              -              -              -              

Non-cash finance costs -              1,347           -              -              -              -              -              -              

Loss (gain) on investment (708)            495              -              -              -              -              -              -              

Foreign currency losses (gains), net (68)              (74)              -              -              -              -              -              -              

Loss on extinguishment of convertible debt 108              141              -              -              -              -              -              -              

Change in fair value adjustment of convertible debt 573              474              -              -              -              -              -              -              

Change in fair value adjustment of warrant and derivative liabilities (2,131)          (2,087)          -              -              -              -              -              -              

Deferred income taxes 165              20                -              -              -              -              -              -              

Changes in operating assets and liabilities -              

Accounts receivable 95                -              -              -              -              -              -              -              

Other current assets	 510              (330)            -              -              -              -              -              -              

Tax credit receivable (104)            -              -              -              -              -              -              -              

Prepaid expenses and other assets 97                130              22                (648)            (252)            (595)            (137)            (314)            

Accounts payable (62)              (1,311)          (424)            449              109              542              125              286              

Income tax payable 33                8                  -              -              -              -              -              -              

Accrued liabilities and other (36)              7,197           -              -              -              -              -              -              

Operating lease liability (88)              (124)            -              -              -              -              -              -              

Cash flow from operations (7,251)          (15,050)        (19,982)        (22,966)        (25,780)        (18,382)        3,468           21,380         

Purchase of property and equipment (3)                -              -              (263)            (601)            (759)            (1,914)          (1,940)          

Proceeds from the sale of IP -              1,000           -              -              -              -              -              -              

Cash flow from investing (3)                1,000           -              (263)            (601)            (759)            (1,914)          (1,940)          

Restricted cash (plug) -              -              -              -              -              -              -              

Line of credit 84                (84)              -              -              -              -              -              -              

Proceeds from exercise of warrants -              2,765           -              -              -              -              -              -              

Share issuance costs (223)            (484)            -              -              -              -              -              -              

Series A preferred share issuance costs -              (1,557)          -              -              -              -              -              -              

Proceeds from convertible loan 3,002           1,140           -              -              -              -              -              -              

Loan proceeds -              2,858           -              -              -              -              -              -              

Repayment of loan (533)            (2,944)          -              -              -              -              -              -              

Proceeds from common stock units and preferred stock issuance 3,703           32,125         20,000         30,000         50,000         50,000         -              -              

Cash flow from financing 6,033           33,819         20,000         30,000         50,000         50,000         -              -              

Effect of exchange rate changes on cash (5)                (512)            -              -              -              -              -              -              

Net increase (decrease) in cash (1,226)          19,257         18                6,770           23,619         30,859         1,554           19,440         

Cash and equivalents at beginning 1,524           298              19,555         19,573         26,343         49,962         80,821         82,375         

Cash and equivalents at end 298              19,555         19,573         26,343         49,962         80,821         82,375         101,815       
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Exhibit 45: ALLR DCF Valuation 

 

Source: Ladenburg Thalmann & Co. estimates 

 
 
 
 

Allarity Therapeutics (ALLR)
Discounted Cash Flow Analysis

$M, except per-share data 

$ mn, except per-share data 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E 2034E 2035E 2036E 2037E 2038E 2039E 2040E

Total Revenue 0 0 0 24 50 77 105 117 130 143 156 170 185 201 217 223 229 236 242

Growth Y/Y 0% 0% 0% 0% 105% 54% 37% 11% 11% 10% 10% 9% 9% 8% 8% 3% 3% 3% 3%

COGS 0 0 0 2 5 8 11 12 13 14 16 17 19 20 22 22 23 24 24

Gross Margin 0% 0% 0% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90% 90%

SG&A 11          12          14          29          35          38          42          35          32          33          36          39          43          46          50          51          53          54          56          

% of Revenues 0% 0% 0% 120% 70% 50% 40% 30% 25% 23% 23% 23% 23% 23% 23% 23% 23% 23% 23%

R&D 12 14 16 19 15 19 21 18 19 18 20 21 23 20 22 22 23 24 24

% of Revenues 0% 0% 0% 77% 30% 25% 20% 15% 15% 13% 13% 13% 13% 10% 10% 10% 10% 10% 10%

Operating Income (incl. interest) (23) (26) (30) (25) (4) 13 33 55 68 82 91 100 109 125 136 141 147 153 159

Tax Rate 0% 0% 0% 0% 0% 0% 0% 0% 19% 21% 21% 21% 21% 21% 21% 21% 21% 21% 21%

NOPAT (23) (26) (30) (25) (4) 13 33 55 55 65 72 79 86 99 107 112 116 121 126

Plus: D&A 0 0 0 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1

D&A as % of sales 0.0% 0.0% 0.0% 3.1% 1.7% 1.3% 0.7% 0.6% 0.5% 0.5% 0.5% 0.5% 0.5% 0.4% 0.4% 0.4% 0.4% 0.4% 0.4%

Less: Change in Working Capital 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Change in working capital as % of sales 0.0% 0.0% 0.0% -0.6% -0.1% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%

Less: CapEx 0.0 (0.3) (0.6) (0.8) (1.9) (1.9) (1.7) (1.6) (1.1) (1.3) (1.4) (1.6) (1.7) (2.0) (2.1) (2.2) (2.3) (2.4) (2.5)

Capex as % of sales 0.0% 0.0% 0.0% -3.1% -3.8% -2.5% -1.6% -1.4% -0.9% -0.9% -0.9% -0.9% -0.9% -1.0% -1.0% -1.0% -1.0% -1.0% -1.0%

Free Cash Flow (23) (27) (30) (25) (5) 12 32 54 55 64 71 78 86 97 106 110 115 120 124

NPV 174

Discount Rate 12.0%

Shares Outstanding 41

PV/Share 4.29

Terminal Year

Terminal Value Growth Rate -5.0%

Terminal Value 695

Present Value of TV 134

Debt 10

Cash 10

Equity Value 308

Price Target $8
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APPENDIX A: IMPORTANT RESEARCH DISCLOSURES
 
ANALYST CERTIFICATION

I, Aydin Huseynov, M.D., CFA, attest that the views expressed in this research report accurately reflect my personal views about the subject
security and issuer. Furthermore, no part of my compensation was, is, or will be directly or indirectly related to the specific recommendation
or views expressed in this research report, provided, however, that:

The research analyst primarily responsible for the preparation of this research report has or will receive compensation based upon various
factors, including the volume of trading at the firm in the subject security, as well as the firm’s total revenues, a portion of which is generated
by investment banking activities.

Additional information regarding the contents of this publication will be furnished upon request. Please contact Ladenburg Thalmann,
Compliance Department, 640 Fifth Avenue, 4th floor, New York, New York 10019 (or call 212-409-2000) for any information regarding current
disclosures, and where applicable, relevant price charts, in regard to companies that are the subject of this research report.

COMPANY BACKGROUND

Allarity Therapeutics, Inc. engages in the development of drugs for personalized treatment of cancer guided by its proprietary Drug Response
Predictor (DRP) technology. The company was founded on April 4, 2021 and is headquartered in Cambridge, MA.

VALUATION METHODOLOGY

Our 12- to 18-month price target of $8 for ALLR is based on a DCF valuation methodology. We assume a weighted average cost of capital
(WACC) of 12% and a terminal growth rate of -5% after 2040. ALLR’s lead asset, dovitinib, is covered by a comprehensive portfolio of patents,
that includes composition of matter patents (in-licensed from Novartis, with expiration in 2031), as well as ALLR-owned patents covering DRP
technology in conjunction with dovitinib, with expiration in 2040 in the US and abroad.

RISKS

In addition to typical economic and market risk factors that impact almost all biotech small-cap stocks, we believe that the primary risks to our
recommendation and price target of investment in ALLR shares include, but are not limited to:

Commercial risk: Even if ALLR’s product, dovitinib, is approved by the FDA and other regulatory agencies, dovitinib may not be competitive
in the market as other agents could be more efficacious and better tolerated by patients.

Regulatory risk: dovitinib has not received approval from the FDA or EMA, and unexpected regulatory challenges or delays may appear during
the regulatory approval process for ALLR’s dovitinib. ALLR will not be able to sell its products if it does not obtain the required US or foreign
regulatory approvals.

Clinical risk: ALLR’s main product in clinical development is dovitinib, which we think will be in the Ph3 trial with the readouts in 2024-2025.
For the Ph3-level oncology drugs, the probability of clinical success is between 50% and 80%. Specifically for ALLR, the success of the trial
is heavily dependent on the functional applicability of the DRP platform.

Competition risk: There is a risk of competition from both existing products and other pipeline products under development for ALLR’s lead
dovitinib. Even if ALLR’s lead product obtains regulatory approval, the commercial success may be impaired by the potential competition from
other oncology agents, including TKIs.

Manufacturing risk: ALLR’s lead product, dovitinib, may not be capable of being produced in commercial quantities at an acceptable cost, or
at all. ALLR relies on third parties for its manufacturing activities. If the third parties fail to provide sufficient and timely supplies, ALLR may
face manufacturing issues to support its development and/or commercialization activities.

IP risk: ALLR’s US patents for dovitinib are currently expected to expire by 2040 (based on the DRP companion diagnostic). However, ALLR’s
IP could be challenged by other manufacturers even before the patent expiration.

Financial risk: Since its inception, ALLR has incurred operating losses. ALLR is expected to continue to incur additional operating expenditures
in the next several years as it continues the development of its lead product dovitinib and other oncology drug candidates. ALLR will require
significant additional funding for the clinical development and may require the pre-launch clinical operations in the form of dilutive equity.

The audited financial statements on December 31, 2021 and 2020 were prepared assuming that ALLR will continue operations as a going
concern.

Foreign market risk: ALLR’s future growth depends, in part, on its ability to access foreign markets, where the product would be subject to
additional regulatory burden and market access/reimbursement uncertainties.

ALLR has a limited operating history and has never generated any revenues other than from research grants and a limited number of DRP
biomarker development agreements.
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ALLR identified material weaknesses in the internal control over financial reporting and has restated the financial statements for prior periods.
If ALLR is unable to remediate these material weaknesses, the company may not be able to accurately or timely report the financial condition
or results of operations, which may adversely affect ALLR business and stock price.

If ALLR encounters difficulties enrolling patients in the ex-US or US clinical trials, the clinical development activities could be delayed or
otherwise adversely affected.

ALLR’s strategy involves risks and uncertainties that differ from other biotechnology companies that focus solely on new therapeutic candidates
that do not have a history of failed clinical trials.

As an ‘’emerging growth company”, ALLR may take advantage of certain exemptions from various public company reporting requirements,
which may make ALLR stock less attractive to many investors.

STOCK RATING DEFINITIONS

Buy: The stock’s return is expected to exceed 12.5% over the next twelve months.
Neutral: The stock’s return is expected to be plus or minus 12.5% over the next twelve months.
Sell: The stock’s return is expected to be negative 12.5% or more over the next twelve months.

Investment Ratings are determined by the ranges described above at the time of initiation of coverage, a change in risk, or a change in target
price. At other times, the expected returns may fall outside of these ranges because of price movement and/or volatility. Such interim deviations
from specified ranges will be permitted but will become subject to review.

RATINGS DISPERSION AND BANKING RELATIONSHIPS AS OF (May 27, 2022)

Rating % IB %
BUY 82.2 55.9
NEUTRAL 17.8 48.5
SELL 0.0 0.0

COMPANIES UNDER AYDIN'S COVERAGE
Allarity Therapeutics Inc. (ALLR)
Bellicum Pharmaceuticals, Inc. (BLCM)
Cognition Therapeutics Inc. (CGTX)
NextCure, Inc. (NXTC)
Quoin Pharmaceuticals, Ltd. (QNRX)
Spruce Biosciences Inc. (SPRB)

 Annovis Bio, Inc. (ANVS)
Calithera Biosciences, Inc. (CALA)
Compass Therapeutics Inc. (CMPX)
Palisade Bio, Inc. (PALI)
Sellas Life Sciences Group Inc. (SLS)

COMPANY SPECIFIC DISCLOSURES
Ladenburg Thalmann & Co. Inc. makes a market in Allarity Therapeutics Inc..
Ladenburg Thalmann & Co. Inc. expects to receive compensation for investment banking and/or advisory services from Allarity Therapeutics
Inc. within the next 3 months.
Ladenburg Thalmann & Co. Inc received compensation for investment banking services from Allarity Therapeutics Inc. within the past 12
months.
Ladenburg Thalmann & Co. Inc had an investment banking relationship with Allarity Therapeutics Inc. within the last 12 months.
Ladenburg Thalmann & Co Inc. acted in an advisory capacity for Allarity Therapeutics Inc. in the last 12 months.
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INVESTMENT RATING AND PRICE TARGET HISTORY
Allarity Therapeutics Inc. Rating History as of 05/26/2022
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GENERAL DISCLAIMERS

Information and opinions presented in this report have been obtained or derived from sources believed by Ladenburg Thalmann & Co. Inc.
to be reliable. The opinions, estimates and projections contained in this report are those of Ladenburg Thalmann as of the date of this report
and are subject to change without notice.

Ladenburg Thalmann & Co. Inc. accepts no liability for loss arising from the use of the material presented in this report, except that this exclusion
of liability does not apply to the extent that such liability arises under specific statutes or regulations applicable to Ladenburg Thalmann & Co.
Inc. This report is not to be relied upon in substitution for the exercise of independent judgment. Ladenburg Thalmann & Co. Inc. may have
issued, and may in the future issue, other reports that are inconsistent with, and reach different conclusions from, the information presented in
this report. Those reports reflect the different assumptions, views and analytical methods of the analysts who prepared them and Ladenburg
Thalmann & Co. Inc. is under no obligation to ensure that such other reports are brought to the attention of any recipient of this report. Investors
should consider this report as only a single factor in making their investment decisions.

Some companies that Ladenburg Thalmann & Co. Inc. follows are emerging growth companies whose securities typically involve a higher
degree of risk and more volatility than the securities of more established companies. The securities discussed in Ladenburg Thalmann & Co.
Inc. research reports may not be suitable for some investors. Investors must make their own determination as to the appropriateness of an
investment in any securities referred to herein, based on their specific investment objectives, financial status and risk tolerance.

Past performance should not be taken as an indication or guarantee of future performance, and no representation or warranty, express or
implied, is made regarding future performance. The price, value of and income from any of the securities mentioned in this report can fall as
well as rise. The value of securities is subject to exchange rate fluctuation that may have a positive or adverse effect on the price or income
of such securities. Investors in securities such as ADRs, the values of which are influenced by currency volatility, effectively assume this risk.
Securities recommended, offered or sold by Ladenburg Thalmann & Co. Inc. (1) are not insured by the Federal Deposit Insurance Company;
(2) are not deposits or other obligations of any insured depository institution; and (3) are subject to investment risks, including the possible loss
of some or all of principal invested. Indeed, in the case of some investments, the potential losses may exceed the amount of initial investment
and, in such circumstances; you may be required to pay more money to support these losses.

The information and material presented in this report are provided to you for information purposes only and are not to be used or considered
as an offer or the solicitation of an offer to sell or to buy any securities mentioned herein. This publication is confidential for the information of
the addressee only and may not be reproduced in whole or in part, copies circulated, or disclosed to another party, without the prior written
consent of Ladenburg Thalmann & Co. Inc.

The historical performance results mentioned do not reflect the deduction of transaction and other charges, the incurrence of which would
decrease the historical performance results listed. This information is provided for comparison purposes only. Past performance is not indicative
of future results.

Comparisons to peers/industry averages and indices are provided for informational purposes only. Comparisons to this information have
limitations and material characteristics that may differ from the subject company(ies). Because of these differences, these references should
not be relied upon as an accurate measure of comparison. Investors cannot invest directly in an index.

Investing in low priced securities is speculative and carries a high degree of risk. You should independently investigate and understand all
risks before making any investment. The markets for small cap stocks are highly speculative and this level of risk may not be appropriate for
all investors. Some of the companies listed may be subject to the “Penny Stock Rule”. Under this rule, the SEC has defined a “penny stock”
to be an equity security which has a market price of less than $5.00 a share, subject to certain exemptions. Such exemptions include equity
listed on NASDAQ and an equity security issued by an issuers which has (i) net tangible assets of at least $2,000,000, if such issuers has
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been in continuous operational for (3) years; (ii) net tangible assets of $5,000,000, if such issuer has been in continuous operation for less
than (3) years; or (iii) average revenue of at least $6,000,000 for the preceding three (3) years. Unless such exemption is available, regulations
require delivery of a risk disclosure document explaining the penny stock market and the risks associated therewith prior to any transaction
involving a penny stock. For stock not quoted on NASDAQ or at any time that the company has less than $2,000,000 in net tangible assets, the
trading in common stock is covered under Rule 15g-9 under the Securities Exchange Act of 1934 for non-NASDAQ and non-exchange listed
securities. Under such rule, broker-dealers who recommend covered securities to persons other than established customers and accredited
investors must make a written suitability determination for the purchaser and receive the purchaser’s written agreement to a transaction prior
to sale. Some securities may not be cleared for sale in all states or other jurisdictions and LTCO assumes no responsibility to apprise you of
individual states and jurisdictions’ regulatory restrictions. Stocks in the microcap segment of market have risks that are not as common in other
segments of market. These risks include, but are not limited to, liquidity risk, which can lead to higher volatility and low trade volume, company
specific risks that contribute to lower valuation, higher probability of financial default and distress.

Links to third party web sites are provided for convenience only. Ladenburg Thalmann & Co. Inc. does not support the content of third party
links, nor does it endorse such content. Ladenburg Thalmann & Co. Inc. is not responsible for content of third party web sites.

Member: NYSE, NYSE American, NYSE Arca, FINRA, all other principal exchanges and SIPC
Additional Information Available Upon Request

©2022 - Ladenburg Thalmann & Co. Inc. All Rights Reserved.
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