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Stock Data 

Exchange: NasdaqGS 

52-week Range: $13.29 - 21.21 

Shares Outstanding (million): 27 

Market cap ($million): $487 

EV ($million): $325 

Debt ($million): $93 

Cash ($million): $255 

Avg. Daily Trading Vol. ($million): $3.0 

Float (million shares): 24 

Short Interest (million shares): 3.7 
 

Revenues (US$ million) 

  2012E 

(New) 

2012E 

(Old) 

2013E 

(New) 

2013E 

(Old) 

Q1 Mar 73A 71E      79E         76E    

Q2 Jun  137E            146E          

Q3 Sep  361E      363E       379E       381E    

Q4 Dec    164E        172E     

Total    735E     775E  
 

EV/Revs 0.4x        0.4x  

 

Earnings per Share (pro forma) 

 

 2012E 

(New) 

2012E 

(Old) 

2013E 

(New) 

2013E 

(Old) 

Q1 Mar (0.59)A (0.60)E (0.31)E  

Q2 Jun 0.09E    0.10E    0.14E     

Q3 Sep 1.23E        1.40E     

Q4 Dec 0.24E    0.25E    0.32E     

Total  $1.09E  $1.60E  
 

    

P/E     16.5x      11.3x  

   

EBITDAS* (US$ million) 

 2012E 

(New) 

2012E 

(Old) 

2013E 

(New) 

2013E 

(Old) 

Q1 Mar (18)A (18)E   (8)E            

Q2 Jun   3E      4E     5E         6E    

Q3 Sep  57E      58E       66E     

Q4 Dec    14E       15E       18E     

Total    57E    58E    81E    82E 
 

    

EV/EBITDAS   5.7x  4.0x  

*EBITDAS defined as earnings before interest, taxes, 
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Initiating with BUY: We are initiating coverage of GRI Bio with a BUY rating and 

a 12-month price target of $12. GRI Bio is a clinical-stage biopharmaceutical 

company focused on diseases associated with dysregulated immune responses. 

Focus on immune response regulations: GRI Bio’s science is founded on the 

discovery that NKT (Natural killer T) cells and dysregulated (uncontrolled) 

immune responses can be reset by regulating the activity of NKT cells to 

potentially treat a broad array of acute and chronic conditions. 

GRI-0621: The company’s initial main focus is developing GRI-0621 for the 

treatment of IPF (Idiopathic Pulmonary Fibrosis). GRI-0621 is designed to reset 

the dysfunctional immune response driving disease by inhibiting the activity of 

iNKT cells, as opposed to targeting a symptom of the disease. 

Phase 2a Trial for GRI-0621: In December 2023, the company commenced 

enrollment for its GRI-0621 Phase 2a Trial in Patients with IPF. This trial will be 

a twelve-week, multicenter, multinational, randomized, placebo-controlled 

trial in approximately 36 patients with IPF. This trial is expected to take about 

one year. 

Key data expected in Q4 and Q1: The company currently expects interim data 

from the Phase 2a study in Q4 2024 and top-line data in Q1 2025. 

GRI-0803: The company’s second planned drug product is GRI-0803, which is a 

novel oral agonist (activates a receptor to produce a biological response) of type 

2 Natural Killer T (type 2 NKT) cells. The company is developing GRI-0803 for the 

treatment of autoimmune disorders, with much of its preclinical work in SLE 

(systemic lupus erythematosus or lupus) and MS (multiple sclerosis). 

IDE for GRI-0803 in 2025: The company expects to file an IND (Investigational 

New Drug Application) for GRI-0803 to treat Lupus in 2025. 

Large market potential for IPF: Idiopathic pulmonary fibrosis is one of the most 

common and severe form of progressive PF. IPF is on the rise with more than 

40,000 new cases diagnosed annually. More than 250,000 Americans are living 

with PF and ILD, of which IPF affects approximately 140,000 patients in the U.S. 

Large market potential for Lupus: The Lupus Foundation of America estimates 

that 1.5 million Americans, and at least five million people worldwide, have a 

form of lupus. As many as 24,000 people in the U.S. are diagnosed with the 

disease each year. 

Positive high risks versus high rewards: Overall, concerns outweighed by 

growth prospects and valuation. GRI Bio’s 2 drugs still have long development 

and commercialization roads left and the high risks of clinical trials or 

commercial failures, but we believe the ~billion dollars market potential 

presents high rewards for the risks. 

Very large upside potential: We note that GRI Bio stock is trading below cash 

value. The company’s market capitalization is only ~$1 million, but it has $6 

million in cash (as of Q2 2024). We believe investors are getting a near free 

option with very large upside potential if the company succeeds with only 

limited downside risks. 

Current valuation attractive: We calculate a 12-month price target for shares 

of GRI Bio to be $12 based on a NPV analysis, representing significant upside 

from the current share price. We believe this valuation appropriately balances 

out the company’s high risks with its high growth prospects and large upside 

opportunities. 

 

Company Description 

Based in La Jolla, CA, GRI Bio is a clinical-stage biopharmaceutical company 

focused on diseases associated with dysregulated immune responses leading 

to inflammatory, fibrotic, and autoimmune disorders. 

 

Stock Data 

Exchange: NasdaqCM  

52-week Range: 0.30 – 154.70 

Shares Outstanding (million): 3.0 

Market cap ($million): $1 

EV ($million): $(5) 

Debt ($million): $0 

Cash ($million): $6 

Avg. Daily Trading Vol. ($million): $0.5 

Float (million shares): 3 

Short Interest (million shares): 0.1 

Dividend, annual (yield): $0 (NA%) 

 

 Revenues (US$ million) 

  2023A 

(Cur.) 

2024E 

(Cur.) 

2025E 

(Cur.) 

  

Q1 Mar 0A 0A 0E  

Q2 Jun  0A     0A     0E     

Q3 Sep 0A 0E 0E  

Q4 Dec  0A     0E     0E     

Total   0A   0E   0E  

EV/Revs N/A N/A N/A  
 

Earnings per Share (pro forma) 

 

 2023A 

(Cur.) 

2024E 

(Cur.) 

2025E 

(Cur.) 

 

Q1 Mar (195)A (5.94)A (0.69)E  

Q2 Jun (239)A    (4.92)A    (0.67)E     

Q3 Sep (47)A    (0.73)E    (0.65)E     

Q4 Dec (35)A    (0.71)E    (0.63)E     

Total (367)A (4.97)E (2.63)E  

P/E N/A  N/A N/A  
 

*Reflects a 1:30 reverse stock split in April 2023. 

*Reflects a 1:7 reverse stock split in January 2024. 

*Reflects a 1:13 reverse stock split in June 2024. 

Important Disclosures 

Ascendiant Capital Markets LLC seeks to do business 
with companies covered by its research team. 
Consequently, investors should be aware that the 
firm may have a conflict of interest that could affect 
the objectivity of this report. Investors should 
consider this report as only a single factor in making 
an investment decision. 

For analyst certification and other important 
disclosures, refer to the Disclosure Section, located 
at the end of this report, beginning on page 36. 

Rating: BUY 

Ticker:       GRI 

Price:        $0.35 

Target:     $12.00 

 

GRI Bio, Inc. 
Initiating Coverage with BUY and $12 Target 
Large market opportunities for its immune responses drugs to treat IPF 
and SLE. We believe expected positive clinical data in 2024/25 to be strong 
catalysts for stock. 
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INVESTMENT THESIS 
 

We are initiating coverage of GRI Bio with a BUY rating and a 12-month price target of $12. 

 

Based in La Jolla, CA, GRI Bio is a clinical-stage biopharmaceutical company focused on diseases associated with dysregulated immune 

responses leading to inflammatory, fibrotic, and autoimmune disorders. The company is discovering, developing, and 

commercializing innovative therapies that target serious diseases associated with dysregulated (uncontrolled) immune responses. 

The company has 2 main drugs in development (GRI-0621 for Idiopathic Pulmonary Fibrosis (IPF) and GRI-0803 for Systemic Lupus 

Erythematosus (SLE)). 

 

The company’s initial main focus is developing GRI-0621 for the treatment of IPF. GRI-0621 is an oral formulation of tazarotene, a 

prescription topical retinoid that is approved in the U.S. for the treatment of psoriasis and acne. GRI-0621 inhibits the activity of iNKT 

(invariant natural killer T) cells that have been shown to accumulate in IPF patients and other interstitial (fluid-filled space existing 

between a structural barrier, such as a cell membrane or the skin, and internal structures, such as organs) lung disease patients. It 

Exhibit 1: GRI Bio, Inc. Stock Price (2-years since reverse merger) 

Merger Announcement (with GRI Bio, Inc.) - 12/13/22 

Merger Completion (to form GRI Bio, Inc.) -  4/21/23 
 

 

 

*Reflects a 1:30 reverse stock split in April 2023. 

*Reflects a 1:7 reverse stock split in January 2024. 

*Reflects a 1:13 reverse stock split in June 2024. 

Source: https://bigcharts.marketwatch.com/ 
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has been shown that activated iNKT cells are overexpressed in IPF, hepatic and other fibrotic conditions and are significantly 

correlated with chronic and advanced disease. 

 

The company’s second planned drug product is GRI-0803, which is a novel oral agonist (activates a receptor to produce a biological 

response) of type 2 Natural Killer T (type 2 NKT) cells. The company is developing GRI-0803 for the treatment of autoimmune 

disorders, with much of its preclinical work in SLE (systemic lupus erythematosus or lupus) and MS (multiple sclerosis). 

 

 

Exhibit 2: GRI Bio, Inc. 

     

Source: Company reports. 

 

 

GRI Bio’s science is founded on the discovery that NKT (Natural killer T) cells are a functional link between the innate and adaptive 

immune systems and that dysregulated (uncontrolled) immune responses can be reset by regulating the activity of NKT cells to 

potentially treat a broad array of acute and chronic conditions. 
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NKT cells share properties of both NK (Natural killer cells) and T (types of white blood cells) cells and are critical regulators of immune 

responses. NK cells provide rapid responses to virus-infected, stressed, tumor cells based on signals from activating and inhibitory 

receptors. NK cells can recognize and kill stressed cells in the absence of antibodies, allowing for a much faster immune reaction. T 

cells are types of white blood cells of the immune system and play a central role in the adaptive immune response. 

 

iNKT cells are effector T cells that can play a pathogenic role in lung, liver, and autoimmune indications; while type 2 NKT cells are 

regulatory T cells that inhibit the activity of iNKT cells, as well as other cell types, and support an anti-inflammatory response. Type 2 

NKT cells can shift the response from a destructive pro-inflammatory and cytotoxic environment towards an anti-inflammatory and 

protective environment and are critical for minimizing the damage caused by inflammatory responses. Repeated activation of iNKT 

cells can lead to chronic pulmonary diseases and are elevated in patients. Regulating iNKT cell activity has been observed to be 

therapeutic in animal models and activated iNKT cells accumulate in the lungs of IPF, NASH and SLE patients, as well as other chronic 

inflammatory, fibrotic, and autoimmune disease populations. 

 

 

Exhibit 3: GRI Bio Investment Highlights 

  

 

Source: Company report. 
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Exhibit 4: GRI Bio Drug Pipeline Timeline 

 

Source: Company report. 

 
 
Idiopathic pulmonary fibrosis is one of the most common and severe form of progressive PF. IPF is on the rise with more than 40,000 

new cases diagnosed annually. More than 250,000 Americans are living with PF and ILD, of which IPF affects approximately 140,000 

patients in the U.S. IPF primarily affects individuals between the ages of 65 and 70, and is expected to rise with an aging population. 

The median survival is between two to three years after diagnosis, and the average life expectancy is between three and five years. 

 

Some IPF patients with mild or moderate symptoms are treated with either nintedanib, marketed as OFEV by Boehringer Ingelheim 

Pharmaceuticals, Inc., or pirfenidone, marketed as Esbriet by Genentech USA, Inc. These drugs have been shown to slow progression 

of decrease in lung function associated with IPF and deterioration of pulmonary function, but neither drug has been associated with 

improvements in overall survival, and both have been associated with significant side effects. Despite this, total worldwide sales of 

pirfenidone and nintedanib in 2019 were over $1.2 billion and $1.6 billion, respectively. 

 

Systemic Lupus Erythematosus (SLE) is the most common type of lupus (~70% of all cases) and is usually what people refers to when 

talking about Lupus. The Lupus Foundation of America estimates that 1.5 million Americans, and at least five million people 

worldwide, have a form of lupus. As many as 24,000 people in the U.S. are diagnosed with the disease each year. 
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SLE is an autoimmune disease in which the immune system mistakenly attacks its own healthy tissues, especially joints and skin, but 

can affect almost every organ and tissue of the body causing widespread inflammation and tissue damage in the affected organs. It 

can affect the joints, skin, brain, lungs, kidneys, and blood vessels. The condition can be fatal, and often causes debilitating bouts of 

fatigue and pain that prevent nearly half of adult patients from working. In the U.S., around 80,000 – 100,000 patients suffer from 

kidney nephritis, one of the most serious manifestations of SLE, typically within five years of diagnosis. SLE predominantly affects 

women and often starts between the ages of 15 and 44. 

 

Experts don’t know what causes SLE. Many scientists believe that lupus develops in response to a combination of factors both inside 

and outside the body. This includes hormones, genetics, and environment. There is no cure for lupus, but medical interventions and 

lifestyle changes can help control it. SLE treatment consists primarily of immunosuppressive drugs that inhibit the activity of the 

immune system. Only two drugs have been approved for lupus in the past 50 years so new treatment options are needed. 

 

 

Exhibit 5: GRI Bio Pipeline Expansion Opportunities 

   

 

Source: Company reports. 

 

 

GRI Bio share price has been weak and volatile since the completion of its reverse merger on April 21, 2023. GRI Bio’s share price was 

$781.24 (split adjusted) on 4/23/23, but closed at $35.04 on 12/29/23. So far in 2024, the stock has been weak at -99% (to the current 

share price of $0.35 as of 10/7/24). Since 9/29/23 (in the past year), the stock has traded between $0.30 (on 10/1/24) and $161.98 

(on 10/5/23). 

 

We believe this stock price volatility is likely due to the high general stock price volatility with small/microcap biotechnology stocks 

particularly after a reverse merger event. We believe that there are near term catalysts that can drive the stock particularly for key 

clinical milestones (interim and top-line data for GRI-0621 in late 2024/early 2025 and start of clinical trials for GRI-0803 in 2025). As 
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the company is likely to make significant progress in its businesses over the next several years, we believe this will result in much 

improved visibility into future cash flows and higher share price. 

 

Although it is very likely that the company will have to keep raising capital to achieve its product development goals, we believe that 

positive progress will make future financings accretive to current shareholders. 

 

The company’s near term plans over the next year is to advance GRI-0621 in its clinical trials towards a FDA approval for the treatment 

of IPF. We believe expected positive milestones and clinical data (particularly its expected late 2024 interim data from its Phase 2a 

study and top-line data in Q1 2025) and its IDE application for GRI-0803 for the treatment of SLE over the next year to be strong 

catalysts for stock. 

 

Our investment thesis factors in an uncertain drug development process and very competitive industry which is offset by the very 

large potential upside opportunities created from a successful drug. We believe that the current valuation for GRI Bio has already 

factored in many of its risks (principally drug approval and successful commercialization) but is under valuing its overall growth 

prospects and product portfolio, resulting in a positive risk versus reward scenario for an investment in GRI Bio. 

 

We believe the current valuation is attractive. 

 

Based on our expectations and assumptions and our NPV analysis, we calculate a 12-month price target for shares of GRI Bio to be 

$12, representing significant upside from current share price. We believe this valuation appropriately balances out the company’s 

high risks with the company’s high growth prospects and large upside opportunities. We acknowledge that GRI Bio is still at a very 

early stage in its drug development and product commercialization, but we believe key drug development milestones over the next 

year should be positive catalysts for the stock. 

 

 

INVESTMENT RISKS 
 

Long and Uncertain Drug Development Cycles 

GRI Bio is highly dependent upon securing drug approvals for its products in order to sell them (produce revenue). The drug 

development cycle can be long (average of 12 years), expensive (average of $350 million), complicated, and uncertain. On average 

only about 10% of drugs entering clinical trials ever make it to final approval. Because GRI Bio main drug candidates are still in early 

clinical development (GRI-0621 is in Phase 2a and GRI-0803 is pre-IND (Investigational New Drug Application)), there are significant 

risks and a long time horizon to receive FDA approval. We estimate that it likely at least two years before any of its drug therapies 

can receive FDA approval. With a high likelihood of binary outcomes (either success or failure), the risks are very high but the potential 

rewards can also be high as well. 

 

Product Commercialization Risks 

Even after obtaining drug approvals, there is still a chance that commercial success will not be achieved (due to competition, changes 

in the market, better or newer drugs or technologies, lack of reasonable reimbursements, or lack of market acceptance). While there 

are currently no good therapeutics to prevent or treat severe fibrotic lung diseases such as IPF and the current treatment options 

remains limited, there is the chance that other potential therapeutic treatments and options may be developed and launched before 

the company’s drugs are launched. In addition, GRI Bio will need to replace existing therapies and treatments being used currently 

as standards of care. Like most health care drugs, the company will also need to get suitable insurance and government 

reimbursements for its products. 

 

High Level of Competition 

GRI Bio operates in a highly competitive environment and competes against a wide range of other biopharmaceutical companies that 

are attempting to replicate or already have comparable treatments as the company’s drugs. Some of these competitors are much 

larger or have greater resources, and proprietary technology; which could result in lower projected sales for its drugs and higher 
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costs, reduced margins, and lowered profitability for the company. Even if GRI Bio were to be successful with its drug development, 

its products will have to compete with existing or new standards of care. 

 

Concentrated Product Pipeline 

The company is currently developing 2 drug therapeutics, one of which is currently in FDA clinical trials. If GRI Bio were to experience 

difficulties with development of its GRI-0621 and GRI-0803 drugs, then it may have a material negative impact on its business and 

financials as there are no meaningful products that are as far along in development which can offset. 

 

Coronavirus and Economic Uncertainties 

While healthcare costs tends to be less correlated with economic activity and income levels due to their nondiscretionary nature, 

major deterioration in economic conditions tends to result in an overall decline in consumer spending. This was demonstrated during 

the 2008 and 2009 Great Recession and global economic slowdown. While consumer spending levels and economic conditions have 

rebounded since and have been strong most of the 2010s, the global macroeconomic environment can change significantly quickly 

as was shown with the start of the COVID-19 pandemic in March 2020. Since then, due to huge government stimulus the U.S. 

economy has been very strong the past 4 years. However, the pandemic has still negatively impacted many businesses and has been 

a huge disruption to the U.S. (and global) economy. This includes biotechs as many have seen FDA drug development reviews, 

feedback, and approvals delayed along with disruptions in clinical trials. We note that the economy is currently back to normal, but 

potential economic weakness or volatility may result in depressed government, enterprise, and consumer spending levels; this may 

have a negative impact on GRI Bio, its business partners, government, and consumers. 

 

Capital Markets Risks 

We believe GRI Bio has enough cash to fund its operations into 2025 (Q1 (March) 2025), but we estimate that it will need to raise 

capital by Q4 2024 (December 2024). We believe that it will be at least several years before the company can be cash flow self-

sufficient from operations. Many biopharmaceutical companies fund their operations from the sale of equity or debt capital until 

their products reach commercial success or until they sell off the commercial rights to other companies. Biopharmaceuticals 

(“biotechs”) valuations tend to fluctuate widely, and though they are reasonably strong now (due to a strong M&A market for 

biotechs and large government funding for healthcare), there is always the chance that market interests and valuations for companies 

in this industry decline significantly. Share price weakness and volatility for small/micro cap and biotech stocks may make capital 

raising much more difficult and expensive. 
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VALUATION 
 
We are initiating coverage of GRI Bio with a BUY rating and a 12-month price target of $12.00, which is based on a NPV analysis. As 

the company is a clinical stage drug development company, it currently generates no revenue and significant losses so traditional 

valuation metrics are not useful. We believe a more accurate valuation should take into consideration the potential value of its drug 

product pipeline. We do acknowledge that this valuation is complex and requires a large number of forward assumptions that we 

have to estimate that may be imprecise and may vary significantly from actual results. This is particularly so for a company like GRI 

Bio which is still in early clinical trials work with its main drug (GRI-0621) and pre-clinical stage with its other drug (GRI-0803). 

 

However, we believe our assumptions are fair and provide a reasonable basis for our valuation analysis. Our analysis considers future 

estimated revenue from each of its major drug product pipelines (based on estimated future sales, a probability rate of success, and 

discounted this back to a current value), mainly focused on its 2 drugs in development (GRI-0621 for Idiopathic Pulmonary Fibrosis 

(IPF) and GRI-0803 for Systemic Lupus Erythematosus (SLE)). We apply a high discount rate and a low probability of success to capture 

the high uncertainties associated generally with drugs in development. We then added up the values, made an assumption about 

future investments required and allocated the value based on current share count. Based on our NPV analysis, we arrived at our 12-

month price target of $12.00, which we believe appropriately balances out the company’s risks with its high growth prospects. 

 

GRI Bio share price has been weak and volatile since the completion of its reverse merger on April 21, 2023. GRI Bio’s share price was 

$781.24 (split adjusted) on 4/23/23, but closed at $35.04 on 12/29/23. So far in 2024, the stock has been weak at -99% (to the current 

share price of $0.35 as of 10/7/24). Since 9/29/23 (in the past year), the stock has traded between $0.30 (on 10/1/24) and $161.98 

(on 10/5/23).  

 

This is in contrast with general stock price weakness and volatility with small/microcap tech stocks in 2022 and then a sharp rebound 

in 2023 (Russell 2000 Index of small-cap U.S. stocks was -20% in 2022 and +19% in 2023). While the Russell 2000 Index has been 

strong in 2024 (+9% YTD and compares to the S&P500 +21% and NASDAQ +21%), it and small and micro-cap companies have 

remained volatile even as the overall stock market has been strong and positive. 

 

We believe this stock price volatility is likely due to the high general stock price volatility with small/microcap biotechnology stocks 

particularly after a reverse merger event. We believe that there are near term catalysts that can drive the stock particularly for key 

clinical milestones (interim and top-line data for GRI-0621 in late 2024/early 2025 and start of clinical trials for GRI-0803 in 2025). As 

the company is likely to make significant progress in its businesses over the next several years, we believe this will result in much 

improved visibility into future cash flows and higher share price. 

 

Although it is very likely that the company will have to keep raising capital to achieve its drug development goals, we believe that 

positive progress will make future financings accretive to current shareholders. 

 

We expect valuations for GRI Bio to improve as visibility into cash flow generation becomes clearer (though we acknowledge that 

drug approvals and product commercialization is likely at least 2 years away), resulting in significant upside to the current share price. 

We also want to note that investor’s interest in drug development companies are high with many companies in this area attributed 

high valuations due to the large market opportunities and numerous acquisitions at high valuations (particularly for Idiopathic 

Pulmonary Fibrosis (IPF) companies). 
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Exhibit 6: Company Valuation (DCF) (in $ millions) 

   

 

 

 Source: Ascendiant Capital Markets estimates. 

 

 

Exhibit 7: GRI Bio, Inc. Stock Price (in 2024) 

    

  

*Reflects a 1:7 reverse stock split in January 2024.*Reflects a 1:13 reverse stock split in June 2024. 

Source: https://bigcharts.marketwatch.com/ 

Valuation of Business Segments (in millions)

Drug Products Estimated NPV

% of 

Success Calculated NPV

Discount 

Rate

Estimated Annual 

Sales

% of Market 

Share

Market Potential 

per year

 GRI-0621 - Idiopathic Pulmonary Fibrosis (IPF) 57$               25% 229$              35% 80$                     20% 400$                   

 GRI-0803 - Systemic Lupus Erythematosus (SLE) 11$               10% 114$              35% 40$                     20% 200$                   

Total 69$               

Net cash 6$                 

Estimated additional investments (& debt) required 39$               

Current Value for existing shareholders 36$               

Shares Outstanding (mils) 3                   

Estimated Value per share 12.00$           
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Exhibit 8: Recent Acquisitions in IPF Companies 

  

 Source: Company report. 

 

 

COMPANY 
 

Based in La Jolla, CA, GRI Bio is a clinical-stage biopharmaceutical company focused on diseases associated with dysregulated immune 

responses leading to inflammatory, fibrotic, and autoimmune disorders. The company is discovering, developing, and 

commercializing innovative therapies that target serious diseases associated with dysregulated (uncontrolled) immune responses. 

The company has 2 main drugs in development (GRI-0621 for Idiopathic Pulmonary Fibrosis (IPF) and GRI-0803 for Systemic Lupus 

Erythematosus (SLE)). 

 

The company’s initial main focus is developing GRI-0621 for the treatment of IPF. GRI-0621 is an oral formulation of tazarotene, a 

prescription topical retinoid that is approved in the U.S. for the treatment of psoriasis and acne. GRI-0621 inhibits the activity of iNKT 

(invariant natural killer T) cells that have been shown to accumulate in IPF patients and other interstitial (fluid-filled space existing 
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between a structural barrier, such as a cell membrane or the skin, and internal structures, such as organs) lung disease patients. It 

has been shown that activated iNKT cells are overexpressed in IPF, hepatic and other fibrotic conditions and are significantly 

correlated with advanced disease. 

 

The company’s second planned drug product is GRI-0803, which is a novel oral agonist (activates a receptor to produce a biological 

response) of type 2 Natural Killer T (type 2 NKT) cells. The company is developing GRI-0803 for the treatment of autoimmune 

disorders, with much of its preclinical work in SLE (systemic lupus erythematosus or lupus) and MS (multiple sclerosis). 

 

Vallon Pharmaceuticals, Inc. was a clinical-stage biopharmaceutical company focused on the development and commercialization of 

novel abuse-deterrent medications for CNS (central nervous system) disorders. The company was founded in 2018 and had its IPO in 

February 2021. In April 2022, Vallon commenced a search for strategic alternatives following disappointing clinical trial data for its 

drug candidate. 

 

In December 2022, Vallon announced that it has entered into a definitive business combination agreement to acquire privately-held 

GRI Bio, Inc. (Legacy GRI). On April 21, 2023, the business combination was completed. Legacy GRI became the primary operations 

of the combined company and the name of the company was changed to GRI Bio, Inc. from Vallon Pharmaceuticals, Inc. 

 

Legacy GRI was founded by three immunologists to pursue NKT cell research and drug development. The company was incorporated 

in 2009 under the name Glycoregimmune, Inc. and changed its name to GRI Bio, Inc. in 2015. 

 

As of March 2024, GRI Bio had ~4 employees. 

 

Management Team 

 

W. Marc Hertz, Ph.D. (age 54) Chief Executive Officer  -  Mr. Hertz has served as President and CEO since April 2023. He co-founded 

GRI Operations in 2009 and served as CEO and Chairperson of its board of directors since its inception. In addition to his management 

positions, Mr. Hertz previously served on the boards of directors of GemVax AS from 2005 to 2009, Evozym Biologics Inc., from 2014 

to 2018, and Multimeric Biotherapeutics since 2008. Mr. Hertz has also held several senior positions at companies in the 

biotechnology industry since 1998. Mr. Hertz received his undergraduate degree in biology from Bowdoin College and his Ph.D. in 

immunology and microbiology from the University of Colorado Medical School. 

 

Leanne Kelly (age 47) Chief Financial Officer  –  Ms. Kelly has served as CFO since the closing of the Merger in April 2023. She brings 

over 20 years of experience leading private and publicly traded companies across life science, technology and e-Commerce sectors. 

From May 2021 until the closing of the Merger, she served as the CFO of Vallon. From 2016 to 2021, she served as the Controller and 

Executive Director, Global Financial Reporting at OptiNose, Inc., a multi-million dollar revenue specialty pharmaceutical company. 

Over the course of her career, she has worked at Flower Orthopedics, Iroko Pharmaceuticals, LLC, Genaera Corporation, and as an 

auditor with KPMG LLP. Ms. Kelly received her Bachelor of Science degree in Business Economics from Lehigh University and is a 

licensed CPA (inactive status) in the state of Pennsylvania. 
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Exhibit 9: GRI Bio Management Team  

                  

 

Source: Company reports. 

 
 

DRUG PIPELINE 
 

GRI Bio is a clinical-stage biopharmaceutical company focused on diseases associated with dysregulated immune responses leading 

to inflammatory, fibrotic, and autoimmune disorders. The company is discovering, developing, and commercializing innovative 

therapies that target serious diseases associated with dysregulated (uncontrolled) immune responses. The company has 2 main drugs 

in development (GRI-0621 for Idiopathic Pulmonary Fibrosis (IPF) and GRI-0803 for Systemic Lupus Erythematosus (SLE)). Besides 

GRI-0803, the company has a proprietary library of 500+ compounds. 

 

The company’s initial main focus is developing GRI-0621 for the treatment of IPF. GRI-0621 is an oral formulation of tazarotene, a 

prescription topical retinoid that is approved in the U.S. for the treatment of psoriasis and acne. GRI-0621 inhibits the activity of iNKT 

(invariant natural killer T) cells that have been shown to accumulate in IPF patients and other interstitial (fluid-filled space existing 

between a structural barrier, such as a cell membrane or the skin, and internal structures, such as organs) lung disease patients. It 

has been shown that activated iNKT cells are overexpressed in IPF, hepatic and other fibrotic conditions and are significantly 

correlated with chronic and advanced disease. 

 

The company’s second planned drug product is GRI-0803, which is a novel oral agonist (activates a receptor to produce a biological 

response) of type 2 Natural Killer T (type 2 NKT) cells. The company is developing GRI-0803 for the treatment of autoimmune 

disorders, with much of its preclinical work in SLE (systemic lupus erythematosus or lupus) and MS (multiple sclerosis). 
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Exhibit 10: NKT Science 
  

 
 

 
 

 

Source: Company reports. 
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Exhibit 11: iNKT Cells Role in Inflammation 
 
 

  
 

Source: Company reports. 
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Exhibit 12: Targeting iNKT Cells Upstream 
 

 

Source: Company report.  

 

 

GRI Bio is developing GRI-0621 to treat severe fibrotic lung diseases such as idiopathic pulmonary fibrosis (IPF). GRI-0621 is an oral 

gel capsule formulation of an FDA-approved topical dermatology product, tazarotene, a synthetic RAR-beta and gamma-selective 

agonist and potent inhibitor of iNKT cells. Tazarotene is approved in topical (on the skin) formulations for psoriasis and acne and has 

been evaluated in over 1,700 patients as an oral product dosed in subjects for up to 52-weeks. 

 

In preliminary data from its trials to date, and earlier trials with oral tazarotene, the company has observed GRI-0621 to be well-

tolerated and to inhibit iNKT cell activity in subjects. It has been shown that activated iNKT are upregulated in IPF, primary sclerosing 

cholangitis (PSC), non-alcoholic steatohepatitis (NASH), alcoholic liver disease (ALD), systemic lupus erythematosus disease (SLE), 

multiple sclerosis (MS), ulcerative colitis (UC) patients, as well as other indications. 
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Exhibit 13: Good (Acute) vs. Bad (Chronic) Inflammation 

 

 

Source: GoodGlow.co and Inside Out Health Wellness. 
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GRI Bio’s science is founded on the discovery that NKT (Natural killer T) cells are a functional link between the innate and adaptive 

immune systems and that dysregulated (uncontrolled) immune responses can be reset by regulating the activity of NKT cells to 

potentially treat a broad array of acute and chronic conditions. 

 

NKT cells share properties of both NK (Natural killer cells) and T (types of white blood cells) cells and are critical regulators of immune 

responses. NK cells provide rapid responses to virus-infected, stressed, tumor cells based on signals from activating and inhibitory 

receptors. NK cells can recognize and kill stressed cells in the absence of antibodies, allowing for a much faster immune reaction. T 

cells are types of white blood cells of the immune system and play a central role in the adaptive immune response. 

 

iNKT cells are effector T cells that can play a pathogenic role in lung, liver, and autoimmune indications; while type 2 NKT cells are 

regulatory T cells that inhibit the activity of iNKT cells, as well as other cell types, and support an anti-inflammatory response. Type 2 

NKT cells can shift the response from a destructive pro-inflammatory and cytotoxic environment towards an anti-inflammatory and 

protective environment and are critical for minimizing the damage caused by inflammatory responses. Repeated activation of iNKT 

cells can lead to chronic pulmonary diseases and are elevated in patients. Regulating iNKT cell activity has been observed to be 

therapeutic in animal models and activated iNKT cells accumulate in the lungs of IPF, NASH and SLE patients, as well as other chronic 

inflammatory, fibrotic, and autoimmune disease populations. 

 
 

Exhibit 14: GRI-0621 For Idiopathic Pulmonary Fibrosis (IPF) 

 

Source: Company report. 
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Exhibit 15: GRI-0621 Targets iNKT To Restore Homeostasis (Normal Health) 
 

 

 

Source: Company report. 
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There are over 200 types of interstitial lung diseases (ILD), which are characterized by varied amounts of inflammation, scarring, or 

both, that damage the ability of the lung to absorb oxygen from the air. Pulmonary fibrosis (PF) means scarring of the lung and can 

be seen in many types of ILD. 

 

When a person is diagnosed with PF, sometimes a doctor is able to find the cause of the disease. In many cases a doctor cannot find 

a reason why a person has developed pulmonary fibrosis. When the cause of the disease is not known, the fibrosis may be termed 

“idiopathic." 

 

Idiopathic Pulmonary Fibrosis (IPF) is a rare life-threatening disease characterized by progressive fibrosis and abnormal scarring that 

destroys the structure and function of the lungs over time by blocking the movement of oxygen into the bloodstream, leading to 

their deterioration and destruction. The most common symptoms of IPF are shortness of breath and a dry persistent cough. 

 

 

Exhibit 16: Idiopathic Pulmonary Fibrosis 

 

Source: Company reports. 
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Exhibit 17: Idiopathic Pulmonary Fibrosis (IPF) 
 

 

Source: Pulmonary Fibrosis Foundation. 
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Idiopathic pulmonary fibrosis is one of the most common and severe form of progressive PF. IPF is on the rise with more than 40,000 

new cases diagnosed annually. More than 250,000 Americans are living with PF and ILD, of which IPF affects approximately 140,000 

patients in the U.S. IPF primarily affects individuals between the ages of 65 and 70, and is expected to rise with an aging population. 

The median survival is between two to three years after diagnosis, and the average life expectancy is between three and five years. 

 

Some IPF patients with mild or moderate symptoms are treated with either nintedanib, marketed as OFEV by Boehringer Ingelheim 

Pharmaceuticals, Inc., or pirfenidone, marketed as Esbriet by Genentech USA, Inc. These drugs have been shown to slow progression 

of decrease in lung function associated with IPF and deterioration of pulmonary function, but neither drug has been associated with 

improvements in overall survival, and both have been associated with significant side effects. Despite this, total worldwide sales of 

pirfenidone and nintedanib in 2019 were over $1.2 billion and $1.6 billion, respectively. 

 

 

Exhibit 18: GRI-0621 For IPF Benefits 
 

 

Source: Company reports. 
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Exhibit 19: GRI-0621 Clinical Models  
 

 
 

   

Source: Company reports. 

 

 

Our Solution - GRI-0621 
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GRI-0621 is differentiated from current IPF therapies because it is designed to reset the dysfunctional immune response driving 

disease by inhibiting the activity of iNKT (invariant NKT cells) cells, as opposed to targeting a symptom of the disease that is 

downstream of the dysregulated immune response. GRI-0621 has been evaluated as an oral formulation in approximately 1,700 

psoriasis, acne, and liver disease patients and the molecule was well tolerated. 

 

In preclinical studies, animals lacking iNKT cells were observed to be protected from fibrosis in models of IPF, NASH, ALD, autoimmune 

liver disease, and DILI. Similarly, inhibiting the activity of iNKT cells can protect and/or treat animals from developing fibrosis. Fibrosis 

is a complex dynamic process involving several signaling molecules, differentiation pathways, and multiple cell types in different 

tissues. Thus, when the wound repair mechanism goes awry due to chronic inflammation/injury, this results in tissue scarring, 

stiffness and eventually malfunction. Scientific literature suggests that there are common biological mechanisms that drive fibrosis 

in different tissues such as lung, liver, and kidney. 

 

In December 2023, the company commenced enrollment for its GRI-0621 Phase 2a Trial in Patients with IPF. This trial will be a twelve-

week, multicenter, multinational, randomized, placebo-controlled trial in approximately 36 patients with IPF. Weekly visits out to 

twelve weeks will evaluate safety, pharmacokinetics, and efficacy/mechanism of action of GRI-0621 as assessed by the activation of 

iNKT cells from both blood at weeks 6 and 12 and bronchi-alveolar lavage fluid at week 12.  

 

As a secondary endpoint, various biomarkers will also be evaluated to support the mechanism of action of GRI-0621. Subjects will be 

followed for at least two weeks after completion of dosing. This trial should take approximately six months to recruit the required 

number of subjects and be completed within approximately ten months of first subject’s first visit. The company currently expects 

interim data in Q4 2024 and top-line data is expected in Q1 2025. 

 

The company believes GRI-0621 has the potential to treat multiple fibrotic and related diseases, including other pulmonary fibrotic 

diseases, NASH, ALD, renal fibrosis, acute-on-chronic liver failure, drug-induced liver injury (DILI) and other acute indications. In 

numerous preclinical studies, inhibiting the activity of iNKT cells significantly reduced inflammation, activation of macrophage 

populations, transforming growth factor (TGF)-beta and fibrosis. There are currently no therapeutics approved that specifically target 

iNKT cells. 

 

.  
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Exhibit 20: GRI-0621 for IPF Phase 2 Clinical Trial 
  

 

Source: Company reports. 

 
 
The company is also developing GRI-0803, a novel orally administered activator of type 2 NKT (Natural killer T) cells, from which it 

observed therapeutic benefits in multiple models of autoimmunity. GRI-0803 has the potential to treat SLE and related kidney 

nephritis, MS, autoimmune hepatitis, and other autoimmune disorders. The company’s initial focus for GRI-0803 is for Lupus.  

 

Scientific studies have suggested that iNKT (Invariant natural killer T) cells plays an important pathogenic role in kidney diseases, 

including acute kidney injury, ischemic reperfusion injury and lupus nephritis. Accordingly, iNKT cells were activated in peripheral 

blood of lupus patients and in spontaneous models of lupus. Notably, activation of type 2 NKT leads to a dendritic cell-mediated 

inhibition of iNKT cells. In preclinical studies, GRI-0803 was observed to inhibit both murine and human iNKT cells. 

 

GRI-0803 was observed to inhibit lupus nephritis and to significantly improve overall survival. Lipocalin 2 (LCN2) is a glycoprotein 

secreted by several immune cells and promotes pro-inflammatory immune responses in autoimmune diseases and suggested to be 

an indicator of the severity of lupus nephritis. Significant inhibition of LCN2 expression in the kidney was observed in animals orally 

treated with GRI-0803 in comparison to that in the control group. 

 

The company expects to file an IND (Investigational New Drug Application) for GRI-0803 to treat Lupus in 2025. 
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Exhibit 21: GRI-0803 For Systemic Lupus Erythematosus (SLE) 
  

 
 

 

 

Source: Company reports. 
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Exhibit 22: Systemic Lupus Erythematosus (SLE) 
 

 

  
 

Source: Company reports. 

 

 

Systemic Lupus Erythematosus (SLE) is the most common type of lupus (~70% of all cases) and is usually what people refers to when 

talking about Lupus. The Lupus Foundation of America estimates that 1.5 million Americans, and at least five million people 

worldwide, have a form of lupus. As many as 24,000 people in the U.S. are diagnosed with the disease each year. 

 

SLE is an autoimmune disease in which the immune system mistakenly attacks its own healthy tissues, especially joints and skin, but 

can affect almost every organ and tissue of the body causing widespread inflammation and tissue damage in the affected organs. It 

can affect the joints, skin, brain, lungs, kidneys, and blood vessels. The condition can be fatal, and often causes debilitating bouts of 

fatigue and pain that prevent nearly half of adult patients from working. In the U.S., around 80,000 – 100,000 patients suffer from 

kidney nephritis, one of the most serious manifestations of SLE, typically within five years of diagnosis. SLE predominantly affects 

women and often starts between the ages of 15 and 44. 

 

Experts don’t know what causes SLE. Many scientists believe that lupus develops in response to a combination of factors both inside 

and outside the body. This includes hormones, genetics, and environment. There is no cure for lupus, but medical interventions and 

lifestyle changes can help control it. SLE treatment consists primarily of immunosuppressive drugs that inhibit the activity of the 

immune system. Only two drugs have been approved for lupus in the past 50 years so new treatment options are needed. 
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Exhibit 23: Systemic Lupus Erythematosus (SLE) 

 

Source:  https://creakyjoints.org/about-arthritis/lupus/lupus-overview/lupus-facts/ 
 

 

Source: Medical News Today. 
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Exhibit 24: GRI Bio’s Strategy 
  

 
 

Source: Company reports. 

 

 

FINANCIALS 
 

GRI Bio’s fiscal year ends on December 31. We expect its next earnings report (for Q3 2024 ending September 2024) to be in mid-

November. Because the company is a clinical stage drug development company, it currently generates no revenue and significant 

losses as it funds its drug development. 

 

On April 21, 2023, Vallon Pharmaceuticals, Inc. completed the acquisition of GRI Bio, Inc. (Legacy GRI). The deal was structured for 

Vallon shareholders to own ~17% of the combined shares of the company and Legacy GRI shareholders to own ~83%. The merger 

was accounted for as a reverse recapitalization (“reverse merger”) so Vallon is treated as the acquired company and Legacy GRI is 

treated as the acquirer for financial reporting purposes (so historical financials before the merger were restated to reflect Legacy 

GRI’s financials). The company has effected several reverse stock splits in 2023 and 2024, including a 1-for-30 in April 2023, a 1-for-7 

in January 2024, and 1-for-13 in June 2024 (all of our historical and projected financials have been adjusted accordingly). 
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Exhibit 25: GRI Bio Historical and Projected Financials 
 

 

Source: Company reports and Ascendiant Capital Markets estimates. 

 

 

Recent Results (fiscal Q2 2024 ending June 2024) 

 

GRI Bio’s recent financial performance is reflective of its developmental stage. In its Q2 2024 report (on August 14, 2024), the 

company reported no revenue and net loss was $2.3 million. Operating expenses were $2.3 million (up from $1.9 million in Q1 2024), 

consisting mainly of drug development costs and general and administrative expenses. Q2 EPS was $(4.92). 

 

We note that in late 2024 the company plans to report interim data from its Phase 2a biomarker study for GRI-0621 for Idiopathic 

Pulmonary Fibrosis (IPF), with top-line data expected in Q1 2025. The company plans to file its IND application for GRI-0803 for the 

treatment of SLE (systemic lupus erythematosus or lupus) in 2025 with expected approval and the start of clinical trials in 2025. 

 

The company does not provide specific quarterly financial guidance, but we believe that R&D expenses should remain relatively 

stable as the company continues clinical trial activities. Going forward, we believe operating expenses of ~$2 million is a reasonable 

near term quarterly cash burn rate. The company expects continued progress on its drug development milestones in 2024/2025. We 

do not expect the company to experience revenue until its drugs make significant progress towards FDA approval (either from 

product sales or from the sales of drug marketing rights to new partners), which is likely at least two years away. 

 
For 2024 (ending December 2024), we expect no revenues and a net loss of $9 million and EPS of $(4.37). For 2025 (ending December 

2025), we expect no revenues and a net loss of $9 million and EPS of $(2.63). 

 
We believe investors should be focused on its progress on its drug development, which will likely take at least two years before a 

potential FDA approval. We believe that the biggest potential variable in our financial model is the ability of the company to get FDA 

(or equivalent) approval for its GRI-0621 and GRI-0803 drugs under development. It is these approvals that are ultimately how GRI 

Bio will be able to finally be able to generate revenue. If the company can make significant progress towards these goals, then revenue 

and earnings will likely be able to grow significantly. However, if the company has difficulties in making progress towards getting drug 

approvals, then revenue and profitability may not be achieved or will likely grow at a moderate rate or even not at all. Even after 

drug approvals, GRI Bio faces a big challenge to successfully commercialize its products. However, given the lack of good treatment 

options to prevent or treat severe fibrotic lung diseases such as IPF and the current treatment options remains limited, we believe 

GRI Bio commercial prospects are very positive if it obtains FDA approval. 

 
The company’s balance sheet has $6 million in cash and no debt as of June 2024. We believe GRI Bio has enough cash to fund its 

operations into Q1 2025 (March 2025), so we estimate that it will need to raise capital by Q4 2024 (December 2024). 

FYE Dec 31

(in millions except EPS) 2022A 2023A 2024E 2025E

Total Revenue -         -         -        -        

Research & development costs 0.2         3.2         3.8         4.0         

Operating income (loss) (2.2)        (11.4)      (8.6)       (8.8)       

Net income (pro forma) (3.2)        (13.0)      (8.5)       (8.8)       

EPS (324.31)$ (367.21)$ (4.97)$    (2.63)$    
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Exhibit 26: Q2 2024 Financial Report (as of August 14, 2024) 
  

 

Source: Company reports. 

 

 

Exhibit 27: Upcoming Milestones (as of August 14, 2024) 

  

Source: Company reports. 
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Exhibit 28: GRI Bio Financial Metrics 
  

 
   

Source: Company reports and Ascendiant Capital Markets estimates. 

 

 

Recent Share Price (10/7/24) 0.35$              

52-Weeks Share Price (Low - High) $0.30  - 154.70

Shares Outstanding 3.0 million

Market Capitalization $1 million

Enterprise Value $(5) million

Cash (6/30/24) $6 million

Debt (6/30/24) $0

2023A Revenue $0

2023A Net loss $13.0 million

2023A EPS (367.21)$          

2024E Revenue $0

2024E Net loss $8.5 million

2024E EPS (4.97)$             

2025E Revenue $0

2025E Net loss $8.8 million

2025E EPS (2.63)$             
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FINANCIAL MODEL 

 

 

  

 

  

 

 

 

 

   

  

GRI Bio, Inc.
Income Statement ($ mils) Mar-22 Jun-22 Sep-22 Dec-22 2022 Mar-23 Jun-23 Sep-23 Dec-23 2023 Mar-24 Jun-24 Sep-24 Dec-24 2024 Mar-25 Jun-25 Sep-25 Dec-25 2025

Fiscal Year End: December 31 Q1A Q2A Q3A Q4A FY-A Q1A Q2A Q3A Q4A FY-A Q1A Q2A Q3E Q4E FY-E Q1E Q2E Q3E Q4E FY-E

Total Revenue 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Cost of Revenues 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Gross Profit 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Research & development 0.060 0.059 0.063 0.060 0.242 0.116 0.880 1.189 1.047 3.232 0.933 0.877 1.000 1.000 3.810 1.000 1.000 1.000 1.000 4.000

General & administrative 0.138 0.130 0.123 1.606 1.997 0.872 5.054 1.250 0.979 8.155 0.962 1.380 1.200 1.200 4.742 1.200 1.200 1.200 1.200 4.800

Restructuring and other 0.000 0.000 0.000 0.000

Total operating expenses 0.198 0.189 0.186 1.666 2.239 0.988 5.934 2.439 2.026 11.387 1.895 2.257 2.200 2.200 8.552 2.200 2.200 2.200 2.200 8.800

Operating income (loss) (0.198) (0.189) (0.186) (1.666) (2.239) (0.988) (5.934) (2.439) (2.026) (11.387) (1.895) (2.257) (2.200) (2.200) (8.552) (2.200) (2.200) (2.200) (2.200) (8.800)

Interest income (expense) (0.104) (0.106) (0.165) (0.278) (0.653) (1.162) (0.934) 0.006 0.01 (2.082) 0.006 0.006 0.000 0.000 0.012 0.000 0.000 0.000 0.000 0.000

Other income (expense) (0.325) (0.325) 0.122 0.296 0.014 0.432 0.002 0.001 0.000 0.000 0.003 0.000 0.000 0.000 0.000 0.000

Income before income taxes (0.302) (0.295) (0.351) (2.269) (3.217) (2.150) (6.746) (2.137) (2.004) (13.037) (1.887) (2.250) (2.200) (2.200) (8.537) (2.200) (2.200) (2.200) (2.200) (8.800)

Income taxes 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Net income (loss) (0.302) (0.295) (0.351) (2.269) (3.217) (2.150) (6.746) (2.137) (2.004) (13.037) (1.887) (2.250) (2.200) (2.200) (8.537) (2.200) (2.200) (2.200) (2.200) (8.800)

Nonrecurring/noncash adjustments (0.001) (0.001) 0.000 (0.001) (0.001) 0.000 0.000

Net income (pro forma) (0.302) (0.295) (0.351) (2.270) (3.218) (2.150) (6.746) (2.137) (2.005) (13.038) (1.887) (2.250) (2.200) (2.200) (8.537) (2.200) (2.200) (2.200) (2.200) (8.800)

EBITDA

Shares, Basic 0.009 0.009 0.010 0.010 0.010 0.011 0.028 0.045 0.058 0.036 0.317 0.458 3.000 3.100 1.719 3.200 3.300 3.400 3.500 3.350

Shares, Diluted 0.009 0.009 0.010 0.010 0.010 0.011 0.028 0.045 0.058 0.036 0.317 0.458 3.000 3.100 1.719 3.200 3.300 3.400 3.500 3.350

EPS Basic (pro forma) ($32.28) ($31.53) ($35.64) ($230.52) ($324.31) ($195.47) ($239.37) ($47.15) ($34.57) ($367.21) ($5.94) ($4.92) ($0.73) ($0.71) ($4.97) ($0.69) ($0.67) ($0.65) ($0.63) ($2.63)

EPS Diluted (pro forma) ($32.28) ($31.53) ($35.64) ($230.52) ($324.31) ($195.47) ($239.37) ($47.15) ($34.57) ($367.21) ($5.94) ($4.92) ($0.73) ($0.71) ($4.97) ($0.69) ($0.67) ($0.65) ($0.63) ($2.63)

Margins

Gross margin

Research & development

General & administrative

Operating margin

Tax rate, GAAP

Net margin

Y/Y % change

Total Revenue

Gross margin

Research & development 93% 1392% 1787% 1645% 1236% 704% 0% -16% -4% 18% 7% 14% 0% 0% 5%

General & administrative 532% 3788% 916% -39% 308% 10% -73% -4% 23% -42% 25% -13% 0% 0% 1%

Operating income (loss) 399% 3040% 1211% 22% 409% 92% -62% -10% 9% -25% 16% -3% 0% 0% 3%

Net income (loss) 612% 2187% 509% -12% 305% -12% -67% 3% 10% -35% 17% -2% 0% 0% 3%

EPS Diluted (pro forma) 506% 659% 32% -85% 13% -97% -98% -98% -98% -99% -88% -86% -12% -11% -47%

Source: Company reports and Ascendiant Capital Markets estimates.  Reflects a 1:7 reverse stock split in January 2024  Reflects a 1:13 reverse stock split in June 2024
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GRI Bio, Inc.
Balance Sheet ($ mils) Dec-22 Jun-23 Sep-23 Dec-23 Mar-24 Jun-24 Sep-24 Dec-24 Mar-25 Jun-25 Sep-25 Dec-25

Fiscal Year End: December 31 Q4A Q2A Q3A Q4A Q1A Q2A Q3E Q4E Q1E Q2E Q3E Q4E

Assets

Cash and cash equivalents 0.009 4.799 3.488 1.808 4.091 6.353 4.190 2.027 (0.136) (2.299) (3.397) (5.360)

Short term investments 0.000 0.000 0.000 0.000 0.000 0.000

Deferred income taxes 0.000 0.000 0.000 0.000 0.000 0.000

Prepaid expenses and other 0.303 0.793 0.879 1.126 0.337 0.531 0.531 0.531 0.531 0.531 0.531 0.531

Total current assets 0.312 5.592 4.367 2.934 4.428 6.884 4.721 2.558 0.395 (1.768) (2.866) (4.829)

Property and equipment, net 0.004 0.009 0.009 0.008 0.007 0.006 0.006 0.006 0.006 0.006 0.006 0.006

Intangibles, net 0.000 0.000 0.000 0.000 0.000 0.000

Deferred income tax 0.000 0.000 0.000 0.000 0.000 0.000

Other 0.067 0.041 0.028 0.014 0.152 0.141 0.141 0.141 0.141 0.141 0.141 0.141

Total assets 0.383 5.642 4.404 2.956 4.587 7.031 4.868 2.705 0.542 (1.621) (2.719) (4.682)

Liabilities and stockholders’ equity

Accounts payable 1.294 0.307 0.988 1.410 0.637 1.236 1.236 1.236 1.236 1.236 1.236 1.236

Accrued expenses 0.036 1.193 1.143 1.270 0.999 0.935 0.935 0.935 0.935 0.935 2.000 2.200

Deferred income tax 0.000 0.000 0.000 0.000 0.000 0.000

Warrant liabilities 0.063 0.018 0.003 0.001 0.000 0.000 0.000 0.000 0.000 0.000

Other 0.062 0.041 0.028 0.014 0.043 0.045 0.045 0.045 0.045 0.045 0.045 0.045

Short term debt 0.602 0.000 0.000 0.000 0.000 0.000 0.000

Total current liabilities 1.994 1.604 2.177 2.697 1.680 2.216 2.216 2.216 2.216 2.216 3.281 3.481

Deferred income taxes 0.000 0.000 0.000 0.000 0.000 0.000

Warrant liabilities 0.000 0.000 0.000 0.000 0.000 0.000

Other long term liabilities 0.014 0.109 0.096 0.096 0.096 0.096 0.096 0.096 0.096

Long term debt 0.000 0.000 0.000 0.000 0.000 0.000

Total other liabilities 0.014 0.000 0.000 0.000 0.109 0.096 0.096 0.096 0.096 0.096 0.096 0.096

Preferred stock 0.000 0.000 0.000 0.000 0.000 0.000

Common stock 0.037 0.074 0.111 0.148 0.185 0.222

Additional paid-in capital 16.871 31.430 31.756 31.792 36.218 40.389 40.389 40.389 40.389 40.389 40.389 40.389

Retained earnings (18.496) (27.392) (29.529) (31.533) (33.420) (35.670) (37.870) (40.070) (42.270) (44.470) (46.670) (48.870)

Other 0.000 0.000 0.000 0.000 0.000 0.000

Accumulated other comprehensive income 0.000 0.000 0.000 0.000 0.000 0.000

Total stockholders’ equity (1.625) 4.038 2.227 0.259 2.798 4.719 2.556 0.393 (1.770) (3.933) (6.096) (8.259)

Total stockholders’ equity and liabilities 0.383 5.642 4.404 2.956 4.587 7.031 4.868 2.705 0.542 (1.621) (2.719) (4.682)

Balance Sheet Drivers
Dec-22 Jun-23 Sep-23 Dec-23 Mar-24 Jun-24 Sep-24 Dec-24 Mar-25 Jun-25 Sep-25 Dec-25

Q4A Q2A Q3A Q4A Q1A Q2A Q3E Q4E Q1E Q2E Q3E Q4E

  Book & Cash Value (per share)

Book Value per Share (diluted) -$165.02 $143.29 $49.14 $4.47 $8.81 $10.31 $0.85 $0.13 -$0.55 -$1.19 -$1.79 -$2.36

Cash per Share (diluted) $0.91 $170.29 $76.96 $31.17 $12.89 $13.88 $1.40 $0.65 -$0.04 -$0.70 -$1.00 -$1.53

Net cash per Share (diluted) -$60.22 $170.29 $76.96 $31.17 $12.89 $13.88 $1.40 $0.65 -$0.04 -$0.70 -$1.00 -$1.53

Source: Company reports and Ascendiant Capital Markets estimates
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GRI Bio, Inc.
Cash Flow Statement ($ mils) Jun-22 Sep-22 Dec-22 2022 Mar-23 Jun-23 Sep-23 Dec-23 2023 Mar-24 Jun-24 Sep-24 Dec-24 2024 Mar-25 Jun-25 Sep-25 Dec-25 2025

Fiscal Year End: December 31 Q1&2A Q3A Q4A FY-A Q1A Q2A Q3A Q4A FY-A Q1A Q2A Q3E Q4E FY-E Q1E Q2E Q3E Q4E FY-E

Cash flow from operating activities

Net income (0.597) (0.351) (2.269) (3.217) (2.150) (6.746) (2.137) (2.004) (13.037) (1.887) (2.250) (2.200) (2.200) (8.537) (2.200) (2.200) (2.200) (2.200) (8.800)

Depreciation 0.001 0.001 0.001 0.003 0.001 0.001 0.001 0.001 0.004 0.001 0.001 0.002 0.000

Amortization 0.000 0.000 0.000 0.000

Non-cash lease expense 0.000 0.000 0.000 0.000

Debt related amortization expense 0.045 0.172 0.217 1.161 0.943 2.104 0.000 0.000

Stock comp 0.025 0.025 0.013 0.013 0.326 0.036 0.388 0.037 0.037 0.037 0.037 0.148 0.037 0.037 0.037 0.037 0.148

Deferred income taxes 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Change in fair value of warrant liability 0.000 0.063 (0.045) (0.200) (0.182) (0.002) (0.001) (0.003) 0.000

Lease 0.023 0.012 0.012 0.047 0.012 0.014 0.013 0.014 0.053 0.014 (0.141) (0.127) 0.000

Inventory reserve 0.000 0.000 0.000 0.000

Accrued interest 0.000 0.000 0.000 0.000

Writedowns and impairments 0.325 0.325 0.000 0.000 0.000

Other gains/losses 0.000 0.000 0.000 0.000

Other 0.000 0.000 0.000 0.000

Changes in operating assets and liabilities:

Prepaid expenses & other current assets(0.008) 0.001 (0.028) (0.035) 0.028 (0.778) (0.086) 0.289 (0.547) 0.564 (0.194) 0.000 0.000 0.370 0.000 0.000 0.000 0.000 0.000

Income tax 0.000 0.000 0.000 0.000

Other assets 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Accounts payable 0.079 (0.002) 0.820 0.897 0.408 3.771 0.681 (2.701) 2.159 (0.744) 0.344 0.000 0.000 (0.400) 0.000 0.000 0.000 0.000 0.000

Accrued expenses 0.409 0.181 0.106 0.696 (0.036) 1.193 (0.051) (0.981) 0.125 (0.172) (0.078) 0.000 0.000 (0.250) 0.000 0.000 1.065 0.200 1.265

Deferred revenue 0.000 0.000 0.000 0.000

Other liabilities (0.023) (0.012) (0.008) (0.043) (0.016) (0.014) (0.013) (0.014) (0.057) (0.014) 0.141 0.000 0.000 0.127 0.000 0.000 0.000 0.000 0.000

Net cash (used in) provided by operating activities(0.116) (0.125) (0.844) (1.085) (0.579) (1.540) (1.311) (5.560) (8.990) (2.203) (2.141) (2.163) (2.163) (8.670) (2.163) (2.163) (1.098) (1.963) (7.387)

Cash flow from investing activities

Purchases of property and equipment (0.003) (0.003) (0.008) (0.008) 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Purchases of short-term investments 0.000 0.000 0.000 0.000

Acquisitions 0.000 0.000 0.000 0.000

Other 0.000 0.000 0.000 0.000

Net cash used in investing activities 0.000 0.000 (0.003) (0.003) 0.000 (0.008) 0.000 0.000 (0.008) 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Cash flow from financing activities

Issuance of debt 0.035 0.250 1.000 1.285 1.440 0.000 (1.250) 0.190 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.000

Repayment of debt (0.030) (0.013) (0.043) (0.195) (0.195) 0.000 0.000

Issuance of stock (0.235) (0.235) (0.215) 12.465 1.250 13.500 4.486 4.403 0.000 0.000 8.889 0.000 0.000 0.000 0.000 0.000

Proceeds from stock option exercises 0.000 0.012 0.012 0.000 0.000

Other 0.000 (6.590) 0.000 3.880 (2.710) 0.000 0.000

Dividends and distributions 0.000 0.000 0.000 0.000

Cash provided by (used in) financing activities0.035 0.220 0.752 1.007 1.030 5.887 0.000 3.880 10.797 4.486 4.403 0.000 0.000 8.889 0.000 0.000 0.000 0.000 0.000

Effect of exchange rate on cash 0.000 0.000 0.000 0.000

Net increase (decrease) in cash and equivalents(0.081) 0.095 (0.095) (0.081) 0.451 4.339 (1.311) (1.680) 1.799 2.283 2.262 (2.163) (2.163) 0.219 (2.163) (2.163) (1.098) (1.963) (7.387)

Beginning cash and equivalents 0.090 0.009 0.104 0.090 0.009 0.460 4.799 3.488 0.009 1.808 4.091 6.353 4.190 1.808 2.027 (0.136) (2.299) (3.397) 2.027

Ending cash and equivalents 0.009 0.104 0.009 0.009 0.460 4.799 3.488 1.808 1.808 4.091 6.353 4.190 2.027 2.027 (0.136) (2.299) (3.397) (5.360) (5.360)

Source: Company reports and Ascendiant Capital Markets estimates
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ANALYST CERTIFICATION 
Each analyst hereby certifies that the views expressed in this report reflect the analyst’s personal views about the subject securities 
or issuers. Each analyst also certifies that no part of the analyst’s compensation was, is, or will be, directly or indirectly, related to 
the specific recommendations or views expressed in this report. The analyst who prepared this report is compensated based upon 
the overall profitability of Ascendiant Capital Markets, LLC, which may, from time to time, include the provision of investment 
banking, financial advisory and consulting services. Compensation for research is based on effectiveness in generating new ideas for 
clients, performance of recommendations, accuracy of earnings estimates, and service to clients. 

 

GRI Bio, Inc.  

 Ascendiant Capital Markets, LLC has not received compensation for advisory or investment banking services from the 
company in the past 12 months. 
 

IMPORTANT DISCLOSURES 
This report has been distributed by Ascendiant Capital Markets, LLC and is for the sole use of our clients. This report is based on 
current public information that we consider reliable, but we do not represent it is accurate or complete, and it should not be relied 
on as such. This report contains information from various sources, including United States government publications, The Wall Street 
Journal and other periodicals, Yahoo! Finance and other sources, and is for informational purposes only and is not a recommendation 
to trade in the securities of the companies mentioned within the report. We seek to update our research and recommendations as 
appropriate, but the large majority of reports are published at irregular intervals as we consider appropriate and, in some cases, as 
constrained by industry regulations. 
 
We may have a business relationship with companies covered in this report. Ascendiant Capital Markets, LLC may make a market in 
the securities of the subject company. We and our affiliates, officers, directors, and employees will from time to time have long or 
short positions in, act as principal in, and buy or sell, the securities or derivatives (including options and warrants) thereof of covered 
companies referred to in this report. This report is not an offer to sell or the solicitation of an offer to buy any security in any 
jurisdiction where such an offer or solicitation would be illegal. It does not constitute a personal recommendation or take into account 
the particular investment objectives, financial situations, or needs of individual clients. Clients should consider whether any 
information in this report is suitable for their particular circumstances and, if appropriate, seek professional advice, including tax 
advice. The price and value of the investments referred to in this report may fluctuate. 

Following are some general risks that can adversely impact future operational and financial performance and share price valuation: 
(1) industry fundamentals with respect to legislation, mandates, incentives, customer demand, or product pricing; (2) issues relating 
to competing companies or products; (3) unforeseen developments with respect to management, financial condition or accounting 
policies or practices; or (4) external factors that affect the interest rates, currency, the economy or major segments of the economy. 
Past performance is not a guide to future performance, future returns are not guaranteed, and loss of original capital may occur. 
Certain transactions, including those involving futures, options, and other derivatives, give rise to substantial risk and are not suitable 
for all investors. Our report is disseminated primarily electronically, and, in some cases, in printed form. The information contained 
in this report is not incorporated into the contents of our website and should be read independently thereof. Copyright Ascendiant 
Capital Markets, LLC. No part of this material may be copied, photocopied or duplicated by any means or redistributed without the 
prior written consent of Ascendiant Capital Markets, LLC. 

Risks & Considerations 

Risks to attainment of our share price target include balance sheet/liquidity risks, failure of product candidates to demonstrate safety 
and efficacy in clinical trials, failure to gain regulatory approvals, ability to commercialize product, failure to obtain suitable 
reimbursement, competition, changing macroeconomic factors, investor sentiment for investing in biotech stocks, and changes in 
consumer or government priorities for healthcare. 

 

 

 

 



 GRI: GRI Bio, Inc. 
 
 
 
 

October 8, 2024 Ascendiant Capital Markets, LLC P a g e  37 

 

Ascendiant Capital Markets, LLC Rating System 

BUY: We expect the stock to provide a total return of 15% or more within a 12-month period. 

HOLD: We expect the stock to provide a total return of negative 15% to positive 15% within a 12-month period. 

SELL: We expect the stock to have a negative total return of more than 15% within a 12-month period. 

Total return is defined as price appreciation plus dividend yield. 

 

Ascendiant Capital Markets, LLC Distribution of Investment Ratings (as of April 15, 2024) 

 

 

 

 

 

Other Important Disclosures 

Our analysts use various valuation methodologies including discounted cash flow, price/earnings (P/E), enterprise value/EBITDAS, 
and P/E to growth rate, among others. Risks to our price targets include failure to achieve financial results, product risk, regulatory 
risk, general market conditions, and the risk of a change in economic conditions. 

Dissemination of Research 

Ascendiant Capital Markets, LLC research is distributed electronically via the Thomson Reuters platforms, Bloomberg, Capital IQ and 
FactSet. Please contact your investment advisor or institutional salesperson for more information. 

General Disclaimer  

The information and opinions in this report were prepared by Ascendiant Capital Markets, LLC.  This information is not intended to 
be used as the primary basis of investment decisions and because of individual client objectives it should not be construed as advice 
designed to meet the particular investment needs of any investor.  This material is for information purposes only and is not an offer 
or solicitation with respect to the purchase or sale of any security.  The reader should assume that Ascendiant Capital Markets, LLC 
may have a conflict of interest and should not rely solely on this report in evaluating whether or not to buy or sell securities of issuers 
discussed herein.  The opinions, estimates, and projections contained in this report are those of Ascendiant Capital Markets, LLC as 
of the date of this report and are subject to change without notice.  Ascendiant Capital Markets, LLC endeavors to ensure that the 
contents have been compiled or derived from sources that we believe are reliable and contain information and opinions that are 
accurate and complete.  However, Ascendiant Capital Markets, LLC makes no representation or warranty, express or implied, in 
respect thereof, takes no responsibility for any errors and omissions contained herein, and accepts no liability whatsoever for any 
loss arising from any use of, or reliance on, this report or its contents.  Information may be available to Ascendiant Capital Markets, 
LLC, or its affiliates that is not reflected in this report.  This report is not to be construed as an offer or solicitation to buy or sell any 
security. 

Additional Disclosures 

Ascendiant Capital Markets, LLC is a broker-dealer registered with the United States Securities and Exchange Commission (SEC) and 
a member of the FINRA and SIPC.  Ascendiant Capital Markets, LLC is not a Registered Investment Advisor nor is it an investment 
advisor registered with the Securities and Exchange Commission or with the securities regulators of any state, and at the present 
time is not eligible to file for federal registration. 

   Investment Banking Services 

   Past 12 months 

Rating Count Percent Count Percent 

Buy 55 98% 18 33% 
Hold 0 0% 0 0% 
Sell 1 2% 0 0% 

Total 56 100% 18 32% 


