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 COMPANY DESCRIPTION 
 

HedgePath Pharmaceuticals, Inc. (HPPI) is a clinical stage biopharmaceutical company 
that focuses on developing  therapeutics for the treatment of cancer patients, primarily 
with skin, lung and prostate cancers.  The Company focuses on utilization of the 
hedgehog signaling pathway, which is a primary regulator of cellular processes in 
vertebrates.  Currently HPPI is conducting an open-label Phase 2(b) clinical trial to 
study the effect of its patented SUBA-Itraconazole oral capsules in patients with basal 
cell carcinoma nevus syndrome (BCCNS), a rare disorder caused by genetic mutation 
that often results in the continual growth of cancerous legions on the skin.  HPPI is 
headquartered in Tampa, Florida, and as last reported, had 3 full-time employees as 
well as 14 contract employees working in regulatory and clinical disciplines. 

SUMMARY  

• HedgePath has licensed exclusive US rights to develop and market SUBA-
Itraconazole, a patented improved formulation of the drug itraconazole, which has 
demonstrated superior bioavailability over the generic version, with improved 
absorption and significantly reduced variability; the Company is pursuing a 
505(b)(2) regulatory pathway for SUBA-Itraconazole, repurposing itraconazole for 
the treatment of certain cancers.  

• The Company is currently in a Phase 2(b) clinical trial with SUBA-Itraconazole for 
the treatment of patients with Gorlin Syndrome, also known as basal cell carcinoma 
nevus syndrome, and is preparing to file a New Drug Application (NDA) in Q1 2019 
based on positive feedback and guidance from two face-to-face meetings with FDA 
in the second half of 2018. 

• As a rare disorder affecting approximately 10,000 patients in the US, SUBA-
Itraconazole has been granted Orphan Drug Designation by the FDA for the 
treatment of BCCNS, which greatly decreases the time, cost and risk associated with 
the path towards approval and commercialization.  There are presently no 
approved drug therapies for the treatment of the excessive tumor growth associated 
with BCCNS; current surgical options are typically required on a frequent basis and 
can leave the patient disfigured.  Drug therapies used off-label have demonstrated 
significant side effects and toxicity issues for patients, but SUBA-Itraconazole has 
proven to be a safe and well-tolerated drug in clinical testing to date.      

• SUBA-Itraconazole has shown to effectively inhibit certain proteins involved in 
regulation of the Hedgehog Pathway, resulting in notable anti-cancer effects; in 
addition to holding great promise for the treatment of patients with BCCNS, this 
drug has potential as a therapy in other cancers such as lung and prostate, also via 
the Hedgehog Pathway.  To date, itraconazole has been tested in several physician-
sponsored trials for both lung and prostate cancers, and HPPI is in the process of 
gathering input from key opinion leaders in these fields.     

• Currently, Mayne Pharma holds a majority ownership in HedgePath, and the 
Company has in place a signed license and supply agreement with Mayne Pharma 
for exclusive US rights to commercialize SUBA-Itraconazole for its anti-cancer 
indications, with Mayne Pharma as its sole supplier of the drug. 

• As of 6/30/18, HedgePath reported approximately $0.8M of cash on hand to fund 
its pipeline development; however, subsequent to quarter-end, the Company 
received an additional $1.6M from Mayne Pharma under a second tranche of its 
funding agreement, with $1.0M remaining under a potential third and final 
tranche.  We note that with ownership in excess of 50% already and an existing 
dermatology salesforce in place, it could be beneficial for Mayne Pharma to acquire 
the remaining outstanding shares of HPPI upon successful commercialization of 
SUBA-Itraconazole, or to reach an additional marketing agreement for US rights.     

• With promising clinical data as well as several additional programs in the pipeline 
addressing sizable markets with unmet needs, our valuation analysis for the BCCNS 
program alone results in an estimated range of $0.51-$0.60/share, with a mid-
point of approximately $0.55.  See page 8 for further details.   

 
 

CONDENSED BALANCE SHEET 
($mm,	except	per	share	data)	

Balance	Sheet	Date:	 6/30/2018	
Cash	&	Cash	Equivalent:	 $0.8	
Cash/Share:	 $0.00	
Equity	(Book	Value):	 ($1.6)	
Equity/Share:	 ($0.00)	

MARKET STATISTICS 
Exchange	/	Symbol	 OTCQX:HPPI	
Price:	 $0.28	
Market	Cap	(mm):	 $103.6	
Enterprise	Value	(mm):	 $105.1	
Shares	Outstanding	(mm):	 370.0	
Float	(%):	 20.9%	
Volume	(3-month	average):	 20,900	
52	week	Range:	 $0.19-$0.40	
Industry:																																																					Biotechnology	

CONDENSED INCOME STATEMENTS 
($mm,	except	per	share	data)	

FY	-	12/31	 Rev	 Net	
Income	

Adj.	
EBITDA	 EPS	

FY15	 $0.00	 ($3.95)	 ($2.22)	  ($0.02)	

FY16	 $0.00	 ($7.00)	 ($3.46)	  ($0.02)	

Fy17	 $0.00	 ($5.10)	 ($3.25)	  ($0.01)	

Fy18E	 $0.00	 ($4.10)	 ($2.12)	  ($0.01)	

LARGEST SHAREHOLDERS 
	
Mayne	Pharma	Group,	Ltd.																								198,106,100	
Hedgepath,	LLC																																															79,627,100	
	Nicholas	J.	Virca,	CEO																																							9,037,500	
	Garrison	J.	Hasara,	CFO																																			3,959,000	
Mark	W.	Watson,	Director																														1,053,600	
James	A.	McNulty																																																		473,000	
Richard	D.	Ono,	Director																																				453,000	
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BUSINESS OVERVIEW 
 

Nick Virca, current CEO, and Frank O’Donnell, former Executive 
Chairman, founded HedgePath, LLC in 2012.  Another company, 
Commonwealth Biotechnologies, Inc. (CBI), began in 1992 
providing specialized life sciences services on a contract basis to 
pharmaceutical and biotechnology entities; as CBI emerged from 
voluntary bankruptcy in 2013, assets of HedgePath, LLC, were 
contributed to CBI in exchange for 90% ownership, and the name 
was changed to HedgePath Pharmaceuticals, Inc.  Subsequently, 
in September 2013 (and most recently amended January 2018), 
the newly combined company purchased the rights to develop 
and market itraconazole anti-cancer therapies in the US, signing 
a supply and license agreement with Mayne Pharma 
International Pty Ltd.  As a result of this agreement, Mayne 
Pharma gained 45% ownership of the Company (with HedgePath, 
LLC, retaining 45% and original CBI shareholders retaining 10%) 
and will be HedgePath’s sole supplier of SUBA-Itraconazole oral 
capsules, also due royalties upon US sales.  Additionally, Mayne 
Pharma has since become a majority shareholder in HedgePath 
through funding the purchase of additional common shares as 
well as Series B Preferred, and currently owns in excess of 50%. 
 

In the third quarter of 2015, HedgePath began a Phase 2(b) 
clinical trial testing the safety and efficacy of its SUBA-
Itraconazole product candidate for basal cell carcinoma nevus 
syndrome patients, also known as Gorlin Syndrome.  This 
product candidate is an oral, patented formulation of the 
currently marketed anti-fungal drug itraconazole that 
incorporates a unique drug dispersion technology, increasing 
bioavailability.  HedgePath is following the 505(b)(2) regulatory 
pathway, repurposing itraconazole, and the FDA has approved 
Orphan Designation for the BCCNS indication.  Based on 
interactions to date with the FDA, the Company anticipates filing 
an NDA  in Q1 2019.      
 

Exhibit 1:  HedgePath Pharmaceuticals Evolution  
 

 
 

Source: Company Reports 

 

 

HEDGEHOG PATHWAY 
 

The Hedgehog Pathway is an important molecular pathway in 
vertebrates, known to: 
 

• Transmit signals for embryonic development  
• Play a significant role in the regulation of adult stem 

cells  
• Assist in cell differentiation and proliferation 
• Be involved in tissue polarity 
 

 

The Hedgehog Pathway has been proven to play a major role in 
the development of certain cancers.  The Hedgehog proteins, also 
referred to as Hh, are a group of secreted proteins, involved in 
new generation of cells and tissues, but their secretion can result 
in the development of several types of cancers when the 
Hedgehog Pathway is inappropriately activated.  And while 
research shows that activation of the Hedgehog Pathway can 
result in cancerous tumor growth, further Hedgehog signaling 
from that tumor to surrounding cell structures can promote 
additional tumor growth as well as increase tumor invasiveness. 
 
Thus, Hedgehog Pathway inhibitors are a new class of 
therapeutics being tested, which target the proteins that play a 
part in the regulation of the Hh pathway.  Based on pre-clinical 
testing, the Company believes that its product candidate SUBA-
Itraconazole has notable potential as a Hedgehog inhibitor for 
the treatment of certain cancers in humans.    
 
Erivedge®, or vismodegib, is an oral capsule formulation 
developed by Genentech, a subsidiary of Roche, and it was 
approved in 2012 by the FDA as the first Hh inhibitor for the 
treatment of advanced stages of basal cell carcinoma (BCC); 
subsequently in 2015, Odomzo®, or sonidegib developed by 
Novartis and later sold to Sun Pharma in 2017, was approved for 
the treatment of patients with locally advanced BCC that has 
recurred following surgery or radiation therapy (or for patients 
who are not candidates for surgery or radiation therapy).  Both 
are currently used when attempting to reduce basal cell 
carcinoma tumor burdens but bring with them high toxicities 
with major side effects for patients.  
 
SUBA-ITRACONAZOLE  

Itraconazole has already been approved by the FDA for the 
treatment of serious fungal and yeast infections in humans, with 
a history of being safe and effective as a therapy.  Mayne Pharma 
has developed specially 
formulated capsules of 
itraconazole, referred to as 
SUBA-Itraconazole, 
incorporating a unique design 
that increases drug 
bioavailability and solubility 
but still utilizes oral 
administration.  This patented 
formulation results in superior 
absorption levels and notably 
reduced variability when 
compared to the generic 

HedgePath Pharmaceuticals Evolution 

Phase II data show 
promise that 

Itraconazole (an FDA 
approved antifungal 

drug) could be 
repurposed as a new 
anti-cancer therapy

Exclusive License for 
new drug delivery 
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SUBA™-Itraconazole 
Capsules for Oncology 

Applications

Strategic Relationships 
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IND Filing for 
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(Gorlin Syndrome)

US Phase II Clinical 
Trial Programs

Skin, Lung and 
Prostate Cancers 
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HedgePath
Pharmaceuticals, Inc
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Company public 08/13 

Delaware (OTCQB: HPPI)  

Exclusive License for 

SUBA™-Itraconazole 

Capsules for Oncology: 

Patented drug delivery 
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Pre-IND Meeting (08/14) 
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January 2016 © 2016 HedgePath Pharmaceuticals, Inc.  All rights reserved 
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formulation of itraconazole; additionally, the incorporated drug 
dispersion technology has allowed for reduced amounts of active 
drug required in order to achieve necessary therapeutic levels.  
“SUBA technology” thus stands for superior bioavailability.   

SUBA-Itraconazole, unlike the generic version, can be dosed at 
half the level of the generic formulation because of its superior 
bioavailability, which can exceed 90%, vs. generic at 55%.  This 
results in: 

• More consistent blood levels, resulting in more 
effective treatment 

• Ability to be dosed in oral capsules 
• Limited toxicity and ease of dosing, and thus it is well-

suited for long-term use in patients 

In animal models, itraconazole has been shown to successfully 
suppress the progression of brain tumors.  Additionally, in 
human trials, the drug has been noted to have anti-cancer effects 
in patients with BCC, lung and prostate cancers. Research to date 
at Johns Hopkins University has proven that itraconazole 
inhibits the Hedgehog Pathway by binding to a surface receptor 
in the pathway.    

Exhibit 2: Itraconazole’s Targeted Molecular Therapy 

 

Source: Company Reports 

HedgePath has continued development of its lead product 
candidate SUBA-Itraconazole following its license agreement 
with Mayne Pharma.  The Company has applied for numerous 
patents and three have recently been issued to protect its own 
inventions related to the use of SUBA-Itraconazole.  

CLINICAL TRIALS  
 

As mentioned, HedgePath has initially targeted three indications 
that involve the Hedgehog Pathway as a significant molecular 
pathway for cancer development:  basal cell carcinoma, prostate 
cancer and lung cancer.   

Exhibit 3: HPPI Target Indications 

 
 
Source: Company Reports 
 
Basal Cell Carcinoma 
HedgePath began an open label Phase 2(b) clinical trial in the 
third quarter of 2015, establishing sites in FL, MI, NY, PA and CA 
and dosing the first patient in September 2015.  To be enrolled, 
patients must have been diagnosed with Gorlin Syndrome and 
had numerous BCC tumors among other inclusion criteria. 
 
Exhibit 4: US Sites for Phase 2(b) Study 
 

 
 
 
 
 
 
 
 
 
 
 
 

Source: Company Reports 
 
Additional study details include: 
 

• Each patient enrolled had an average of 195 basal cell 
carcinoma tumors, which had been removed by prior 
surgeries 

• The primary endpoint will measure how tumors respond 
to twice daily dosing of SUBA-Itraconazole capsules 

• Results will include duration of tumor response as well 
as overall safety 

• Enrollment was completed in the fourth quarter of 2017 
 

HedgePath
Pharmaceuticals, Inc

© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

Targeted Molecular Therapy - Itraconazole

PTCH is mutated in BCCNS and
does not inhibit SMO which 
leads to Gli1 expression (BCC)

Itraconazole binds to SMO and 
inhibits activation of the Gli1 
pathway which causes BCC tumors

9

BCCNS Clinical Strategy & Development
Phase 2(b) SCORING* Open Label Clinical Trial

HedgePath
Pharmaceuticals, Inc

Phase II (b)
Clinical Sites

10© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

First patient dosed in September 2015
Sites in FL, MI, NY, PA and CA
All investigators experienced with BCCNS
Mean of 195 prior BCC excisions per patient
Completed Recruiting
38 patients treated to date

10 patients in active treatment
10 patients in follow-up
18 patients off study

Only one surgery for a BCC target lesion

* SUBA-Cap Objective Response in Gorlins

HedgePath
Pharmaceuticals, Inc

3© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

HPPI OTCQX – Headquartered in Tampa, Florida
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Positive interim data were announced in both 2016 and 2017.  As 
of October 2017, the median time within the study for all patients 
was 38 weeks, with 32 patients having been dosed for 16 or more 
weeks and 13 patients having been dosed for a year or more.  Of 
those, only one tumor required surgical excision, with ~99% of 
target tumors reported as controlled.  At that time, the response 
of 467 individual target tumors had been measured, with ~54% 
demonstrating a 30% or greater reduction in size since dosing 
began.  It was noted that 28% of target tumors completely 
disappeared, and ~60% of lesions were continuing to respond to 
ongoing treatment exceeding the one year duration timeframe.  
Within the study, only 11% of patients dropped out during 
treatment, and SUBA-Itraconazole was well-tolerated; there were 
no reports of side effects as seen with other off-label therapeutics 
such as hair loss, loss of tasted or disabling muscle cramps.  
Certain results are summarized below.      

Exhibit 5: Target Lesion Response Rates   

   

Source: Company Reports 

Exhibit 6: Durable Response for 256 Responding Target Lesions 

 

 

 

 

 

 

 

 

 
 

Source: Company Reports 

 

 

In May 2016, the Company received Orphan Drug Designation 
from FDA for treatment of BCCNS patients with the oral 
formulation of SUBA-Itraconazole capsules.  This designation 
will give SUBA-Itraconazole seven years of market exclusivity 
post-approval for the treatment of BCCNS as well as 50% tax 
credits on the cost of US trials.   

The Company is currently pursuing the 505(b)(2) regulatory 
pathway given that itraconazole has already received prior 
approval for anti-fungal applications; this significantly reduces 
the time and risk to achieving approval from FDA as an anti-
cancer therapy.  Given data from the trial to date and goal of 
filing a New Drug Application in the near-term, HedgePath has 
taken the following steps: 

• Locking the study database 
• Completing a clinical study report 
• Submitting a pre-NDA request to FDA 
• Holding a face-to-face Type C meeting with the FDA in 

July 2018 for additional guidance on reporting safety 
and efficacy of the Phase 2(b) results within an NDA  

Based on positive feedback from that meeting, HPPI filed a Pre-
NDA meeting request with the FDA, seeking an additional 
confirmatory meeting.  Another face-to-face meeting was held 
with the FDA in September 2018, during which the requirements 
for filing the NDA were discussed; the FDA gave HPPI three 
remaining items that should be added to the filing to fulfill all 
requirements.  In summary: 

• HPPI needs to update its efficacy and safety 
information to include more recent data than the 
proposed cut-off date of December 2017 (will provide 
additional data on 10 remaining patients still receiving 
treatment beyond this timeframe) 

• To confirm results reported by investigators, the FDA 
requested analysis of BCC tumor responses via 
independent analysis of tumor photographs 

• The Company must submit an Integrated Safety 
Summary (ISS) including data not only from HPPI’s 
trial but from all human trials of SUBA-Itraconazole 
regardless of strength and indication 

The Company is in the process of addressing these requests and 
believes that it will enhance its overall data package.  In the 
meantime, HPPI is in discussions with Mayne Pharma regarding 
the supply and license agreement regarding the stipulation that if 
the NDA for SUBA BCCNS is not accepted for filing by 12/31/18, 
Mayne Pharma may elect to take back the SUBA-Itraconazole 
product for BCCNS in the US in exchange for royalties on future 
net sales. 

 

 

 

 

 

HedgePath
Pharmaceuticals, Inc

12© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

Ph2(b) Results for BCC in BCCNS Patients
Robust Response of Target Lesions to SUBA-Cap Therapy

Target Lesion Response Rates

All Target Lesions (N=477)  53.7%
Serious TLs            (N=90)    55.6%
Other TLs               (N=387)  53.2%

Response defined as > 30% size reduction 
from baseline

Serious TLs defined as > 6mm on the face 
or > 20mm elsewhere*

* Bowen, White & Gerwels 2005;
Puig, Berrocal 2015;
EU Dermatology Forum, 2015 HedgePath

Pharmaceuticals, Inc

13© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

• Median time on study 38 weeks

• Up to 90 weeks for some patients

• Only 1 Target Lesion Required Surgery

• 11% drop-out due to side-effects

• No hair loss

• No loss of taste

• No severe muscle spasms

Ph2(b) Results for BCC in BCCNS Patients
Durable Response for 256 Responding Target Lesions with limited side-effects
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Lung Cancer 
 
HedgePath is evaluating its SUBA-Itraconazole product 
candidate for the treatment of additional indications; lung cancer 
is one area of interest given current therapy limitations to extend 
survival.  The Company is evaluating previously reported data on 
the use of itraconazole in conjunction with chemotherapy, 
believing it holds promise to improve outcomes for patients with 
a median survival of only 8 to 10 months while on current 
regimes.  The Company anticipates that such an approach could 
qualify for one or more of the FDA’s accelerated programs for 
approval.  
 
Exhibit 7: Lung Cancer Opportunity 
 

 
 
Source: Company Reports 
 
 

Prostate Cancer 

There is currently no approved therapy for men with metastatic 
castrate resistant prostate cancer, and HedgePath plans to test 
SUBA-Itraconazole for its ability to delay metastases in these 
patients, who are currently being treated with drugs that delay 
metastatic disease on an off-label basis.  Johns Hopkins led a 
multi-institutional Phase 2 study completed in 2011 that showed 
at a specific dosing level, itraconazole was successful at slowing 
the progression of cancer and extending survival in this patient 
population.   

Exhibit 8: Prostate Cancer Opportunity 
 

 
 
Source: Company Reports 
 

ADDRESSABLE MARKET 
 

HPPI’s initial target indications utilizing Hedgehog Pathway 
inhibition include lung cancer, prostate cancer and basal cell 
carcinoma.  To date, the Company has advanced its Phase 2(b) 
clinical study in patients with basal cell carcinoma nevus 
syndrome, a rare autosomal dominant inherited disorder caused 
by genetic mutation that often results in the continual growth of 
cancerous legions on the skin.  As previously noted, for the other 
indications of lung cancer and prostate cancer, HPPI is currently 
conducting Key Opinion Leader Studies on the potential for 
SUBA-Itraconazole, based on positive results reported in 
physician-sponsored Phase 2 trials to date. 

SUBA-Itraconazole has qualified for Orphan Drug Designation as 
a potential therapy for basal cell carcinoma nevus syndrome, or 
BCCNS.  There are estimated to be 10,000 patients in the US 
living with BCCNS, and there is presently no approved drug 
therapy for treatment.  Two drugs being used off-label, 
Vismodegib (Genetech/Roche) and Sonidegib (by Sun Pharma), 
often result in high toxicity and side effects such as hair loss, 
muscle spasms and loss of taste.  Currently, surgical procedures 
(tumor removal) are the only approved option, often resulting in 
physical disfigurement and being required on a repeat basis in 
order to receive coverage.  Alternatively, HPPI believes that 
SUBA-Itraconazole through inhibition of the Hedgehog Pathway, 
can inhibit the appearance of new tumors, shrink existing 
tumors, and even cause some tumors to disappear altogether. 

Exhibit 9: SUBA-Itraconazole Market Estimates vs. Surgical 
Procedure Costs  

 

 

Source: Company Reports  
 

 
 

 

Phase 2 Physician-Sponsored JHU Trial
Median Survival: improved from 8 months 
to 32 months in Phase II Physician-Sponsored Trial*

Lung Cancer Opportunity 
85% of lung cancers are NSCLC (non small cell lung cancer)

SUBA-Itraconazole oral therapy may extend survival in late-stage disease

Target: 58,000 Stage IV Non-Squamous NSCLC patients in the U.S.

Goal: demonstrate efficacy in double-blind placebo controlled clinical trial

Currently conducting Key Opinion Leader study on potential for SUBA-Cap in NSCLC

HedgePath
Pharmaceuticals, Inc

* Journal of Thoracic Oncology, May 2013 -Johns Hopkins University, Rudin, et. al

16© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

ADT (androgen deprivation therapy) has no evidence of clinical benefit in men who 
have castrate-resistant non-metastatic prostate cancer
Itraconazole does not lower testosterone levels causing loss of libido

Target: 190,000 men who have castrate-resistant non-metastatic PC in the U.S.
Goal: Demonstrate efficacy for delaying time to bone metastases in men with 
NMCRPC in a double-blind placebo controlled trial

Currently conducting Key Opinion Leader study on potential for SUBA-Cap in PC 

90% of men with advanced disease in the Phase II Physician-
Sponsored Trial who achieved therapeutic levels of itraconazole had 
dramatic reductions in PSA progression*

HedgePath
Pharmaceuticals, Inc

* Johns Hopkins University, Antonarakis, et. al, The Oncologist, February 2013

17© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

Prostate Cancer Opportunity

HedgePath
Pharmaceuticals, Inc

14© 2017 HedgePath Pharmaceuticals, Inc.  All rights reserved

Product Positioning – Compete against Surgical Procedures

Source: Pennside Partners March 2017

~$300M U.S. TAM



 

 6 

 
RISKS 
 

Competition - HPPI would be unable to compete effectively if 
its intellectual property or its pipeline were to be rendered 
noncompetitive or obsolete by novel technologies or products 
that are more effective or less costly. 
 
 

Clinical trials - The path to commercialization requires 
multiple clinical trials.  If the Company is unable to prove safety 
and efficacy of its product candidates, the result could be 
increased costs and a delay in generating revenue.  Management 
states that recently reported cash on hand of approximately 
$0.8M plus the receipt of additional $1.6M in July 2018 from 
Mayne Pharma funding is sufficient to continue progress towards 
key milestones into Q219.   
 
 

Funding – To date, the Company has incurred significant losses 
from operations and reported an accumulated deficit of ($1.6M) 
as of 6/30/18.  Management expects to incur significant 
operating losses as it continues product research and 
development and clinical trials.  Therefore, the Company will 
likely source additional financing to fund its R&D programs in 
the future.  If the Company raises money through convertible 
debt or equity, there is risk of shareholder dilution.  Additionally, 
HPPI may not find the necessary capital under favorable terms 
depending on the timing and the amount of funds needed.   
 

Reimbursement - Even if HedgePath’s drug candidates are 
approved, they may not gain market acceptance among patients, 
healthcare payors and the medical community due to the pricing 
or reimbursement status of the drug candidates, and as a result, 
the Company’s topline could suffer. 
 

Mayne Pharma – HPPI is highly dependent upon Mayne 
Pharma, a company that is the majority stakeholder in 
HedgePath Pharmaceuticals, Inc.  HedgePath also has a supply 
and license agreement with Mayne Pharma for  supply of all of its 
SUBA-Itraconazole and  will owe Mayne Pharma royalties upon 
commercialization.    Thus, Mayne Pharma has the power to exert 
significant influence over the operations  of the business, and any 
disputes over  business decisions for HedgePath could cause 
significant interference with progress  should they not be 
resolved quickly and amicably.  
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INCOME STATEMENT 

 

HedgePath Pharmaceuticals, Inc.
Consolidated Statements of Income (in thousands $, except per share amounts)
Fiscal Year: December

FY 2015 FY 2016 FY 2017 FY 2018 E
Revenues

  Product revenues -$                   -$                 -$                   -$                   
Total product revenues -$                  -$                -$                  -$                  

Cost of revenues
Cost of product revenues -                   -                 -                     -                     

Total cost of revenues -                   -                 -                     -                     

Gross (loss) profit -                  -               -                    -                    

Operating expenses
Research and development 1,680             2,642           2,228             2,406            
General and administrative 2,269             4,381           2,891             1,713               

Total operating expenses 3,950             7,022           5,119              4,118              

Income (loss) from operations (3,950)        (7,022)      (5,119)         (4,118)         

Other income / (expense)
Interest expense -                   -                 -                   -                   
Interest income -                   22                 18                   13                   

Total other (income) / expense -                   22                 18                   13                   

Pre-tax income (loss) (3,950)        (7,000)     (5,101)         (4,105)        
Income taxes (benefit) -                   -                 -                   -                   

Net income (loss) (3,950)$      (7,000)$   (5,101)$      (4,105)$      

Preferred stock dividend -                  -               -                 100              

Net income (loss) attributable to common (3,950)        (7,000)     (5,101)         (4,005)       

Basic and diluted EPS (loss) (0.02)$        (0.02)$     (0.01)$        (0.01)$        

Weighted Average Basic and Diluted Shares Outstanding 232,617          288,753       366,622        370,288        

EBITDA (3,950)            (7,022)          (5,119)             (4,118)            
Adjusted EBITDA (2,228)            (3,459)         (3,253)            (2,118)             

Growth Rate Analysis Y/Y
Research and development n/a 57.2% -15.7% 8.0%
General and administrative n/a 93.0% -34.0% -40.8%
Net income (loss) n/a -77.2% 27.1% 19.5%
EPS n/a -42.8% 42.6% 22.3%
EBITDA n/a -77.8% 27.1% 19.5%
Weighted Average Basic and Diluted Shares Outstanding n/a 24.1% 27.0% 1.0%

Source: Company Reports, Stonegate Capital Partners estimates
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VALUATION 
We are projecting total operating expenses of approximately $4.1M, and we have assumed that HPPI finishes the FY18E year with a net loss 
attributable to common shareholders of approximately ($4.0M), or ($0.01) per share, with approximately 370.3M weighted average shares 
outstanding.  This activity will support HedgePath’s main objectives for the year, with its lead candidate SUBA-Itraconazole currently in 
Phase IIb studies, with results to date potentially sufficient enough for FDA approval; the Company has targeted an NDA filing in Q1 2019.     
 

We believe that an appropriate tool for analyzing the longer-term opportunity for HedgePath is through a discounted cash flows analysis. 
Exhibit 10 presents a summary of the detailed analysis we performed based on certain assumptions for the Company’s SUBA-Itraconazole 
program with the most advanced clinical work for the treatment of BCCNS, providing sensitivity for discount rates and terminal growth 
rates.  Given the still fairly early stages of the other programs, we have not factored them into the analysis at this point, although we note 
that the lung and prostate indications hold significant promise.   
 
We have assumed that commercialization of SUBA-Itraconazole begins in 2020, given the Company’s current progress in clinical trials, the 
Orphan Drug Designation as well as communications with the FDA.  We have incorporated a US population of 10,000 patients for BCCNS.  
We show market penetration ramping up to 35% of the total population by 2027; we used an average price of $60,000 per patient per year 
in the US, with no annual pricing increases.   

We have made conservative assumptions on HPPI’s changes in working capital, depreciation and amortization, as well as capex going 
forward.  We have incorporated a tax rate of 21% beginning in 2021.  The Company reported tax loss carryforwards of ~$38M as of 12/31/17.   

We factor in a probability of commercialization of 65%, and a mid-range discount rate of 25% has been included, which we feel are both 
appropriate given the stages of the programs, regulatory hurdles in the U.S., the need for reimbursement approvals, and the current 
additional funding requirements. We have incorporated terminal values ranging from 0% - 4%.  Our discounted cash flows analysis for the 
SUBA-Itraconazole for BCCNS program results in the range of valuation of approximately $0.51 - $0.60, with a midpoint of approximately 
$0.55.  HPPI currently trades at $0.28 per share.    
 

Again, we point out that this analysis covers the potential of the BCCNS program only at this point, with several other promising programs 
in the pipeline that could follow just years behind given continued progress from SUBA-Itraconazole within the commercialization process.  
Furthermore, we note that while we feel that we have attempted to include conservative assumptions within our analysis, downside to any 
one of those inputs can significantly lower the estimated ranges, and in keeping with that idea, it is appropriate for investors revisit the risks 
associated with clinical stage development companies in the process of seeking initial FDA approval and drug commercialization.      
 

Exhibit 10: Summarized DCF Analysis 
 

  
 

Source: Company Reports, Stonegate Capital Partners, Capital IQ 

  

Terminal Growth Rates

0% 1% 2% 3% 4%
23.0% $0.61 $0.62 $0.63 $0.64 $0.65
24.0% $0.57 $0.58 $0.59 $0.60 $0.61
25.0% $0.54 $0.54 $0.55 $0.56 $0.57
26.0% $0.51 $0.51 $0.52 $0.52 $0.53

27.0% $0.48 $0.48 $0.49 $0.49 $0.50D
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HPPI GOVERNANCEIN THE NEWS 
October 2018 – HPPI announces that 
certain key components of SUBA BCCNS 
NDA agreed to in FDA minutes; expanded 
efficacy and safety modules are required 
that will push NDA submission into Q1 
2019 
 

August 2018 – Company announces 
positive FDA feedback from FDA Type-C 
meeting; FDA has confirmed HPPI’s 
clinical and regulatory pathway for SUBA 
BCCNS and provided guidance for NDA 
submission 
 

July 2018 – HPPI granted exclusive 
option to license UCONN’s patented 
chemical analogues of itraconazole, 
creating potential for the Company to 
expand clinical studies of its SUBT-
Itraconazole-based cancer treatments; 
HPPI closes second tranche of Mayne 
Pharma financing, including $1.6M in 
new funding 
 

June 2018 – Company granted FDA 
meeting to discuss SUBA BCCNS trial 
data and regulatory pathway; with 
additional promising data, plans are 
made to meet with FDA in July 2018 and 
file NDA by year-end 
 

May 2018 – HPPI announces additional 
expanded patent coverage related to non-
cancerous indications using Hedgehog 
Pathway inhibitors; patent portfolio also 
expanded with claims covering both 
hematologic and non-hematologic 
cancers with SUBA-Itraconazole 
 

January 2018 – Company secures 
funding agreement with Mayne Pharma 
to include three tranches totaling up to 
$5M, the first of which includes $2.4M 
upfront; supplier and license agreement 
with Mayne Pharma also amended; 
Orphan Designation for Europe awarded 
for SUBA BCCNS 
 

October 2017 -  Enrollment completed 
for HPPI’s Phase IIb clinical trial testing 
SUBA-Itraconazole in patients with 
BCCNS; based on positive data to date, 
the Company believes trial results will 
support filing of NDA 
 

July 2017 – HPPI receives insight from 
FDA regarding pathway to potential 
regulatory submission and plans to 
proceed with streamlined 505(b)(2) 
pathway for SUBA-Itraconazole as 
treatment for BCCNS 
 

May 2017 – Company announces 
granting of Type-C meeting with FDA and 
reports positive clinical trial update, 
including third interim analysis showing 
97% of patients avoiding surgery with 
37% achieving a 30% or greater reduction 
in target tumor burden and complete 
disappearance of 28% of target lesions 
 
 
 

	
	

Nicholas J. Virca, President and Chief Executive Officer – Nicholas J. Virca has 
been President and Chief Executive Officer since August 2013 and has been working on the business 
opportunity with Hedgepath, LLC since 2012, where he was responsible for business planning, 
technology acquisition and development, interactions with Key Opinion Leaders and consultants as 
well as in-licensing activities and pending commercial partnerships.  From 2008 until April 2012, 
Mr. Virca served as the Chief Operating Officer for LamdaGen Corporation, a privately held company 
focused on monitoring assays for biopharmaceutical development and manufacturing applications, as 
well as high-sensitivity detection for human diagnostic biomarkers, such as oncoproteins related to 
cervical cancer. From 2005 to 2008, Mr. Virca was Vice President for Global Biotechnology at Pall 
Life Sciences where he was responsible for growth strategies and programs in the biotechnology 
arena, including new technology and product initiatives, joint ventures, licensing and 
acquisitions.  From 1997 to 2004, Mr. Virca was COO, and later CEO and President of Adventrx 
Pharmaceuticals focusing on anti-cancer drug development in human clinical trials. He was 
instrumental in transitioning the company from a private corporation to a listing on the American 
Stock Exchange. Mr. Virca held various marketing and general management positions at Damon 
Biotech, Promega Corporation, Nicolet Imaging Systems, Ortho Diagnostic Systems, Fisher Scientific, 
Waters, Ross Laboratories and Pfizer Diagnostics. Mr. Virca previously served on the board of 
Panoptix Events between 2004 and 2016 and on the Life Sciences Advisory Board of Entegris, Inc. 
between 2013 and 2014. He also previously served on the boards of Adventrx Pharmaceuticals 
between 2001 and 2004, and Diametrix Detectors between 1991 and 1997. He earned a bachelor’s 
degree in Biology from Youngstown State University, is the co-inventor of packaging technology for 
enzyme research reagents, as well as co-inventor of three patents using itraconazole therapy for 
treatment of cancer and non-cancer proliferations disorders, and is a member of numerous 
biotechnology organizations for which he has been a speaker and organizer over the last three 
decades. 
 
Garrison J. Hasara, CPA, Chief Financial Officer, Treasurer, Corporate 
Secretary, Chief Compliance Officer – Garrison J. Hasara, CPA, has been Chief Financial 
Officer and Treasurer since September 2013. From January 2011 to September 2013, he was the 
Acting Chief Financial Officer, Principal Financial Officer and Principal Accounting Officer of 
Accentia Biopharmaceuticals, Inc., a biotechnology company focused on discovering, developing and 
commercializing innovative therapies that address the unmet medical needs of patients by utilizing 
therapeutic clinical products. He also served as Accentia’s Controller, a position that he held since 
June 2005. From November 2003 to June 2005, Mr. Hasara served as Accentia’s Compliance 
Specialist. Prior to that time, from 2000 to 2003, Mr. Hasara was the Chief Financial Officer of 
Automotive Service Centers, Inc., a franchisee of Midas, Inc. In addition, from 1996 to 1999, 
Mr. Hasara served in various accounting roles at KForce Inc., a publicly traded staffing services 
company. Mr. Hasara has been a licensed Certified Public Accountant since 1993 and received his B.S. 
from the University of South Florida in 1991. 
 
Tammy L. Renner, Paralegal and Administrator – Tammy L. Renner has been with the 
company since 2013, and serves in various roles which include paralegal, financial and 
administrative duties. For more than seven years, Ms. Renner has been involved with several private 
limited liability companies which engage in private equity and venture capital investing in 
healthcare technologies and cancer treatments. During the same period, she also served in various 
capacities with several biotech companies, including Accentia BioPharmaceuticals, Inc., Biovest 
International, Inc., and Defender Pharmaceuticals, Inc., where she served as Corporate Secretary 
from 2014 through 2017 and currently serves as part-time Director of Corporate Operations. From 
2004 to 2010, Ms. Renner served as a private-practice litigation paralegal. Ms. Renner was employed 
with Bridgestone Firestone Holdings of America as a branch location Office and Credit Manager from 
2001 through 2008. Ms. Renner earned her B.A.S. Degree in Paralegal Studies from St. Petersburg 
College. 
 

Board of Directors: 
Brendan Magrab – Chairman         
Robert D. Martin - Director 
W. Mark Watson, CPA – Director     
Stefan J. Cross – Director    
Dr. Dana R. Ono – Director         
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The following disclosures are related to Stonegate Capital Partners (SCP) research reports. 
 
ANALYST DISCLOSURES  
I, Laura S. Engel, CPA, hereby certify that the view expressed in this research report accurately reflect my personal views about the subject 
securities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations 
or views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I 
considered to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such 
information and the opinions expressed are subject to change without notice.  
 
INVESTMENT BANKING, REFERRALS, AND FEES FOR SERVICE  
SCP does not provide nor has it received compensation for investment banking services on the securities covered in this report. SCP does 
not expect to receive compensation for investment banking services on the securities covered in this report. SCP has a non-exclusive 
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which it is compensated $2,500 per month. Stonegate Capital Markets (SCM) is an affiliate of SCP and a member of FINRA/SIPC. SCM may 
seek to receive future compensation for investment banking or other business relationships with the covered companies mentioned in this 
report. In certain instances, SCP has contracted with SCM to produce research reports for its client companies.  
 
POLICY DISCLOSURES  
SCP analysts are restricted from holding or trading securities in the issuers that they cover. SCP and SCM do not make a market in any 
security nor do they act as dealers in securities. Each SCP analyst has full discretion on the content and valuation discussion based on his or 
her own due diligence. Analysts are paid in part based on the overall profitability of SCP. Such profitability is derived from a variety of 
sources and includes payments received from issuers of securities covered by SCP for services described above. No part of analyst 
compensation was, is or will be, directly or indirectly, related to the specific recommendations or views expressed in any report or article. No 
employee of SCP serves on the Company’s Board of Directors.  Research analyst and/or a member of the analyst’s household do not own 
shares of this security.  Research analyst and/or a member of the analyst’s household do not serve as an officer, director, or advisory board 
member of the Company. This security is eligible for sale in one or more states. This security is subject to the Securities and Exchange 
Commission’s Penny Stock Rules, which may set forth sales practice requirements for certain low-priced securities. SCP or its affiliates do 
not beneficially own 1% or more of an equity security of the Company. SCP does not have other actual, material conflicts of interest in the 
securities of the Company. 
 
ADDITIONAL INFORMATION  
Please note that this report was originally prepared and issued by SCP for distribution to their market professional and institutional investor 
customers. Recipients who are not market professional or institutional investor customers of SCP should seek the advice of their 
independent financial advisor prior to making any investment decision based on this report or for any necessary explanation of its contents. 
The information contained herein is based on sources that SCP believes to be reliable, but it is not necessarily complete, and its accuracy 
cannot be guaranteed. Because the objectives of individual clients may vary, this report is not to be construed as an offer or the solicitation 
of an offer to sell or buy the securities herein mentioned. This report is the independent work of SCP and is not to be construed as having 
been issued by, or in any way endorsed or guaranteed by, any issuing companies of the securities mentioned herein. The firm and/or its 
employees and/or its individual shareholders and/or members of their families and/or its managed funds may have positions or warrants in 
the securities mentioned and, before or after your receipt of this report, may make or recommend purchases and/or sales for their own 
accounts or for the accounts of other customers of the firm from time to time in the open market or otherwise. While the SCP endeavors to 
update the information contained herein on a reasonable basis, there may be regulatory, compliance, or other reasons that prevent us from 
doing so. The opinions or information expressed are believed to be accurate as of the date of this report; no subsequent publication or 
distribution of this report shall mean or imply that any such opinions or information remains current at any time after the date of this 
report. All opinions are subject to change without notice, and SCP does not undertake to advise you of any such changes. Reproduction or 
redistribution of this report without the expressed written consent of SCP is prohibited. Additional information on any securities mentioned 
is available on request. 
 
RATING & RECOMMENDATION  
SCP does not rate the securities covered in its research. SCP does not have, nor has previously had, a rating for any securities of the 
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