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On August 19, 2015, Corbus Pharmaceuticals announced the 
FDA granted Fast Track status to Resunab™ for the 
treatment of systemic sclerosis, or scleroderma. Fast Track 
status brings a host of advantages to the company, including 
increased interactions with the FDA, eligibility for accelerated 
review, and submission of the NDA on a rolling basis. 
 
News of Resunab™ being granted Fast Track status was 
well-received by investors, with the stock trading up as much 
as 100% on the day. Even with the large jump in share price, 
we still feel the shares are undervalued and are maintaining a 
‘Buy’ rating.   

52-Week High $4.15 
52-Week Low $0.05 
One-Year Return (%) N/A 
Beta N/A 
Average Daily Volume (sh) 159,552 
  
Shares Outstanding (mil) 26 
Market Capitalization ($mil) $48 
Short Interest Ratio (days) 0.43 
Institutional Ownership (%) 0 
Insider Ownership (%) 13 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2015 Estimate N/A 

P/E using 2016 Estimate N/A 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of $) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2014 0 A 0 A 0 A 0 A 0 A 

2015 0 A 0 A 0 E 0 E 0 E 

2016     0 E 

2017     0 E 
 

Earnings per Share 
 (EPS is operating earnings before non-recurring items) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2014 -$0.02 A -$0.02 A -$0.03 A -$0.05 A -$0.13 A 

2015 -$0.06 A -$0.10 A -$0.08 E -$0.10 E -$0.30 E 

2016     -$0.31 E 

2017     -$0.35 E 
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     WHAT’S NEW 

 
 
FDA Grants Resunab™ Fast Track Designation for Treating Scleroderma 
 
On August 19, 2015, Corbus Pharmaceuticals (CRBP) announced that the U.S. Food and Drug Administration has 
granted Fast Track designation to Resunab™ for the treatment of systemic sclerosis, or scleroderma. 
 
Background on Scleroderma 
 
Scleroderma is a group of rare diseases that involve the hardening and tightening of the skin and connective 
tissues. Localized scleroderma only affects the skin with limited internal organ damage while systemic sclerosis 
affects the skin and always involves extensive internal organ damage.  
 
According to the Scleroderma Foundation, approximately 300,000 Americans have scleroderma with one-third of 
those having the systemic form. The disease typically affects adults (80% of patients are female), with onset usually 
occurring in midlife.  
 
Systemic scleroderma is a highly complex condition with multiple clinical forms ranging from limited cutaneous 
systemic sclerosis (mainly confined to the skin) to diffuse cutaneous systemic sclerosis (diffuse skin sclerosis 
coupled with progressive internal organ development). The limited and diffuse forms of systemic sclerosis each 
make up approximately 50% of systemic sclerosis cases. Patients with limited scleroderma have skin thickening of 
the fingers, hands, and face that develops over a number of years. Patients with diffuse scleroderma develop skin 
thickening more quickly over a broader area of the body with the disease potentially affecting the gastrointestinal 
tract, lungs, kidneys, heart, and other internal organs. 
 
Survival, which is highly dependent upon the degree of internal organ development, has improved over the past few 
decades with the 10-year survival rate now 70-80% (Korn, 2003). Diffuse systemic scleroderma has a highly 
variable but unfavorable survival rate with death typically resulting from progressive pulmonary fibrosis, pulmonary 
hypertension, severe gastrointestinal involvement, or scleroderma heart disease. 
 
Current treatments for scleroderma are focused on treating the four main features of the disease: inflammation, 
autoimmunity, vascular disease, and tissue fibrosis. However, there are currently no FDA approved therapies that 
are proven to reverse the fibrotic and vascular damage in patients with systemic scleroderma. 
 
Preclinical Data Support the Use of Resunab™ in Treating Scleroderma  
 
Resunab™ has been studied in a number of preclinical inflammatory and fibrosis animal models. The following 
studies give an example of the types of results that have been seen in the study of Resunab™ in treating fibrosis in 
experimental animal models. 
 
Resunab™ targets the CB2 receptor that is found on a number of cells of the immune system and peripheral 
tissues. Activation of the CB2 receptor mediates anti-inflammatory and anti-fibrotic effects that limit inflammation 
and associated tissue injury. This was exhibited by a study involving the use of genetically altered mice that did not 
express CB2 (CB2 knockout mice; CB2-/-) (Akhmetshina et al., 2009). Fibrosis in the skin was induced by injecting 
both CB2-/- and wild-type mice with bleomycin. Results showed that CB2-/- mice were more sensitive to bleomycin-
induced skin fibrosis and developed increased dermal thickness in comparison to wild-type mice.  
 

http://www.corbuspharma.com/news/press-releases/detail/191/corbus-pharmaceuticals-investigational-drug-resunabtm
http://www.ncbi.nlm.nih.gov/pubmed/14650470
http://www.ncbi.nlm.nih.gov/pubmed/19333940
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These results were then confirmed through the use of a small molecule inhibitor of CB2 (AM-630), which resulted in 
a similar finding of increased dermal thickness upon induction of fibrosis with bleomycin. In contrast, a CB2 agonist 
(JWH-133, a compound similar to Resunab™), resulted in a decrease in dermal thickness in comparison to control 
mice, indicating that activation of CB2 can induce anti-fibrotic effects. 
 

 
 
Similar results were seen when Resunab™ (AJA in the following figure) was utilized in a 6-week model of 
bleomycin-induced fibrosis (Gonzalez et al., 2012). Mice were treated with bleomycin for six weeks and with 
Resunab™ for the final three weeks of bleomycin treatment. Control mice were treated with bleomycin alone for six 
weeks, NaCl for six weeks, or bleomycin for three weeks and NaCl for three weeks (to account for spontaneous 
regression of fibrosis). Results showed that treatment with Resunab™ prevented further fibrosis development in 
mice that already had fibrotic deposits.   

http://www.ncbi.nlm.nih.gov/pubmed/22492781
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In summary, the previous results show that the CB2 receptor, which is targeted by Resunab™, is involved in fibrotic 
development and that activation of the CB2 receptor can inhibit the formation of fibrotic deposits or prevent further 
development of fibrosis in animals that have already developed the condition.  
 
What Fast Track Status Entails 
 
The Fast Track program was put into place under the FDA Modernization Act of 1997 and is a process designed to 
facilitate the development and expedite the review of drugs to treat serious conditions and fill an unmet medical 
need. Since there are currently no treatments available for scleroderma, Resunab would obviously fill an unmet 
medical need. A company with a drug that receives Fast Track designation is eligible for the following: 
 
 More frequent meetings with the FDA to discuss the drug’s development plan and ensure that the appropriate 

data is being collected to support drug approval. 
 More frequent written communication from the FDA about things such as clinical trial design. 
 Eligibility for accelerated approval and priority review, including the submission of a New Drug Application 

(NDA) or a Biologics License application (BLA) on a rolling basis. What this means is that a company can 
submit completed sections of an NDA or BLA as they are completed and have them reviewed by the FDA, 
rather than waiting until every section of the application is completed before the entire application can be 
reviewed. 

  
Conclusion and Recommendation 
 
News that Resunab™ has been granted Fast Track status is the latest in a string of positive news announcements 
for Corbus recently, including the presentation of positive preclinical data for Resunab™ in a mouse model of cystic 
fibrosis, the initiation of a clinical trial of Resunab™ in treating dermatomyositis, and a call notice for the exercise of 
warrants that should bring in approximately $6 million to the company. Additional positive news flow is expected in 
the second half of 2015, most notably with the initiation of enrollment of patients in Phase 2 clinical trials for 
Resunab™ in scleroderma and cystic fibrosis (see our last report for details on each of the trials).  
 
If successful, we forecast that Resunab™ could be a major blockbuster, with combined sales from both 
scleroderma and cystic fibrosis of over $4 billion, indicating the enormous potential of the compound. The news that 
Resunab™ has been granted Fast Track designation by the FDA was well received by investors, as shares of 
Corbus traded higher by as much as 100% on the day of the announcement. However, that type of move in the 
share price is not unwarranted, as our target price is $6.25. Even after the large jump in price, we think the shares 
are still undervalued and we maintain a ‘Buy’ rating on the stock.   
 
 
 
 

http://scr.zacks.com/files/August-17-2015_CRBP_Bautz.pdf


 
© Copyright 2015, Zacks Investment Research. All Rights Reserved. 

 
 

 

PROJECTED FINANCIALS 

 
 

Corbus Pharmaceuticals, Inc. 
Income Statement 

 
 

Corbus Pharmaceuticals, Inc. 2014 A Q1 A Q2 A Q3 E Q4 E 2015 E 2016 E 

Resunab Scleroderma $0  $0  $0  $0  $0  $0  $0  

Resunab Cystic Fibrosis $0  $0  $0  $0  $0  $0  $0  

Resunab Dermatomyositis $0  $0  $0  $0  $0  $0  $0  

Collaboration Revenue $0  $0  $0  $0  $0  $0  $0  

YOY Growth - - - - - - - 

Total Revenues $0  $0  $0  $0  $0  $0  $0  

YOY Growth - - - - - - - 

Cost of Sales $0  $0  $0  $0  $0  $0  $0  

Product Gross Margin - - - - - - - 

General & Administration $1.39  $0.81  $0.97  $0.85  $0.90  $3.53  $4.25  

Research & Development $1.26  $0.72  $1.71  $1.25  $2.00  $5.68  $7.50  

Other Operating Expenses $0  $0  $0  $0  $0  $0  $0  

Operating Income ($2.65) ($1.54) ($2.56) ($2.10) ($2.90) ($9.10) ($11.75) 

Operating Margin - - - - - - - 

Non-Operating Expenses (Net) $0.11  ($0.00) $0.00  ($0.15) ($0.20) ($0.35) ($0.50) 

Pre-Tax Income ($2.54) ($1.54) ($2.56) ($2.25) ($3.10) ($9.45) ($12.25) 

Income Taxes Paid $0  $0  $0  $0  $0  $0  $0  

Tax Rate 0% 0% 0% 0% 0% 0% 0% 

Net Income ($2.54) ($1.54) ($2.56) ($2.25) ($3.10) ($9.45) ($12.25) 

Net Margin - - - - - - - 

Reported EPS ($0.13) ($0.06) ($0.10) ($0.08) ($0.10) ($0.34) ($0.31) 

YOY Growth - - - - - - - 

Basic Shares Outstanding 20.16 25.87 26.90 29.00 30.00 27.94 40.00 

Source: Zacks Investment Research, Inc.                                                                 David Bautz, PhD 
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      DISCLOSURES 
 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, David Bautz, PhD, 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. 
 
INVESMENT BANKING, REFERRALS, AND FEES FOR SERVICE  
 
Zacks SCR does not provide nor has received compensation for investment banking services on the securities covered in this report. Zacks SCR 
does not expect to receive compensation for investment banking services on the Small-Cap Universe.  Zacks SCR may seek to provide referrals 
for a fee to investment banks. Zacks & Co., a separate legal entity from ZIR, is, among others, one of these investment banks. Referrals may 
include securities and issuers noted in this report.  Zacks & Co. may have paid referral fees to Zacks SCR related to some of the securities and 
issuers noted in this report.  From time to time, Zacks SCR pays investment banks, including Zacks & Co., a referral fee for research coverage.  
 
Zacks SCR has received compensation for non-investment banking services on the Small-Cap Universe, and expects to receive additional 
compensation for non-investment banking services on the Small-Cap Universe, paid by issuers of securities covered by Zacks SCR Analysts. 
Non-investment banking services include investor relations services and software, financial database analysis, advertising services, brokerage 
services, advisory services, equity research, investment management, non-deal road shows, and attendance fees for conferences sponsored or 
co-sponsored by Zacks SCR. The fees for these services vary on a per client basis and are subject to the number of services contracted. Fees 
typically range between ten thousand and fifty thousand USD per annum.  
 
POLICY DISCLOSURES 
 
Zacks SCR Analysts are restricted from holding or trading securities placed on the ZIR, SCR, or Zacks & Co. restricted list, which may include 
issuers in the Small-Cap Universe. ZIR and Zacks SCR do not make a market in any security nor do they act as dealers in securities. Each 
Zacks SCR Analyst has full discretion on the rating and price target based on his or her own due diligence. Analysts are paid in part based on 
the overall profitability of Zacks SCR. Such profitability is derived from a variety of sources and includes payments received from issuers of 
securities covered by Zacks SCR 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. 
 
ADDITIONAL INFORMATION 
 
Additional information is available upon request. Zacks SCR reports are based on data obtained from sources we believe to be reliable, but are 
not guaranteed as to be accurate nor do we purport to be complete. Because of individual objectives, this report should not be construed as 
advice designed to meet the particular investment needs of any investor. Any opinions expressed by Zacks SCR Analysts are subject to change 
without notice. Reports are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned.   
 
ZACKS RATING & RECOMMENDATION 
 
ZIR uses the following rating system for the 1164 companies whose securities it covers, including securities covered by Zacks SCR:  
Buy/Outperform: The analyst expects that the subject company will outperform the broader U.S. equity market over the next one to two quarters. 
Hold/Neutral: The analyst expects that the company will perform in line with the broader U.S. equity market over the next one to two quarters. 
Sell/Underperform: The analyst expects the company will underperform the broader U.S. Equity market over the next one to two quarters.   
 
The current distribution is as follows: Buy/Outperform- 27.4%, Hold/Neutral- 56.0%, Sell/Underperform – 13.6%.  Data is as of midnight on the 
business day immediately prior to this publication. 
 


