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 Favorable implications for ABBV and Humira from regulatory delay and potential for restricted 
approvals for biosimilar of key immunology drug.   

 We see greater likelihood of delay in biosimilars and diminished competitive threat following 
our meeting with JNJ management and our own research. 

 Additionally, we see $1 billion potential incremental sales from HS indication approval for 
Humira. U.S. approval last week follows EU approval earlier this year. This 9th indication in U.S. 
and 12th in Europe. HS is hidradenitis suppurativa, a chronic, painful inflammatory disease. 
Humira is first and only FDA-approved therapy.  

 ABBV is one of the most undervalued stocks (11.5-times our 2016 estimate) in our coverage 
universe of pharma stocks (trading at average 16.0-times). 

 Why do we see diminished competitive threat from biosimilars? 
o Humira is an infused biologic drug so it is much more difficult to replicate than typical 

pill drugs. It is made from cloning human cells.  Patent expiration is a lot likely to be a 
cliff-event than branded to generic conversion.  Biosimilars are not generics; there are 
key differences between biosimilars and the reference they are trying to copy. 

o U.S. regulatory path for approval of biosimilars is longer and barriers than first 
anticipated. Biosimilar Remicade, like the first immunology biosimilar to hit U.S. market, 
has missed two key FDA review panels. 

o While this biosimilar, called Rensima, is potential competitor to Remicade, it was also 
seen as competitor to Humira.  

o We think the regulatory delays and the potential for a restricted approval (similar to 
Health Canada’s approval decision) will be illustrative for pathway for biosimilar Humira 
in a few years.  Health Canada did not approve Rensima for Crohn’s disease and 
ulcerative colitis because biosimilar was not viewed as equivalent to reference 
drug.  Remember, biosimilars are not exactly same as reference branded drug. 



 Humira U.S. patent expires December 2016 and in 2018 in Europe.  But if there are no 
biosimilars approved or biosimilars with restricted approvals, competitive impact would be 
significantly diminished.  Humira had $12 billion worldwide sales in 2014, with 52% from U.S. 

 We published report last week on JNJ outlining our thesis on diminished competition from 
biosimilars. 

 ABBV strategy for revenue diversification from Humira: 
o Pharmacylics acquisitions. Imbruvica has potential to be $3 - $4 billion sales. 
o Imbruvica is key part of ABBV’s growing oncology portfolio. 
o Empliciti (multiple myeloma) was given priority review by FDA and is 8 months away 

from approval.  
o ABT-199 (leukemia). 
o Duopa (multiple sclerosis) – potential for $1 billion U.S. sales though slow ramp after its 

approval in late 2014. 
o Synthroid (post Thyroid surgery) – potential for $1 billion U.S. sales.  

 Conclusion: Humira’s $12 billion worldwide sales more secure than anticipated; we see 
diminished competitive threat from biosimilars post-2016, when U.S. patent expires. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

 
DISCLAIMER 
This Note reflects the current thinking of an Argus analyst anticipating or responding to corporate 
earnings reports or other news relevant to covered companies. This Note may be an initial, real-time 
response to developments that are expected to impact stocks under coverage; as such, it does not 
imply that the information in it is correct as of any time after its preparation or that there has been no 
change in the business, financial condition, prospects, creditworthiness or status of a covered 
company. The views or opinions expressed in this Note are subject to change pending further analysis. 
This Note is produced and copyrighted by Argus, and any unauthorized use, duplication, redistribution 
or disclosure is prohibited by law and can result in prosecution. The opinions and information 
contained herein have been obtained or derived from sources believed to be reliable, but Argus 
makes no representation as to their timeliness, accuracy or completeness or for their fitness for any 
particular purpose. This Note is not an offer to sell or a solicitation of an offer to buy any security. The 
information presented in this Note is for general information only and does not specifically address 
individual investment objectives, financial situations or the particular needs of any specific person 
who may receive this Note. Investing in any security or investment strategies discussed may not be 
suitable for you and it is recommended that you consult an independent investment advisor. Nothing 
in this Note constitutes individual investment, legal or tax advice. Argus may issue or may have issued 
other reports that are inconsistent with or may reach different conclusions and opinions than those 
represented in this Note, and all opinions are reflective of judgments made on the original date of 
publication. Those reports may reflect the different assumptions, views and analytical methods of the 
analysts who prepared them and Argus is under no obligation to ensure that other reports are 
brought to the attention of any recipient of this Note or to update or keep current the information 
contained in other reports so that such information is consistent with, or not contrary to, the 
information contained in this Note. Argus Research is an independent investment research provider 
and is not a member of the FINRA or the SIPC. Argus Research is not a registered broker dealer and 
does not have investment banking operations. None of our research is attributable to Argus Investors’ 
Counsel, a registered investment adviser and the asset management arm of Argus Research. Argus 
shall accept no liability for any loss arising from the use of this report, nor shall Argus treat all 
recipients of this report as customers simply by virtue of their receipt of this material. Investments 
involve risk and an investor may incur either profits or losses. Past performance should not be taken 
as an indication or guarantee of future performance. Argus has provided independent research since 
1934. Argus officers, employees, agents and/or affiliates may have positions in stocks discussed in this 
report. No Argus officers, employees, agents and/or affiliates may serve as officers or directors of 
covered companies, or may own more than one percent of a covered company’s stock. 
 

 


