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AMP BioPharma Research 
 
Company: Alkermes; ALKS 
Financials  
Market Cap: ~$9B (12/26/16) 
Cash: ~$624.6M 
3Q16 Revenue: $180.2M (18% y/y increase) 
Burn: $62.7M/Q 
Debt: $286M 
 
Near-term Binary Events:  

 Pre-NDA meeting with the FDA for ALKS 5461 due 1Q17 

 Ph4 comparative data between VIVITROL and SUBOXONE for opioid dependence due 2Q17 

 Topline Ph3 data of ALKS 6428 (VIVITROL 7 day taper kit) for opioid dependence due 1H17 
 
Investors Note: ALKS price dropped significantly in early 2016 after announcing one of their Ph3 trials 
in MDD failed to hit its primary endpoint. This fail was attributed to a significant placebo effect, and 
was resolved in a follow up Ph3 trial that was designed to reduce the impact of placebo. While this 
trial achieved its primary endpoint, price only rebounded modestly given the possibility that an 
additional trial may still be necessary for FDA approval.  
 
Summary:  
Alkermes is a commercial stage, mid-cap biopharma company with several additional assets in late-
stage development. Their portfolio of product candidates focuses on diseases of the central nervous 
system (CNS). Their platform technologies leverage expertise in both drug design and delivery to 
achieve long lasting therapeutic effects reducing the need for repeated dosing. In an area where 
patient compliance is difficult, this approach alone adds significant value.  
 
Sales of Alkermes’ commercial products continue to increase. VIVITROL, a long-acting injectable 
(LAI) for treating alcohol or opioid dependence, sold $55.8M in 3Q16, representing an increase of 
47% year over year (y/y). Notably, these sales reflect a modest market penetration of 1-2%, 
suggesting substantial upside potential and revenue ramping. Their ARISTADA launch is also 
progressing as expected, achieving sales of $14M this quarter. ARISTADA is another LAI indicated 
for schizophrenia. It is conveniently supplied in three different doses that are administered once a 
month or once every 6 weeks. ARISTADA Q4 sales are expected to increase by 14-34%. Their 
launch efforts have focused on access and reimbursement, which will not take full effect until 2017, 
suggesting a robust compounding annual growth rate. These growing sales, continued revenue from 
manufacturing, and royalties from out-licensed products resulted in an overall quarterly revenue 
increase of 18% y/y.  
 
Alkermes’ next major value-driving event will be their meeting with the FDA regarding ALKS 5461 for 
treatment of Major Depressive Disorder (MDD). MDD represents a large market, affecting over 5M 
people in the US alone. Treatment-resistant depression remains a major problem, affecting half of the 
total depression population. Moreover, only 1 out of 3 of patients achieve remission after trying a 
single antidepressant. ALKS 5461 was designed specifically for treatment-resistant MDD. Its 
formulation includes opioid modulators that result in κ-opioid antagonism with minimal μ-opioid 
agonism. It effectively functions as an antidepressant therapy with reduced abuse liability. Alkermes 
reported topline Ph3 results of ALKS 5461 in treatment-resistant MDD patients on Oct. 20th 2016. In 



this study, ALKS 5461 met its primary endpoint of achieving a significant reduction in depression 
scores compared to placebo, p=0.018. Alkermes plans to seek FDA approval using this data as well 
as data from a Ph2b trial and one of two other Ph3 trials. While it is noteworthy that the other Ph3 trial 
missed its primary endpoint, it was due to a high placebo effect, a common problem in CNS 
indications. This failed trial has reduced overall investor enthusiasm of this asset as it could mean the 
FDA will require an additional registration trial for approval. However, because new therapies are 
desperately needed, the two successful ph3 trials (where placebo effect was controlled for more 
aggressively) met acceptance criteria, and nearly 50% of currently prescribed MDD drugs were 
approved after a failed trial, there is a good chance the FDA will not require an additional trial for 
approval. The FDA is likely to hone in on safety data where ALKS 5461 has the advantage of being 
tested in over 1500 subjects, many of whom have been treated for over a year. ALKS 5461 comes in 
an abuse-deterrent formulation, providing an additional advantage over conventional opiates. 
Because ALKS 5461 utilizes a novel mechanism of action, if approved, it has a good chance to be 
very successful. Finally, if the FDA does not require an additional phase 3 trial, this will set the stage 
for additional FDA-related driver event for 2017 for this Fast-Track designated drug candidate. 
 
New Ph4 data comparing the safety and efficacy of SUBOXONE and VIVITROL is expected in May of 
2017. The New York University School of Medicine sponsored this study with collaborators at the 
National Institute on Drug Abuse (NIDA). SUBOXONE (buprenorphine-naloxone) is a high affinity 
partial opioid agonist whereas VIVITROL (extended release naltrexone) is an opioid antagonist. While 
they are both indicated for opioid abusers, SUBOXONE is designed for maintenance therapy and 
VIVITROL is specified for opioid relapse prevention. The primary endpoint of this comparative study 
was to determine any difference in efficacy as measured by the time to relapse during a 6-month trial.  
 
While VIVITROL will likely have a more difficult time getting patients onto the regimen, once initiated, 
illicit opioid use is likely to be much less as compared to SUBOXONE. Induction onto the VIVITROL 
regimen requires a full detoxification representing a much larger hurdle than what is needed to initiate 
SUBOXONE treatment (onset of withdrawals). Fewer relapses with VIVITROL are also expected 
because it causes complete blockade of the effects of opioids. In contrast, SUBOXONE does not 
result in complete blockade and so patients may be more likely to use while on the regimen. 
Furthermore, VIVIITROL is administered in a monthly injection and so is likely to see fewer issues 
with patient compliance. Clinical data with SUBOXONE indicates its 12-month retention rate is around 
60%, but it appears that nearly every patient was still taking an illicit opioid while on the drug. 
SUBOXONE also has a substantial abuse liability, and in some states judges are refusing to approve. 
However, the 2017 U.S. budget includes over $1B in additional funds for medication-assisted 
treatment (MAT) for opioid addiction. States who refuse alternative options will not be eligible to 
receive these funds. Regardless, this does underscore the general sentiment that while SUBOXONE 
is a better alternative for excess illicit opioid use, there is room for improvement. VIVITROL is 
administered as a monthly injectable, reducing the overall potential for misuse.  
 
For the long term, Alkermes has two additional value driving clinical assets, ALKS 3831 and ALKS 
8700. ALKS 3831 is an orally active antipsychotic indicated for schizophrenia. Its unique mechanism 
of action results in a more favorable metabolic profile and does not cause the typical weight gain 
associated with CNS drugs. ALKS 8700 is being developed for the treatment of multiple sclerosis 
(MS). This program has been granted a 505(b)(2) regulatory pathway enabling a faster and cheaper 
path to market.  
 
To summarize, Alkermes has a proven track record of attacking problems using logical approaches 
that are attractive to patients, clinicians, and payers alike. We expect to see a good revenue ramp 
over the next few quarters with their commercial assets and believe their next major value-driving 



event will be their pre-NDA meeting with the FDA regarding ALKS 5461. Given that it has been safe 
and effective in several placebo-controlled clinical trials to date, there is a good chance the FDA will 
not require an additional trial for approval.  
 
More information on Alkermes: http://www.alkermes.com/ 
 
Disclaimer:  
This material has been prepared by AMP Biopharma Research (“ABR”). This document is for information and illustrative 
purposes only and does not purport to show actual results. It is not, and should not be regarded as investment or legal 
advice or as a recommendation regarding any particular security or course of action. Investment opinions expressed 
herein are current opinions as of the date appearing in this material only and are subject to change without notice. 
Reasonable people may disagree about the opinions expressed herein. In the event any of the assumptions used herein 
do not prove to be true, results are likely to vary substantially. All investments entail risks. There is no guarantee that 
investment strategies will achieve the desired results under all market conditions and each investor should evaluate its 
ability to invest for a long term especially during periods of a market downturn. No representation is being made that any 
account, product, or strategy will or is likely to achieve profits, losses, or results similar to those discussed, if any.  
No part of this document may be reproduced in any manner, in whole or in part, without the prior written permission of 
ABR. This information is provided with the understanding that with respect to the material provided herein, that you will 
make your own independent decision with respect to any course of action in connection herewith and as to whether such 
course of action is appropriate or proper based on your own judgment, and that you are capable of understanding and 
assessing the merits of a course of action. ABR does not purport to and does not, in any fashion, provide tax, accounting, 
actuarial, recordkeeping, legal, broker/dealer or any related services. You should consult your advisors with respect to 
these areas. 

 
 
 
 
 
 
 


