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The Autoimmune/Inflammation (A/I) therapeutic 
area has seen some dynamic changes, largely 
being driven by generic and, more recently, 
biosimilar market pressures.  Comparing ongoing 
and planned trials against completed or terminated 
trials provides some clues about who is moving 
into and out of this area.  Taking a deeper look at 
pipelines and drug programs further reveals which 
strategies are being employed by some of the major 
players in the A/I space.  This analysis of Trialtrove 
data explores the clinical activity trends, and the 
underlying strategies, and how some of the major 
players in the A/I space have fared with their shifting 
developmental plans.

The analysis in Figure 1 shows the top 15 sponsors 
with ongoing or planned A/I trials, and contrasts 
these data against the numbers of their completed 
and terminated trials (from the past 5 years). 
Novartis holds the lead for the top number of 
ongoing and planned A/I trials.  Almost a third 
of Novartis’ ongoing or planned trials depicted 
in Figure 1 are with Cosentyx (secukinumab), 
an anti-interleukin (IL)-17 therapy that initially 
launched in 2015 for psoriasis.  Roche is another 
top sponsor that has dedicated a large portion 
of ongoing or planned trials to a single marketed 
drug.  Almost half of Roche’s current trials evaluate 
Actemra (tocilizumab), which was first approved for 
rheumatoid arthritis.

Planned trials span start dates in 2016 or 2017. Abbreviations used in this figure include: GlaxoSmithKline (GSK), AstraZeneca (AZ), 
Bristol-Myers Squibb (BMS), Boehringer Ingelheim (BI), and Johnson & Johnson (J&J).

Source: Trialtrove©, October 2016.
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Figure 1. Top A/I sponsors by number of planned and ongoing trials or completed and terminated trials in 
the past 5 years
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GlaxoSmithKline (GSK) and AstraZeneca (AZ) have 
the highest number of completed or terminated 
trials in the past 5 years in A/I. Both of these major 
pharmaceutical companies have, not surprisingly, 
committed a large part of their overall late phase 
ongoing and planned trials to oncology, as depicted 
in Figure 2. The investment these companies have 

made in current A/I trials amounts to around 20% 
of their total clinical trials, or about 50 ongoing 
or planned studies in this area.  Breaking the A/I 
segment down by disease and program allows a 
closer look at what differentiates their strategies 
from each other.

Figure 2. AstraZeneca Phase II to III ongoing or planned trials by therapeutic area

Abbreviations used in this figure include Central Nervous System (CNS) and Chronic Obstructive Pulmonary Disease (COPD).   
“Other” includes A/I indications with only a single trial each.

Source: Trialtrove©, October 2016.
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Figure 3. GlaxoSmithKline Phase II to III ongoing or planned trials by therapeutic area

Abbreviations used in this figure include Central Nervous System (CNS), Chronic Obstructive Pulmonary Disease (COPD),  
and Rheumatoid Arthritis (RA).  “Other” includes A/I indications with only a single trial each.

Source: Trialtrove©, October 2016. 
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Figure 2 illustrates how AZ’s focus is narrowed to 
three key areas: oncology, metabolic/endocrinology, 
and respiratory.  To bolster its respiratory portfolio, 
AZ has entered into a series of deals over the 
years that include biologics tralokinumab, from 
the Cambridge Antibody Technology acquisition in 
2006, benralizumab, from the 2007 acquisition of 
MedImmune, as well as a triple combination long-
acting beta 2 adrenoceptor agonist (LABA), long-
acting muscarinic antagonist (LAMA), and inhaled 
corticosteroid (ICS) therapy obtained through the 
Pearl Therapeutics acquisition in 2013.  Not stopping 
there, AZ’s respiratory focus was further bolstered 
by purchasing Almirall’s respiratory franchise in 
2014, gaining US and Canadian rights to Actavis’ 
branded respiratory portfolio in early 2015, as well 
as Takeda’s respiratory business at the end of 2015, 
according to Informa’s Strategic Transactions deals 
database.

While AZ has dedicated over three quarters of 
its ongoing or planned late phase A/I trials to 
respiratory diseases, GSK is much more diversified 
in A/I, dedicating about half of their currently 
ongoing or planned trials to diseases beyond 
asthma and COPD, as depicted in Figure 3.  GSK, 
and partner Janssen (a subsidiary of J&J), recently 
filed the anti-IL-6 candidate sirukumab for 
approval in the US and Japan for the treatment of 
rheumatoid arthritis.  Sirukumab lags behind two 
class competitors, Roche’s Actemra and Sanofi and 
Regeneron’s sarilumab, which recently received 
a complete response letter from the US Food and 
Drug Administration (FDA) for certain manufacturing 
issues that are expected to be resolved by March 
2017.  Sirukumab differentiates itself as targeting 
IL-6 directly, rather than the receptor.

It is interesting to note that beyond AZ’s focus in 
respiratory indications, another A/I disease of high 
interest to them is the risky area of lupus, where 
they rival GSK in terms of late phase ongoing and 
planned studies. The MedImmune acquisition 
brought the lupus interferon pathway targeting 
candidates, sifalimumab and anifrolumab, to AZ.  
After evaluating both lupus drugs, AZ decided to 
pursue anifrolumab, which targets the receptor 
rather than the ligands.  GSK’s commitment to lupus 
predominantly involves Benlysta1 (belimumab), 
which hit the market in 2011 as the only novel 
treatment approved for lupus in decades.  As such, 
anifrolumab, designated for Fast Track review by 
the FDA, may have blockbuster potential.  Although 
anifrolumab is currently in Phase III with intravenous 
formulations, AZ recently completed a Phase I study 
using a subcutaneous formulation.  Likewise, GSK 
is currently seeking US and European approval for 
autoinjector and pre-filled syringe formulations of 
Benlysta.  GSK is also exploring Benlysta in a host of 
other diseases, depicted in Figure 4.  

Looking at the ongoing late phase trials for GSK and 
AZ reveals an emphasis on seven drugs that involve 
three major categories, by lead indication: lupus 
biologics, asthma biologics, and fixed-dose ICS/
LABA/LAMA triple combination therapies.  Figure 4 
provides the indications currently being pursued for 
each of these drugs, according to Pharmaprojects.  
GSK’s biologics Benlysta and Nucala (mepolizumab), 
approved in 2015, are now being evaluated in 
additional expanded indications.  AZ, on the other 
hand, is mostly focused on gaining first approval 
for biologics anifrolumab, benralizumab, and 
tralokinumab.

1  According to Biomedtracker, AZ is a partner on the Benlysta program, but GSK is the lead and will receive 90% of the estimated revenue.
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Figure 4. Major ongoing or planned late phase A/I drug programs for AZ and GSK by lead indication

Abbreviations used in this figure include AstraZeneca (AZ), GlaxoSmithKline (GSK), Chronic Obstructive Pulmonary Disease (COPD), 
fluticasone furoate (FF), umeclidinium (UMEC), and vilanterol (VI).

Source: Pharmaprojects©, October 2016.
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Despite branching out within A/I, GSK still maintains 
a dominant hand in the respiratory space with 
Nucala, an anti-IL-5 monoclonal antibody 
approved for the treatment of eosinophilic asthma.  
Benralizumab, AZ’s IL-5 targeting asthma drug, is 
expected to be filed in the US, Europe and Japan 
by the end of 2016.  Although the projected 
benralizumab approval follows Nucala and Teva’s 
anti-IL-5 Cinqair (reslizumab), AZ is optimistic that 
reduced dosing and a unique mechanism, targeting 
the IL-5 receptor rather than IL-5 ligand, may lead 
to a faster onset of action and differentiate this 
product from its predecessors.  Both Nucala and 
benralizumab are in ongoing registrational Phase III 
trials for COPD, reflecting both sponsors’ strategies 
of development in expanded indications. 

AZ also has tralokinumab in Phase III registrational 
trials for asthma, which may be the first IL-13 
targeting monoclonal antibody to hit the market 
after Roche’s lebrikizumab notably failed Phase 
III trials earlier in 2016.  Both AZ and GSK are in 
tight competition with Novartis and Chiesi, another 
respiratory focused sponsor, with all four companies 
evaluating triple combination ICS/LABA/LAMA 
therapies in Phase III.  Pharmaprojects shows that 
GSK’s triple combination therapy is leading the pack, 
with expected filings in Europe and the US by the 
end of 2016.

Of the top sponsors shown in Figure 1, AbbVie and 

Bristol-Myers Squibb (BMS) have more ongoing or 
planned trials than completed or terminated trial 
numbers.  This could suggest a recent increased 
commitment to the A/I space relative to the other 
top companies.  However, much of the current 
trial activity by these companies involves their 
already marketed products.  BMS is evaluating 
Orencia (abatacept) in almost half of its ongoing or 
planned trials.  Strengthening Orencia’s presence 
in additional markets, only about half of the BMS 
sponsored trials for Orencia in the past 5 years 
were conducted in the US.  Humira (adalimumab), 
obtained as part of the BASF acquisition by Abbott in 
2000, is AbbVie’s major marketed blockbuster that 
is strikingly still being evaluated in 70% of AbbVie’s 
ongoing or planned trials.  Looking specifically at 
AbbVie’s late phase trials, there is also a focus on 
two promising pipeline drugs.

Figure 5 shows that AbbVie’s overall portfolio of 
ongoing or planned clinical trials resembles that of 
GSK, targeting oncology, A/I, and infectious disease. 
In contrast to GSK, AbbVie has no late phase trial 
activity in the A/I respiratory space.  Many of 
AbbVie’s ongoing A/I trials evaluate their Janus 
kinase (JAK)-1 inhibitor, upadacitinib, or the IL-23 
antagonist psoriasis biologic, partnered with BI, 
risankizumab.  If successful, these pipeline drugs 
may help AbbVie maintain a strong presence in the 
A/I market, as Humira’s sales are projected to erode 
from increasing biosimilar competition.

Abbreviations used in this figure include Central Nervous System (CNS) and Rheumatoid Arthritis (RA). “Other” includes A/I indications 
with only a single trial each.

Source: Trialtrove©, October 2016.

Figure 5.  AbbVie Phase II to III ongoing or planned trials by therapeutic area
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AbbVie’s upadacitinib is an unpartnered program 
with most of its late stage trials focusing on 
rheumatoid arthritis.  Due to rising competition in 
the psoriasis market, with anti-TNF biosimilars, novel 
IL-17 antagonists, and the IL-23 antagonists that 
are further along in development, the risankizumab 
clinical program requires careful attention to design 
detail to distinguish this product from the rest.  

AbbVie and BI may rely on results from the many 
head-to-head trials included in the clinical program 
to differentiate their drug.  AbbVie is currently 
evaluating both upadacitinib and risankizumab 
across multiple indications, as depicted in Figure 6 
below, perhaps to improve the overall success of 
these drugs in highly saturated individual disease 
markets.

By comparing a sponsor’s trial activity over time, 
this analysis has revealed how top sponsors employ 
different strategies to maintain dominance in the 
A/I market. Each of the companies has a large 
presence in A/I and an established therapeutic 
expertise in clinical trials for A/I disease areas, 
which can be utilized for their ongoing programs. 
Some companies are bolstering their A/I pipeline 
by leveraging partnerships and acquisitions, 
while other companies are focused on expanding 
approvals across multiple disease areas to create 
more opportunity for each product in increasingly 
saturated markets.

Interestingly, the top companies depicted in Figure 1 
also have the highest number of late phase ongoing 
or planned trials evaluating antibodies in A/I. The 
innovative explosion in biologics has propelled 
companies forward across indications within A/I and 
allows sponsors to maintain dominance in areas 
where generic competition to prior top products has 
emerged. The approach companies take to promote 
novel biologics will, however, need to consider 
biosimilars that are also increasingly emerging in 
these markets. Evaluating the strategies employed 
by each company is key to understanding their 
approach to tackle the emerging of biosimilar and 
novel biologic class competition as they strive to 
maintain a top position in A/I. 

Figure 6.  AbbVie late phase trials for risankizumab and upadacitinib

 Source: Trialtrove©, November 2016.
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