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PRESS RELEASE 

 
AbbVie Announces Late-Breaking Results from Phase 3 Trial of HUMIRA® 
(adalimumab) in Hidradenitis Suppurativa (HS) Patients at the European Dermatology 
and Venereology Congress 
 
 HS is a painful, chronic inflammatory skin disease that impacts approximately one to four percent of 

the adult population worldwide with no specific treatment options currently approved1,2,3   

 Results show adalimumab meets primary endpoint in PIONEER II clinical trial 

 PIONEER II results, together with previously presented PIONEER I results, will contribute to 
worldwide regulatory filings for an expanded use of adalimumab 
 

AMSTERDAM, October 11, 2014 — AbbVie (NYSE: ABBV) today announced new results from PIONEER II, 
a pivotal Phase 3 study, on the safety and efficacy of adalimumab in subjects with moderate-to-severe 
hidradenitis suppurativa (HS), specifically the number of abscesses.4  Data were presented today as a 
late-breaking abstract at the 23rd Congress of the European Dermatology and Venereology (EADV) 
meeting in Amsterdam. The results of this study, in combination with previously presented results from 
PIONEER I, will contribute to worldwide regulatory filings for an expanded use of adalimumab. 
Adalimumab is not currently approved by regulatory authorities for the treatment of HS. 
 
Results from the PIONEER II study found that at 12 weeks, patients with moderate-to-severe HS treated 
with adalimumab 40 mg weekly, beginning at week 4 (after adalimumab 160 mg at week 0 and 80 mg at 
week 2), achieved a greater response compared to those on placebo (58.9 percent versus 27.6 percent, 
p<0.001).4 Response was defined as an improvement of HS related abscesses and inflammatory nodules 
at 12 weeks using the Hidradenitis Suppurativa Clinical Response (HiSCR) measure. This is defined as at 
least 50 percent reduction from baseline in total abscess and inflammatory nodule (AN) count with no 
increase for either abscess or draining fistula count.5  
 
“HS is painful due to abscesses and nodules, yet there are few treatment options available to help 
reduce symptoms,” said Gregor Jemec, M.D., PIONEER II Study Investigator and Professor of 
Dermatology at University of Copenhagen, Roskilde Hospital. “Results from the PIONEER trials support 
the potential for adalimumab to be an important new treatment option for patients with HS.” 
HS, sometimes referred to as “acne inversa” by dermatologists, is a chronic skin disease characterised by 
inflamed areas typically located around the armpits, groin, on the buttocks and under the breasts. A 
number of physical symptoms are associated with HS – namely, nodules and/or abscesses, sinus tracts 
and scarring. These symptoms make it a painful disease and impact the lives of patients with HS.2,3,6 HS 
is estimated to affect one percent of the general adult population and can be challenging to diagnose as 
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many patients experience a lengthy delay in diagnosis and treatment.1,2 There is currently no cure for HS 
and there are no specific treatment options currently approved for treatment of the disease.6  
 
The PIONEER II study is the second pivotal registration study to evaluate the use of adalimumab in 
patients with moderate-to-severe HS.  

 
"AbbVie is committed to developing new treatment strategies as part of our focus to helping patients 
with the most pressing health issues, such as HS," said John Medich, Ph.D., Vice President, Clinical 
Development, Immunology, AbbVie. "We are encouraged by these positive results from the PIONEER 
trials, which add to adalimumab’s clinical trial experience over the past 17 years.”  
 
About the Study  
PIONEER II is a Phase 3, 36-week, multicenter, randomised, double-blind, two-period study in moderate-
to-severe HS patients (n=326). In the first 12-week study period (known as Period A), patients were 
randomised to receive adalimumab 160 mg at week 0, 80 mg at week 2 and 40 mg once weekly (n = 
163) starting at week 4, or placebo (n = 163). Following Period A, patients were eligible to enroll in a 24-
week treatment period (known as Period B). In Period B, patients originally randomised to adalimumab 
were re-randomised to receive adalimumab 40 mg weekly, 40 mg every other week, or placebo. Patients 
randomised to placebo in Period A remained on placebo in Period B. The primary endpoint was the 
percentage of patients achieving significant response in improvement of HS severity at 12 weeks using 
the HISCR measure. The results for Period B have not been presented.4  

The most common adverse events (AEs) (>10 percent of subjects in any treatment group) observed in 
PIONEER II with adalimumab versus placebo were headache (12.9 percent versus 12.9 percent) and 
exacerbation of HS (4.3 percent, placebo, versus 12.9 percent, adalimumab). Serious AEs in patients 
receiving adalimumab included infection unknown source (n=1) and acute renal failure (n=1).4 

 
More information on PIONEER I and PIONEER II is available at www.clinicaltrials.gov (NCT01468207 and 
NCT01468233, respectively). 
 
 

About Hidradenitis Suppurativa 
Hidradenitis suppurativa (HS), sometimes referred to as “acne inversa” by dermatologists, is a chronic, 
often painful, immune-mediated disease characterised by inflamed areas typically located around the 
armpits and groin. These inflamed areas often include lesions, nodules, boils and abscesses, and usually 
occur where many oil and sweat glands are located, as well as under the breasts, on the buttocks and in 
the inner thighs, where skin rubs together.1,4  The reason why patients develop HS is unclear; however, it 
is thought that an abnormal response in the body’s own immune system plays a role.1, 6  
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While not all cases of HS are progressive (meaning that the condition can increase in severity over time), 
some cases of HS can grow more severe. As a result, diagnosing and properly managing HS as early as 
possible is important. Diagnosis can often be difficult, but dermatologists are trained to recognise the 
difference between HS and other skin diseases. Patients who have symptoms of HS may wish to consult 
a dermatologist.7 

 

 
Licensed uses for adalimumab 

Adalimumab is a prescription only medicine indicated for (please refer to SmPC for full details8): 
 
Rheumatoid arthritis 
Adalimumab in combination with methotrexate, is indicated for: 
• the treatment of moderate to severe, active rheumatoid arthritis in adult patients when the response 
to disease-modifying anti-rheumatic drugs including methotrexate has been inadequate. 
• the treatment of severe, active and progressive rheumatoid arthritis in adults not previously treated 
with methotrexate. 
Adalimumab can be given as monotherapy in case of intolerance to methotrexate or when continued 
treatment with methotrexate is inappropriate. 
Adalimumab has been shown to reduce the rate of progression of joint damage as measured by X-ray 
and to improve physical function, when given in combination with methotrexate.  
Polyarticular juvenile idiopathic arthritis 
Adalimumab in combination with methotrexate is indicated for the treatment of active polyarticular 
juvenile idiopathic arthritis, in patients from the age of 2 years who have had an inadequate response to 
one or more disease-modifying anti-rheumatic drugs (DMARDs). Adalimumab can be given as 
monotherapy in case of intolerance to methotrexate or when continued treatment with methotrexate is 
inappropriate (for the efficacy in monotherapy see section 5.1). Adalimumab has not been studied in 
patients aged less than 2 years.  
Enthesitis-related arthritis 
Adalimumab is indicated for the treatment of active enthesitis-related arthritis in patients, 6 years of 
age and older, who have had an inadequate response to, or who are intolerant of, conventional therapy  
Ankylosing spondylitis (AS) 
Adalimumab is indicated for the treatment of adults with severe active ankylosing spondylitis who have 
had an inadequate response to conventional therapy. 
Axial spondyloarthritis without radiographic evidence of AS 
Adalimumab is indicated for the treatment of adults with severe axial spondyloarthritis without 
radiographic evidence of AS but with objective signs of inflammation by elevated CRP and / or MRI, who 
have had an inadequate response to, or are intolerant to nonsteroidal anti-inflammatory drugs. 
Psoriatic arthritis 
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Adalimumab is indicated for the treatment of active and progressive psoriatic arthritis in adults when 
the response to previous disease-modifying anti-rheumatic drug therapy has been inadequate. 
Adalimumab has been shown to reduce the rate of progression of peripheral joint damage as measured 
by X-ray in patients with polyarticular symmetrical subtypes of the disease and to improve physical 
function. 
Psoriasis 
Adalimumab is indicated for the treatment of moderate to severe chronic plaque psoriasis in adult 
patients who failed to respond to or who have a contraindication to, or are intolerant to other systemic 
therapy including cyclosporine, methotrexate or PUVA. 
Crohn's disease 
Adalimumab is indicated for treatment of moderately to severely active Crohn's disease, in adult 
patients who have not responded despite a full and adequate course of therapy with a corticosteroid 
and/or an immunosuppressant; or who are intolerant to or have medical contraindications for such 
therapies. 
Paediatric Crohn's disease  
Adalimumab is indicated for the treatment of severe active Crohn's disease in paediatric patients (from 
6 years of age) who have had an inadequate response to conventional therapy including primary 
nutrition therapy, a corticosteroid, and an immunomodulator, or who are intolerant to or have 
contraindications for such therapies. 
Ulcerative colitis 
Adalimumab is indicated for treatment of moderately to severely active ulcerative colitis in adult 
patients who have had an inadequate response to conventional therapy including corticosteroids and 6-
mercaptopurine (6-MP) or azathioprine (AZA), or who are intolerant to or have medical 
contraindications for such therapies. 
 
Further information about adalimumab is available at www.medicines.org.uk 
 
 
Important safety information for adalimumab8 
  • Do not use adalimumab in active TB, opportunistic or other severe infections, moderate to severe 
heart failure (NYHA III/IV) or known hypersensitivity to (any of the components of) adalimumab.  
• Before initiation of adalimumab, evaluate all patients for infection, including active and latent TB, 
hepatitis B or endemic mycoses, such as histoplasmosis, coccidioidomycosis, or blastomycosis.  
• Patients must be actively and regularly monitored for infections during and for 4 months after 
treatment with adalimumab and undergo a complete diagnostic evaluation.  
• Patients should also be evaluated for non-melanoma skin cancer prior to and during adalimumab 
therapy  
• Other precautions also exist .  

http://www.abbvie.co.uk/
http://www.medicines.org.uk/


 

5 
AbbVie Ltd OFFICE +44 (0)1628 561090  Registered Number: 08004972 

Abbott House  FAX +44 (0)1628 644305 Registered Office: Abbott House, Vanwall Business Park, 

Vanwall Business Park  www.abbvie.co.uk Vanwall Road, Maidenhead, Berkshire SL6 4XE 

Vanwall Road 

Maidenhead, Berkshire SL6 4XE        AXHUD141655 

          Date of prep: Oct 2014 

 

• Serious, including fatal, side effects have been reported including infections/sepsis (particularly in 
patients over 65), opportunistic infections, TB, endemic mycoses, intestinal perforation, demyelinating 
disease, malignancies including lymphoma (inc hepatosplenic T cell lymphoma) , leukaemia and skin 
cancers, reactivation of hepatitis B, hepatitis, liver failure, cytopenias, worsening heart failure, 
myocardial infarction, pulmonary embolism, pleural effusion, pulmonary fibrosis, cerebrovascular 
accident, interstitial lung disease, Stevens-Johnson syndrome, angioedema anaphylaxis, sarcoidosis and 
worsening of symptoms of dermatomyositis. 
 
About AbbVie 
AbbVie is a global, research-based biopharmaceutical company formed in 2013 following separation 
from Abbott. The company’s mission is to use its expertise, dedicated people and unique approach to 
innovation to develop and market advanced therapies that address some of the world’s most complex 
and serious diseases. In 2013, AbbVie employs approximately 25,000 people worldwide and markets 
medicines in more than 170 countries. For further information on the company and its people, portfolio 
and commitments, please visit www.abbvie.co.uk.  
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