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PRESS RELEASE 
FOR MEDICAL AND CONSUMER MEDIA 

 
AbbVie Receives CHMP Positive Opinion for HUMIRA® (adalimumab) for the 
Treatment of Paediatric Patients, from Six Years of Age, with Moderately to 
Severely Active Crohn’s Disease 

 
 Paediatric Crohn’s disease is a chronic, inflammatory condition of the gastrointestinal tract that 

can have a substantial physical and psycho-social impact.1 
 
NORTH CHICAGO, Ill., – AbbVie (NYSE: ABBV), a global biopharmaceutical company, announced today 
that the European Committee for Medicinal Products for Human Use (CHMP) of the European Medicines 
Agency has granted a positive opinion for HUMIRA® (adalimumab) for the treatment of moderately to 
severely active Crohn’s disease in paediatric patients (from six years of age) who have had an 
inadequate response to conventional therapy including primary nutrition therapy and a corticosteroid 
and/or an immunomodulator, or who are intolerant to or have contraindications for such therapies.  
 
Adalimumab is currently approved in the European Union for the treatment of severe active Crohn's 
disease in paediatric patients (from six 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.2 
 
"The positive CHMP opinion represents a significant milestone for the pediatric gastroenterology 
community as we move closer to European approval of adalimumab in paediatric patients with 
moderately to severely active Crohn’s disease, a chronic condition with no known cure that affects a 
growing number of children worldwide,” said Michael Severino, M.D., executive vice president, research 
and development and chief scientific officer, AbbVie. "AbbVie is committed to the ongoing study and 
innovation of adalimumab, and we look forward to expanding this treatment option, once approved, to 
help more children with this debilitating illness during a vulnerable time in their lives.”  
 
"There is no known cure for children and adolescents affected by Crohn’s disease, therefore treatment 
options are important,” said Jeffrey S. Hyams, M.D., head, Division of Digestive Diseases, Hepatology 
and Nutrition, Connecticut Children's Medical Center. “An investigation such as the IMAgINE trial 
showcases the safety and efficacy profile of adalimumab in the moderately to severely active paediatric 
Crohn’s disease population.” 
 
Crohn’s disease is characterised by periods in which the disease flares up, is active and causes 
symptoms.3 These episodes can be followed by times of remission—periods in which symptoms 
disappear or decrease.3 In addition to signs and symptoms such as abdominal pain, weight loss and 
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diarrhoea, paediatric Crohn’s disease can affect children in several ways unique to this age group, 
including delayed growth and/or puberty.1 
 
The positive opinion is based on the results of the IMAgINE-1 study, the largest multi-center, 
randomised, open-label induction, followed by double-blind maintenance trial in patients six to 17 years 
of age with moderately to severely active Crohn’s disease to date.4,5 Moderately to severely active 
Crohn’s disease was defined by a Paediatric Crohn’s Disease Activity Index (PCDAI) > 30 at baseline.5 
 
The study found that 63 patients (33.5 percent) were in clinical remission at week 26 and a greater 
proportion of patients in the standard-dose adalimumab group (36/93) achieved clinical remission 
compared to the low-dose adalimumab group (27/95; P=0.075). Clinical remission was defined as a 
PCDAI score of less than 10. At week 52, the proportion of patients in clinical remission in the 
adalimumab standard-dose group (31/93) was greater compared with the low-dose adalimumab group 
(22/95; P=0.100).5 
 
In the study, adalimumab therapy was initiated with a 4-week induction period consisting of 80 mg and 
40 mg administered subcutaneously at weeks 0 and 2, respectively, for patients with bodyweight <40 kg 
or 160 mg and 80 mg at weeks 0 and 2, respectively, for patients with bodyweight >40 kg. Following the 
induction period, 188 patients were randomised 1:1 to standard-dose or low-dose double-blind 
adalimumab treatment (standard-dose: 20 mg every other week for patients with bodyweight <40 kg or 
40 mg every other week for patients with bodyweight >40 kg; low-dose: 10 mg every other week for 
patients with bodyweight <40 kg or 20 mg every other week for patients with bodyweight >40 kg).5 
 
The review of the variation to the Marketing Authorisation (MA) is being conducted under the 
centralised licensing procedure. If approved, the authorisation will be valid in all 28 member states of 
the European Union, as well as Iceland, Liechtenstein and Norway.  
 

-ENDS- 

Media contact: 
Natalie Bennett 
Communications and Patient Relations Manager 
AbbVie UK 
T: 07818 428 074 
E: natalie.bennett@abbvie.com 
 
Notes to editors: 
 
About adalimumab  
Adalimumab is approved for use in adults with moderate to severe active rheumatoid arthritis, severe 
active ankylosing spondylitis (AS), severe axial spondyloarthritis without radiographic evidence of AS, 
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moderate to severe chronic plaque psoriasis, active and progressive psoriatic arthritis, moderately to 
severely active Crohn's disease, moderately to severely active ulcerative colitis and active moderate to 
severe hidradenitis suppurativa. Adalimumab is approved for use in paediatric patients with active 
enthesitis-related arthritis, severe chronic plaque psoriasis, severe active Crohn's disease, and active 
polyarticular juvenile idiopathic arthritis. See Summary of Product Characteristics (SmPC) for full 
indication: http://www.medicines.org.uk/EMC/medicine/21201/SPC/Humira+Pre-filled+Pen%2c+Pre-
filled+Syringe+and+Vial/.  
 
About AbbVie  
AbbVie is a global, research-based biopharmaceutical company formed in 2013 following separation 
from Abbott Laboratories. 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. Together with its wholly-owned subsidiary, Pharmacyclics, AbbVie 
employs more than 28,000 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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