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Broad U.S. Humira Patent Estate 

Approved 
Indication 

Rheumatoid 
Arthritis 

Gastro 
Indications 

Psoriasis 
Psoriatic 
Arthritis 

Ankylosing 
Spondylitis 

Juvenile 
Idiopathic 
Arthritis 

Hidradenitis 
Suppurativa  

Composition of 
Matter 

Expires Dec. 31, 2016 

Indication / Method 
of Treatment 

4 patents 
Earliest  
Expiry: 
2022 

6 patents 
Earliest 
Expiry:  
2022 

3 patents 
Earliest 
Expiry: 
2023 

4 patents 
Earliest 
Expiry: 
2023 

3 patents 
Earliest 
Expiry:  
2022 

1 patent 
Expiry: 
2030 

1 Patent 
Expiry:  
2031 

Formulation 
14 Patents 

Expire 2022 –2028 

Manufacturing 
24 patents 

Expire 2027 – 2034 

Other (Device, 
Diagnostics, etc.) 

15 patents 
Expire 2024–2032 
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Method of Treatment Patents 

• Biosimilar companies must have the same route of administration, dosage form and strength as innovator 

• AbbVie has patent protection covering all of the approved indications 

• These patents reflect the development work of more than 100 clinical trials 

• Treatment regimens differ across therapeutic areas 

 Indication Humira Label Patent 
Protection 

Additional Detail 

Rheumatoid Arthritis 40 mg every other week 
(Approved 2002) ✓ 4 Patents; Earliest Expiry 2022 

Psoriatic Arthritis 40 mg every other week 
(Approved 2005) ✓ 4 Patents; Earliest Expiry 2023 

Ankylosing Spondylitis 40 mg every other week 
(Approved 2006) ✓ 3 Patents; Earliest Expiry 2022 

Gastro Indications 160 mg / 80 mg / 40 mg every other week 
(Approved 2007-2012) ✓ 6 Patents; Earliest Expiry 2022 

Psoriasis 80 mg / 40 mg every other week 
(Approved 2008) ✓ 3 Patents; Earliest Expiry 2023 

Juvenile Idiopathic 
Arthritis 

Patients 10 – 15 kg: 10 mg every other week  
Patients 15-30 kg: 20 mg every other week  
Patients ≥ 30 kg : 40 mg every other week  
(Approved 2008) 

✓ 1 Patent; Expiry 2030 

Hidradenitis Suppurativa  
 

160 mg / 80 mg / 40 mg every week   
(Approved 2015) ✓ 1 Patent; Expiry 2031 
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Litigation Process 

• Litigation  

– The average time to trial of a patent action in courts hearing 10 or more patent cases 
was approximately 3.35 years(1) 

– Appeals to the Federal Circuit usually take about a year 

• Total Litigation Timing: 4 to 5 years 

• Would seek preliminary injunction against at-risk launch 

1) Docket Navigator, Year in Review 2014 at 29 
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