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Abbott Japan and Eisai have Cleared the Condition for Approval of Humira®, a Fully
Human Anti-TNF-alpha Monoclonal Antibody, for Rheumatoid Arthritis in Terms of the
All-Case Surveillance

Abbott Japan Co., Ltd. (Pharmaceutical Products Group Headquarters: Tokyo, President: Gary M.
Winer, “Abbott Japan”) and Eisai Co., Ltd. (Headquarters: Tokyo, President & CEO: Haruo Naito,
“Eisai”) announced today that the Ministry of Health, Labor and Welfare (MHLW) of Japan has notified
them of clearance of the condition for approval of Humira® pre-filled syringe 40 mg/0.8 mL for
subcutaneous injection (generic name: adalimumab [genetic recombination]), a fully human
anti-TNF-alpha monoclonal antibody, in terms of the use results survey (all-case surveillance) on



< Notes to editors >

1. Results of the use results survey of Humira® on rheumatoid arthritis
The report submitted to the MHLW includes the results of analysis of the data obtained from 3,084
patients who were evaluated during the period between June 18, 2008 and December 31, 2009.

The efficacy of Humira® in the treatment of rheumatoid arthritis was evaluated with Disease
Activity Score 28 (DAS28). In the group of 1,971 patients for whom DAS28 was evaluated at
baseline and week 24 of treatment, the mean DAS28 (mean + SD) was improved substantially
from 5.3 £ 1.3, which indicates highly active disease, to 3.9 + 1.5 at week 24 of treatment, with a
response rate of 21.1%. Stratified analysis revealed that Humira® was especially effective in
patients in the early phase of disease (Class | or Il), those naive to biological therapy, and those
receiving methotrexate concomitantly with Humira®.

Adverse drug reactions developed in 27.1% of the patients. The most common ADRs were “skin
disorders,” “general disorders and administration site conditions,” and ‘“infections and
infestations.” Serious ADRs were observed in 4.2% of the patients, and included “infections and
infestations.” The profile of these ADRs was consistent with that observed in clinical studies
during the development of Humira®.

2. Glossary of Terms

1) Rheumatoid arthritis (RA)

Rheumatoid arthritis is an autoimmune disease in which joints are inflamed, which may lead to
damage to the interior of joints and the surrounding bone. The joints most commonly affected
early in the disease are the smaller joints of the fingers, feet, and wrists. The elbows, knees,
ankles, and hips can also be affected. Although there is no cure for RA, people continue to seek
treatments that not only alleviate the pain and inflammation associated with it but also slow
disease progression, and thereby inhibit the joint damage that can hinder performance of daily
activities. It is estimated that over 5 million patients in Japan, the United States, and Europe,
mostly between the ages of 22 and 55, are receiving antirheumatic drugs for the treatment of
rheumatoid arthritis.

More information on RA and current treatment options can be found at www.RA.com (English).

Humira® Information Net was established in June 2008 to provide information on Humira® and RA
for healthcare professionals and patients with RA and their families.

The pages for patients include clear descriptions of the disease, examinations for it, and its


http://www.ra.com/
http://www.abbott.co.jp/external.asp?target=http%3A%2F%2Fwww%2Ee%2Dhumira%2Ejp%2F

from 0—-100 mm.

RA activity is considered low, intermediate, and high when DAS28 is < 3.2, 3.2-5.1, and > 5.1,
respectively. Patients with a DAS 28 of < 2.6 are considered in a state of remission.



In Japan, approximately 2,500 Abbott employees are devoted to the manufacture, development,
distribution, and marketing of pharmaceuticals and medical products, including nutritionals,
devices, diagnostics, and products for vision care. Abbott's main offices in Japan are located in
Tokyo, Fukui, and Chiba. News releases issued by Abbott Japan and Abbott Headquarters are
available at www.abbott.co.jp and www.abbott.com, respectively.

6. Abbott”s Commitment to Immunology
Abbott is focused on the discovery and development of innovative treatments for immunologic
diseases. The Abbott Bioresearch Center, founded in 1989 in Worcester, Mass., United States, is
a world-class discovery and basic research facility committed to finding new treatments for
autoimmune diseases.

More information about Humira®, including full prescribing information, is available on the Web
sites http://www.e-humira.jp (Japanese only) and www.HUMIRA.com (English).



