
IN THE PIPELINE

According to a recent report by the Tufts Center
for the Study of Drug Development, the success

rate in bringing monoclonal antibody (mAb) thera-
peutics through clinical trials and to market has im-
proved significantly in recent years. Based on an
analysis of past approval rates, Tufts projects that by
2008, the U.S. Food and Drug Administration is likely
to approve 11 of the current mAb products in the
pipeline.* In effect, these approvals would come close
to doubling the number of mAbs now on the market.

According to the report, newer mAbs, which in-
clude humanized mAbs and human products, are of
types that have had a much higher success rate in at-
taining FDA approval than original murine (mouse-
derived) products. Historically, chimeric mAbs (such as
the recently approved cetuximab [Erbitux]) have had
the greatest success with FDA approval, with 26 per-
cent of products in development hitting the market.
The approval rate for murine products, by compari-
son, is 4.5 percent.

To date, the FDA has approved 17 mAbs. Data-
monitor, a London-based company specializing in
industry analysis, predicts a significant effect on the
global market for mAb therapeutics once the addi-
tional products are approved, with the market ex-

panding to $16.7 billion in 2008. By that time, onco-
logic products, such as cetuximab and bevacizumab
(Avastin), both of which were approved last year, will
represent the bulk of mAb sales — $7.2 billion, or 43
percent of the total mAb market. — Amanda Brower
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* The Tufts report named 16 mAbs, three of which (cetuximab, bevacizumab, and natalizumab [Tysabri, later voluntarily withdrawn from the
market by its manufacturers]) received FDA approval before the release of the report. The manufacturers of two other products cited in the re-
port but not named above have indicated since that they are unlikely to proceed with development of those products (lerdelimumab [Trabio],
for postsurgical use in glaucoma patients, and R1549, for ovarian cancer) after disappointing phase 3 trial results.

Number of Monoclonal Antibodies 
On Market Nearly Doubles by 2008

Approval projections for therapeutic mAbs
Includes sales potential in 2008 (in billions)

Expected approval
Current phase of development

Product and indication 2005 2006 2007 2008

Humanized anti-IL-6 (MRA) Phase 3, RA $100
IDM-1 (Osidem) Phase 3, ovarian cancer $18
Ranabizumab (Lucentis) Phase 3, wet AMD $128
Epratuzumab (Lymphocide) Phase 3, non-Hodgkin’s lymphoma $300
Pegylated humanized anti-TNFa Phase 3, RA, Crohn’s disease $371

(CDP 870)
IL-15 (HuMax) Phase 2, RA $10
Lymphocide-RL Phase 3, non-Hodgkin’s lymphoma $10
Anti-IL-12 (ABT-874) Phase 2, MS $10
Human IgG4 (CAT-213) Phase 2a, asthma $100
Metelimumab (CAT-192) Phase 2, scarring and fibrosis $15
CD4 (HuMax) Phase 2 cutaneous T-cell lymphoma $10

AMD=age-related macular degeneration, igG=immunoglobulin G, IL=interleukin, MS=multiple sclerosis, RA=rheumatoid
arthritis, TNFa=tumor necrosis factor-alpha.
Key to mAb types under “expected approval”: � = Humanized, � = Combination/radiolabeled, � = Human, � = Fragment


