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Having stepped up lifecycle management for its leading breast cancer monoclonal antibody, Herceptin, Roche hopes to
encourage uptake of a more convenient formulation of the drug. This strategy could help to conserve its share of an
increasingly competitive market, but may be challenging to implement due to concerns over compliance and financial
incentives to prescribe intravenous cancer drugs.

Roche has invested roughly CHF190m ($183m) at two production sites to manufacture devices that will allow patients to
self-administer a subcutaneous formulation of Herceptin (trastuzumab; Roche/Genentech/Chugai).

One site will supply the devices for a Phase III study which could support approval of the subcutaneous formulation. In this
study, 552 patients with stage I-IIlc breast cancer will receive chemotherapy in combination with either subcutaneous or
intravenous Herceptin before surgery, followed by 10 three-weekly infusions of subcutaneous or intravenous Herceptin.

Herceptin is a monoclonal antibody directed towards the human epidermal growth factor receptor-2 (HER-2), which is
over-expressed in approximately 25% of the breast cancer population. In its intravenous formulation, Herceptin has established
itself as a leading treatment for HER-2-positive breast cancer, both for patients with early-stage (stage I-IIT) and metastatic
(stage IV) forms of the disease. In 2008, global sales of the drug totaled $4.7 billion.

Herceptin's current intravenous formulation requires patients to receive the drug in hospital via a one-hour infusion. The
subcutaneous formulation (developed in partnership with Halozyme Therapeutics) would increase convenience, allowing
patients to self-administer the drug at home via a five-minute infusion. This is important given that Herceptin is administered
for up to a year in early-stage breast cancer. Additionally, this would help to reduce costs associated with patient
hospitalization and could improve the drug's side-effect profile by reducing infusion reactions.

Roche will hope that these factors increase brand loyalty and protect Herceptin's market share against potentially fierce
competition from GlaxoSmithKline's oral HER-2 inhibitor, Tykerb (lapatinib), which is approved for metastatic breast cancer
and is currently in Phase III trials for early-stage HER-2-positive breast cancer. Furthermore, switching patients to a
subcutaneous formulation could help insulate against potential competition from biosimilar versions of intravenous Herceptin.
As the lucrative monoclonal antibody market approaches maturity, such lifecycle management activities are likely to become
increasingly common.

However, Roche could find it challenging to encourage uptake of subcutaneous Herceptin because it will make it more
difficult for physicians to ensure patient compliance. Indeed, patient compliance can be a problem for some orally
administered anticancer drugs. In the US, financial incentives for oncologists to prescribe intravenous drugs could further
restrict uptake of the subcutaneous formulation. The ongoing Phase III study may therefore have to show that the more
convenient subcutaneous formulation also has superior efficacy in order to drive appreciable uptake.
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markt-studie.de, founded in 2002 has emerged as a leading online portal for market surveys and market research in German
speaking areas. Four years later the English language portal reports-research.com was introduced due to the extraordinary
success of the portal. Again one year later estudio-mercado.es - the Spanish spoken portal - was founded. The objective of the
three portals is to competently and efficiently support consultants and decision makers in management, sales and marketing in
the search for worldwide market research. Prospective buyers can look into more than 60,000 market market market surveys
from more than 200 international publishers, current market data for more than 6,000 branches worldwide, 10,000 company
profiles as well as a free-of-charge research and recommendation service for individual market research.
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