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New phase III study successfully shows that the benefit of Bonviva/Boniva
given by injection once every 2 or 3 months is equivalent to daily oral

administration

Rochie shnounced Loday the results from the (irst year of a phase I study (DIVA) investigating an

A new approach lowards compliance

futravenous injection of Bonviva/Bontva (ibandronate) with extended intervals between dosages, (or
the weatment of post 1envpausal ostcoporosis. Both regitnens studicd (2mg every 2 monthis and 3mg
every 3 months) were al least equivalent o the 2.5 mg daily veginier in increasing spine Bone Minec)
Density (BMD). Dosing by intravenous injection is predicted o provide advantages (o sorue patients

whio would find it helplul for compliance or for tolerance of therapy.

Tlie US Food and Drug Admiuistealion (FDA) upproved a once-daily formulation of Boniva in May
2003 and thie European Conunission approval for Bonviva was received in February 2004. A
supplemental new drug application for once-montlily Boniva in osteoporosis was submitted to the

EDA in May 2004.

“Thiis study demonstrates Bonviva/Boniva given once every two or three monllis as an injection shows

- prowise inthe managenent of post enopgusel usteoporosis, Bonvivi/Bouiva will Le (e st

itravenous bispliosphionate, and the fivst inonthly oval Leeatiment, giving doclors and paticnts
fexibility and choice i the mnanggenant of vateoporosis” conunented William M., Burns, Head of
Roclie Pharmmaceuticals Division, “We will be sharing these data with thie regulatory authorities at th

eatliest possible opportunity Lo supplernent the oral filings.”
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DIVA Study Details

The DIVA! (Dosing IntraVenous Adininisteation) is a 2 year multinational study in posumenopausal
women thal compares e eflicacy and safely of the FDA approved oral daily ibandronate regimen
with intravenous injections of ibandronate: 2 mg every 2 months and 3 mg every 3 mounths.

DIVA is a non-infedority study with Jumibar spine Bone Mineral Densily (BMD) at one year as Ui

primary endpoint. The study is currently ongoing for a second year.

In Decemnber 2001, Roche and GSK announced that ey would co-duvelop and co-promole
Bonviva/Boniva for Lhe Lreatiment and prevenlion of postmenopausal osteoporosis in all counturies,

excepl Japan.

Aboul Roche

Headquuriered in Basel, Switzerdand, Roche is one of the world's [eading innovalion-duiven hieatiheare
graups. ILs core businesses are pharmaceuticals and diagnostics. Roche is number one in the global
dinguostics markel, e leading supplier of pliarmaceuticals for cancer and a leader in virology and
Lransplantation. As a suppliar of products and services [os the prevention, disgnosis and treatment of
disease, the Group contributes on a Lroad range of fronts Lo itnproving people’s healltl and quality of
lie. Rochie employs roughly 65,000 peaple in 150 countries. The Group has alliances and R&D

agreeinents with nuwmerous pactners, including majority ownership iulerests in Genentech and Cliugai.

All trademarks used or mentioned in this release are legally protected.

Note 10 edilors: v ’

+ BMD (Bone mineral density), measured by densitometry, gives an accurate and precise measurcment of the amount of
bone.

- The name “Boniva” has been approved in the US and the name “Bonviva

oy

is approved in Europe
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