

Confidential: For internal Roche use only 

Viracept recall

Not for distribution outside of Roche

Roche responds to article in New York Times and International Herald Tribune
July 23, 2007 - Roche is concerned about the possibility for public misunderstanding based on articles that have appeared today (July 23, 2007) in the New York Times and International Herald Tribune. Since discovering that some batches of Viracept contained elevated levels of EMS, Roche has acted quickly, responsibly and always in collaboration with the health authorities and NGO treatment providers. 
Why we conducted a total Viracept recall

At the beginning of the recall, Roche acted on the information that we had at the time: that an unacceptable level of EMS was in some batches of Viracept. However, we didn’t know which batches were affected. Therefore, we took the prudent and responsible decision to recall all batches of Viracept. At the same time, we commenced an extensive evaluation to determine which batches contained the elevated levels. We have now shared this information with the relevant health authorities.
Active and ongoing communications flow

During the entire recall process, Roche has acted in the interest of patient welfare. Within 24 hours of the determination of EMS impurity within some Viracept formulations, we informed the health authorities and initiated an international recall of all medication. Within 48 hours, we had written to doctors, pharmacists, wholesalers and the NGO treatment providers that we sell to directly from Basel. Within this timeframe, we also contacted many HIV community groups. Additional information has been shared with the health authorities, doctors, healthcare providers, NGOs and patient groups as soon as it has become available. 
During the recall, Roche has met four times with the EMEA and its working groups, and continues to provide frequent updates to the agency. It’s important to understand that we are continuing with the recall and our investigations into what happened. This means that we know more today than we did at the beginning of the recall.
We realize that in some countries, alternative treatments are not immediately available. Our concern is for the welfare of all patients no matter what country they live in. We have provided the same information to governments, physicians and NGOs around the world. To conduct a recall of Viracept only in European countries would have been an unethical approach.
Roche inaccurately cited as offering donation of replacement drug

Roche will reimburse all reasonable costs and expenses related to the recall, such as additional doctor visits and costs linked to the registration into the patient registry. However, the provision of replacement therapy is a different issue. The nature of HIV means that treatments need to be tailored for the individual patient. With complex and complicated treatment regimens, even in resource limited settings, it is not ethically or medically possible for Roche to provide just one option for patients to switch to. Prior treatments, virological factors, CD4 count, prior medication and polypharmacy make it essential that Viracept patients seek advice and consultation with their treatment specialists in order to switch.
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