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	Roche Answers Act Up Paris Statement from IAS Conference in Sydney



Sydney July 23, 2007 - Roche issues the following statement in order to correct inaccuracies in the Act Up Paris press release from July 23. Act Up Paris issued the press release without consultation with Roche and this has lead to errors in the communication. 
On the opening day of the International AIDS Society meeting in Sydney, Roche held an update session on the Viracept recall which was attended by patient representatives from many regions of the world, including Act Up Paris. 

Since the issue of elevated levels of EMS has come to light, Roche’s main concern has been for the welfare of patients, and at all times has acted quickly and responsibly in agreement with health authorities. We have already conducted many meetings with external experts, the health authorities and independent epidemiologists. We have completed the analysis of all finished batches of Viracept that Roche has manufactured and have commenced the re-validation of Viracept manufacturing. This information has been made available to relevant health authorities. With the information that we have to date, Roche consider the risk to patients to be low.

In order to provide clarity, Roche provide comments and corrections to the statement made by Act Up Paris. 

1. To pay for costs associated with recall (transport, medical advice, tests) and switching to alternative regimens or to nelfinavir manufactured by another company.
· Roche will provide reimbursement for the cost of recalling Viracept but is not able to make alternative treatments available, nor to pay for the cost of alternative treatments. The treatment decision is a confidential one between physician and patient.
2. To pay for epidemiological studies, establishment of registries, and follow-up
· Roche has already announced the establishment, in agreement with health authorities,  of Viracept patient registries. These registries will enroll:

· pregnant women and all children who have ever been exposed to Viracept, including those exposed in utero 

· patients may have been exposed to elevated levels of ethyl methansulphonate (EMS), in their Viracept HIV formulations [certain countries only] 
3. To pay for costs of the independent studies and batch analysis needed to determine potential and actual EMS toxicity in humans

· Roche has already commenced additional animal studies in order to further understand the threshold dose effect that has been demonstrated with EMS
· Batch analysis has been completed and shared with the Health Authorities. 

4. To reimburse National Drug Regulation Authorities for all additional costs associated with expert advice to deal with the Viracept recall

· It is not appropriate for Roche to reimburse national health authorities for ongoing discussions relating to the license for Viracept. 

5. Where needed, to provide monetary compensation to patients who suffered toxic events from Viracept EMS

· Roche will not speculate on any compensation to patients as there is currently no proof that patients have suffered any damage.

· The primary focus of the two registries is to establish whether any harm has been done. 
6. To show absolute transparency about the extent of the contamination, the share of batches that were contaminated, their degree of EMS content and the process of manufacturing 
· Roche have been transparent during the entire duration of the recall, and continue to work with the health authorities on this issue. The batch information has been shared with the relevant authorities.

· During the meeting, Roche stated that we are unable to share the process of manufacture for Viracept as this is commercially confidential information. 
7. To provide opportunities for public hearings with independent experts

· During the meeting, Roche offered to host an additional meeting with patient groups and to include external experts. Roche did not agree to a public hearing.  
Roche continues to work with key groups such as the health authorities, non-government organization treatment providers and physicians to manage the recall. It is our intent to resume supply of Viracept as soon as the marketing authorization has been re-instated. 

Additional information about the recall is available on www.roche-hiv.com
Trademarks used or mentioned in this release are legally protected.

� EMBED Word.Picture.8  ���








2

[image: image2.png]sfesnnoadeunieyd

Y



_1058613016.doc
[image: image1.png]sfesnnadeunieyd

Y









