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Roche sells poisoned Viracept® and does not
answer questions

Roche must reply to all questions
Roche must be held accountable

Since the 6th of June 2007, we have known that Viracept®, a protease inhibitor used in

combination therapy for HIV patients and manufactured by Roche in Europe and in some other
regions of the world (1), has been contaminated at high levels (2) by a known genotoxic product :
ethyl mesylate (EMS).
While no data are available for humans, EMS is considered carcinogenic and teratogenic (i.e. it
can induce cancer and cause birth defects). Marketing authorisation has been suspended by the
EMEA (3), and Viracept® has been recalled, while it was recommended that all patients taking
Viracept® be switched to another antiretroviral drug.

The follow-up of all patients exposed to Viracept® in 2007, and all pregnant women and all

children who have ever been exposed to it, including in utero, - recommended by the EMEA and
approved by the European commission - requires the registration of all these patients.
Although initially only batches from 2007 were thought to be contaminated, it very quickly became
clear that some batches dating back to 1998 had already been contaminated too, though at lower
levels (4). That is to say for a ten-year period, a very harmful substance has gone unnoticed and
been taken daily by some people thinking they were using safe drugs.

TRT-5, following regulatory authorities, EMEA and AFSSaPS (5), has asked Roche many
questions on several occasions regarding very important issues such as safety, monitoring and
release of the authorized drug, the replacement of contaminated Viracept®, and the organisation
of the follow-up of exposed patients.

Quick communications and a clear agenda for action were expected from Roche
which has compromised the health of HIV-positive people for years, yet so far, we
and public agencies have received only vague and unsatisfactory answers, if any
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These are the requests we are making to Roche :

- Replace contaminated Viracept® with either safe batches produced by other companies
such as Pfizer or Cipla, or provide a substitute antiretroviral drug for free to all patients,
particularly those in developing countries where antiretrovirals are scarce, expensive and
not readily available (and in other countries when necessary)

- Constitute registers of patients having taken Viracept®, and organise their follow up as
needed

- Establish a timely plan to repair the harm done to patients and compensate them for the
damage done

- Conduct for-far-lacking tests on animals to better anticipate the risk to humans

- Understand what is wrong with its production process and monitor clinical batches in order
to establish safe and transparent procedures for the future. The mandatory inclusion of a
finished-product chemical spectrum to be included in the batch-release process.

So far, no action has been taken by Roche to compensate the health-care system of many
countries which have had to face Roche's carelessness, bad will and slowness.

Roche must reply to all questions...
Roche MUST be held accountable !

- Roche must now implement any programme for supplying people with adequate
antiretroviral drugs.

- Roche must now create a register of Viracept®-exposed patients to make
appropriate follow-up possible.

- Roche must provide a compensation plan for patients and health-care systems !

(*) TRT-5 is a coalition of 8 French NGOs — AIDES, Act Up-Paris, Actions Traitements,
Arcat, Dessine Moi Un Mouton, Nova Dona, Sol En Si, Sida Info Service - lobbying for
access to the best standards of care and on HIV/AIDS clinical research.

http://www.trt-5.org

For more details :
Please find the joined letter from TRT-5 to Roche CEO, Franz Humer
And / or contact Corinne Taéron, TRT-5 member : 00 11 33 6 86 37 80 78

(1) USA, Canada, Japan, Korea, Puerto Rico are not affected by the recall. In these regions, Viracept® is manufactured by Pfizer or
Japan Tobacco.

(2) Contamination of some of the 2007 batches has been measured at 2,000 ppm, while toxicologists recommend less than 1 ppm for
safety reasons.

(3) EMEA : European Medicines Agency.

(4) Some batches prior to 2007 show contamination levels ranging from 50 to 100 ppm.

(5) AFSSaPS : Agence Frangaise de Sécurité Sanitaire des Produits de Santé (French Medicinal Products Agency).



