TIME: Glaxo Knew of Avandia Heart Attack Risk
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London, England: New sealed court proceedings obtained by TIME Magazine reveal that drug maker GlaxoSmithKline may have known about the increased risks of Avandia heart attacks before it convinced the US Food and Drug Administration that studies linking the diabetes drug to heart attacks were inconclusive.

In 2007 representatives of the pharmaceutical giant met with FDA officials and told them that studies of Avandia "yielded information that is inconsistent with an increased risk of myocardial ischemic events," (heart attacks) according to the documents obtained by the news provider.  (In other words, the company told the government regulators that there was no increased risk of heart attack.)

However, two days before that meeting, GlaxoSmithKline's Global Safety Board said that a new study of the medication "strengthens the [cardiac-risk] signal observed in the [previous] analysis."

According to TIME, a number of days before the internal safety board noted the recent study, Moncef Slaoui, the company's head of research and development, sent an e-mail to GlaxoSmithKline's chief medical officer that said Avandia takers showed an "increased risk of ischemic event ranging from 30 percent to 43 percent!" 

Shortly after the drugmaker's meeting with the FDA, the New England Journal of Medicine showed that Avandia could increase the risk of heart attacks by 43 percent.

QUESTION

1.   Why might the drug company want to hide the risk of heart attacks linked to the drug Avandia?
Pfizer Drug Company in Nigeria
In 1996, an outbreak of measles, cholera, and bacterial meningitis occurred in Nigeria. Pfizer representatives traveled to Kano, Nigeria to administer an experimental antibiotic, trovafloxacin, to approximately 200 children. Local Kano officials report that more than 50 children died in the experiment, while many others developed mental and physical deformities.[46] In 2001, families of the children, as well as the governments of Kano and Nigeria, filed lawsuits regarding the treatment.[47] Representing the government is Babatunde Irukera. According to the lawsuits, Pfizer administered the trovafloxacin (now marketed as Trovan) without parental consent. The lawsuits also accuse Pfizer of using the outbreak to perform unapproved human testing, as well as allegedly under-dosing a control group being treated with traditional antibiotics in order to skew the results of the trial in favor of Trovan. Pfizer denied these claims, and subsequently produced an approval letter for testing from the Nigerian Ethics Committee. The Nigerian government insisted that it was a fake and a panel of Nigerian medical experts agreed that the letter had been concocted and backdated by the company's lead researcher in Kano. They went on to conclude that Pfizer never obtained authorization from the Nigerian government to give the unproven drug to children and infants.[48]
QUESTION
2.  Why would giving less antibiotics to the control group make Trovan appear to be more effective?

Name:  ______________________________  Date:  ________
Find The Bias!!!
Instructions:  Tell whether the following examples of research are biased, and if they are, why you think that’s true.  If you don’t think it’s a biased example, explain why.
1. A farmer wants to test a new fertilizer.  In field 1 he uses his old fertilizer, while in field 2 he uses his new fertilizer.  Field 1’s watering system is outdated and has many leaks, while field 2’s water system is brand new.  After the growing season the farmer has many more productive crops in field 2 than he does in field 1.  He concludes that the new fertilizer is superior and must be used every growing season from now on.

2. Scientists are studying a new anti-smoking medication.  They test its affects on 2 groups of 500 people who are non-smokers.  Group A gets the active medicine, while Group B gets sugar pills.  After the treatment, the scientists ask the participants in both groups if they would like to have a cigarette.  Almost 87% of the participants say “No,” and the researchers conclude that the anti-smoking pill works.

3. Wondering if the majority of students in Baltimore City Public Schools eat breakfast, two Poly students decide to take a poll.  They use enrollment records for all city schools to randomly choose 1000 participants.  All 1000 students participate in the poll, and 38% of the participants affirm that they eat breakfast every morning.  The Poly students conclude that the majority of Baltimore City Public School students do not eat breakfast.
4. Recently, June 5, 2005, the results of a poll were published by the Baltimore Sun.  The poll was done of 1000 registered voters in Maryland, and asked them the question of whether they supported jailing people who have committed a drug-offense, or giving them treatment in a detox-facility.  69% of registered voters view treatment as an effective way to help people overcome their addictions, and 67% view drug treatment as being more effective than incarceration.
