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GlaxoSmithKline statement in response to JAMA
publications on rosiglitazone
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GlaxoSmithKline (GSK) is aware of several new publications, including an updated
meta-analysis and a new observational study, regarding Avandia™ (rosiglitazone). There are
strengths and limitations of each type of analysis that must be considered in their evaluation.

Randomised clinical trials remain the gold standard for evaluatmg scientific and medical

questlons Results from SIX controlled clinical trials (RECORD,! APPROACH,? VICTORY,® VADT,*
ACCORD?” and BARI-2D ) have been reported since the Joint Advisory Committees of the Food and
Drug Administration (FDA) reviewed questions about the cardiovascular safety of rosiglitazone in
2007. Taken together, these trials show that rosilglitazone does not increase the overall risk of heart
attack, stroke or death.

In RECORD, a cardiovascular outcomes trial designed in conjunction with European regulatory
agencies, there was no increase seen in the comblned endpoint that includes death, myocardial
infarction and stroke. [HR=0.93, 0.74-1.15, p=0.5]"

GSK has updated its previous meta-analysis to include data from 52 clinical trials; results do not show
an increase in myocardial ischemia. [HR=1.1, 0.89-1.35, p=0.38]. There have also been several new
observational studies published since 2007. Review of these studies with tighter confidence intervals
have risk ratios that are very close to one, indicating no difference in the risk of myocardial infarction
between rosiglitazone and pioglitazone.

We look forward to participating in a rigorous scientific discussion of the data on the cardiovascular
safety of rosiglitazone with the FDA Advisory Committees on 13 and 14 July.

GlaxoSmithKline — one of the world’s leading research-based pharmaceutical and healthcare
companies — is committed to improving the quality of human life by enabling people to do more, feel
better and live longer. For further information please visit www.gsk.com


http://www.gsk.com/
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Cautionary statement regarding forward-looking statements

Under the safe harbor provisions of the U.S. Private Securities Litigation Reform Act of 1995, GSK cautions investors
that any forward-looking statements or projections made by GSK, including those made in this announcement, are
subject to risks and uncertainties that may cause actual results to differ materially from those projected. Factors that
may affect GSK' s operations are described under 'Risk Factors' in the '‘Business Review' in the company' s Annual
Report on Form 20-F for 2009.
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