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A recently published study - a meta-analysis combining cancer-related findings
from several clinical trials - suggested use of ARBs may be associated with a small
increased risk of cancer.

The meta-analysis included data from over 60,000 patients in several long-term,
randomized, controlled clinical trials evaluating ARBs for which adverse events
related to cancer were captured during the study. The mean duration of follow-up
ranged from 1.7 to 4.8 years.

The study reported the frequencies of new cancer occurrence to be 7.2% for
patients receiving ARBs compared to 6.0% for those not receiving ARBs (risk ratio =
1.08, 95% Confidence Interval: 1.01-1.15). No statistically significant difference in
cancer deaths was noted.

FDA has not concluded that ARBs increase the risk of cancer. The Agency is
reviewing information related to this safety concern and will update the public when
additional information is available. FDA believes the benefits of ARBs continue to

outweigh their potential risks.



