Reactive Talking Points for 
Chantix Study

The following information can be used in the event you get calls from reporters asking about the July 4 Canadian Medical Association Journal article about cardiovascular risks associated with the smoking cessation drug Chantix.

Resources

· Study: “Risk of serious adverse cardiovascular events associated with varenicline (Chantix): a systematic review and meta-analysis” http://www.cmaj.ca/content/early/2011/07/04/cmaj.110218.
· U.S. Food and Drug Administration communication about Chantix: http://www.fda.gov/Drugs/DrugSafety/ucm259161.htm
· New York Times article: http://www.nytimes.com/2011/07/05/business/05smoke.html
· CBS News article: http://www.cbsnews.com/8301-504763_162-20077576-10391704.html
Talking points (Source: FDA)

· FDA is continuing to evaluate the cardiovascular safety of Chantix and is requiring the manufacturer to conduct a large, combined analysis (meta-analysis) of randomized, placebo-controlled trials. FDA will update the public when additional information is available.

· For patients
· Smoking is a major risk factor for cardiovascular disease, and Chantix can help people quit smoking.

· For those who have cardiovascular disease, taking Chantix may increase their risk of certain cardiovascular adverse events.

· Those taking Chantix should contact their health care provider if they experience new or worsening symptoms of cardiovascular disease, such as: 

· Shortness of breath or trouble breathing.
· New or worsening chest pain.
· New or worse pain in legs when walking.
· Patients should read the Medication Guide they get along with your Chantix prescription. It explains the risks associated with the use of Chantix.

· Patients should talk to their health care providers if they have questions or concerns about Chantix.

· Patients should report side effects from the use of Chantix to the FDA MedWatch program: https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
· For health care providers
· Smoking is an independent and major risk factor for cardiovascular disease, and Chantix is effective in helping patients quit smoking.

· Health care providers should be aware that a small, increased risk of certain cardiovascular adverse events was reported in a study of patients with cardiovascular disease receiving Chantix. The events included angina pectoris, nonfatal myocardial infarction, need for coronary revascularization, and new diagnosis of peripheral vascular disease or admission for a procedure for the treatment of peripheral vascular disease.

· Providers should weigh the known benefits of Chantix against the potential risks of its use in smokers with cardiovascular disease.

· Providers should counsel patients to seek medical attention if they experience new or worsening symptoms of cardiovascular disease while taking Chantix.

· Providers should encourage patients to read the Medication Guide they receive along with their Chantix prescription.

· Providers should report adverse events involving Chantix to the FDA MedWatch program: https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
