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	Clinical Studies
	Study in Subjects with Cardiovascular Disease:

Varenicline was evaluated in a randomized, double-blind, placebo-controlled study of 703 subjects with stable, documented Cardiovascular Disease (other than hypertension) that had been diagnosed for more than 2 months. Subjects aged 35 to 75 years were randomized to varenicline 1 mg BID or placebo for a treatment of 12 weeks and then were followed for 40 weeks post-treatment. Subjects treated with varenicline had a superior rate of CO – confirmed abstinence during weeks 9 through 12 (47.3%) compared to subjects treated with placebo (14.3%) (odds ratio 6.05; 95% CI 4.13, 8.86; p<0.001) and from week 9 through 52 (19.8%) compared to subjects treated with placebo (7.4%) (odds ratio 3.19; 95% CI 1.97, 5.18; p<0.001). Adverse events in this study were quantitatively and qualitatively similar to those observed in premarketing studies.  
The key results are summarized in the following table….
	Study in Subjects with Cardiovascular Disease:

Varenicline was evaluated in a randomized, double-blind, placebo-controlled study of 703 subjects with stable, documented Cardiovascular Disease (other than hypertension) that had been diagnosed for more than 2 months. Subjects aged 35 to 75 years were randomized to varenicline 1 mg BID or placebo for a treatment of 12 weeks and then were followed for 40 weeks post-treatment. Subjects treated with varenicline had a superior rate of CO – confirmed abstinence during weeks 9 through 12 (47.3%) compared to subjects treated with placebo (14.3%) (odds ratio 6.05; 95% CI 4.13, 8.86; p<0.001) and from week 9 through 52 (19.8%) compared to subjects treated with placebo (7.4%) (odds ratio 3.19; 95% CI 1.97, 5.18; p<0.001). Deaths and serious cardiovascular events occurring over the 52 weeks of the study (treatment-emergent and non-treatment-emergent) were adjudicated by a blinded, independent committee. The following treatment-emergent adjudicated events occurred with a frequency > 1% in either treatment group: nonfatal myocardial infarction (1.1% vs. 0.3% for varenicline and placebo, respectively), and hospitalization for angina pectoris (0.6% vs 1.1%). During non-treatment follow up to 52 weeks, adjudicated events with a frequency > 1% included need for coronary revascularization (2.0% vs. 0.6%), hospitalization for angina pectoris (1.7% vs. 1.1%), and new diagnosis of peripheral vascular disease (PVD) or admission for a PVD procedure (1.4% vs. 0.6%). Some of the patients requiring coronary revascularization underwent the procedure as part of management of nonfatal MI and hospitalization for angina. Cardiovascular death occurred in 0.3% of patients in the varenicline arm and 0.6% of patients in the placebo arm over the course of the 52 week study.
The key results are summarized in the following table….  


העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב הועבר בדואר אלקטרוני בתאריך: 26/12/2011

נשלח עלון לצרכן לאישורכם.


אסמכתא לבקשה: Clinical overviews 
השינוי הנ"ל אושר על ידי : השינוי הוגש במקביל ברשויות הבריאות בעולם

אני, הרוקח הממונה של חברת פייזר פרמצבטיקה בע"מ מצהיר בזה כי אין שינויים נוספים בעלון.
                                                               _____________________________

                                                                                           חתימת הרוקח הממונה
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