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The original plan detailed in the protocol is as follows: 

13.0 Statistical Analysis The primary outcome (change in heart rate i.e. the value at Day 28 (+/-2) - the 
value at baseline) will be analyzed as two sample t-test. Secondary outcomes that are continuous 
variables will be analyzed as two sample t-test. The safety endpoint of unplanned visits will be compared 
as the number of unplanned medical visits over the study period tested using Poisson regression.  

14.0 Sample Size And Power Based on the SHIFT1 study, the mean heart rate reduction with IVA is 8 
bpm with a standard deviation of 13 bpm. A sample size of 57 in each group will have 90% power to 
detect a difference in means of 8.0 assuming that the common standard deviation is 13.0 using a two 
group t-test with a 0.05 two-sided significance level. To account for a projected dropout rate of 15%, 66 
subjects will be enrolled in each group (132 total for the study over a 2-year period). Furthermore, we 
expect that our centers will recruit a cohort that is 75% self-identified African Americans. This number 
(n=99) will provide 80% power to detect the same effect size when analyzed in African Americans only. 

 

Unfortunately, formal statistical analysis was not completed due to low sample size.  Unfortunately, 
OBSERVE IVA fell far short of its enrollment goal with just 19 out of a targeted 132 subjects included in 
the final study cohort. Because of this, we have not developed any abstracts, manuscripts or other 
publications to date, though we may do so in the future. Of the 19 enrollments, 6 were at Detroit 
Receiving Hospital, 8 at Sinai-Grace Hospital, 2 at Harper University Hospital, and 3 at Henry Ford 
Hospital. A total of 13 subjects (68%) received ivabradine (IVA) and 6 received matching placebo. 
Baseline data for the overall study cohort and by randomization are provided in the accompanying Table 
with corresponding notation regarding the approach to statistical analysis. While no formal comparison 
has been performed, data showing heart rate at each of the 3 study visits for the 19 subjects enrolled 
and by study group are provided in the accompanying Figure.  

  



Table: Baseline data for OBSERVE IVA study cohort 

 

 

 

 

 

 

  



Figure: Heart rate trends by study visit (1= baseline, 2 = 15 days, 3 = 30 days) 

 

 

 

 

 


