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PACT-HF SUMMARY OF PROTOCOL CHANGES 
 

ORIGINAL PROTOCOL (2014-10-08) 
 
Primary outcomes were: 
1) 30-day readmissions  
2) 6-month composite all-cause death, readmission, or Emergency Department (ED) visit 
 
 
REVISED PROTOCOL (2015-05-01) 
 
Primary outcomes were: 
1) Time-to-first event of the composite of all-cause readmissions or ED visits or deaths at 90 
days post discharge 
2) Time-to-first event of the composite of all-cause readmissions, or Emergency Department 
(ED) visit at 30 days post discharge. 
 
We also included the following clinical outcomes excluding deaths 
1) Number of all-cause readmissions, ED visits in 30 days 
2) Number of all-cause readmissions, ED visits in 3 months 
 
RATIONALE FOR PROTOCOL CHANGES 
 
We changed the primary outcomes within 2 months of PACT-HF trial initiation to include 
endpoints that were 1) clinically relevant to health care resource utilization, 2) using time points 
that were more applicable to transitional care interventions, and 3) using time-to-event rather 
than count analysis.  
 
For example, we felt that that 3-month outcomes were more likely than 6 month outcomes to be 
linked with the quality of transitional care services occurring immediately following discharge; 
and that 6 month clinical outcomes were likely to be influenced by factors other than transitional 
care services.  
 
Furthermore, it is known that only 25-30% of patients have readmissions or ED visits within 30 
days of hospitalization for HF (i.e. 70-75% of patients have 0 count outcomes); our concern was 
that modeling count data for outcomes would lead to biased and inefficient estimates, which is 
why we selected time-to-event outcomes for the primary analysis. However, we included count 
data among the clinical outcomes. The analysis in the protocol changed accordingly. 
 
It should be noted that outcomes of PACT-HF were determined through linkages with provincial 
databases, not through prospective follow-up of patients. There is a 1.5 to 2 year lag period 
between the end of PACT-HF and the accessibility of clinical and cost outcomes via provincial 
databases due to delays in updating the databases, cleaning the data, and updates in macros. 
We did not have access to PACT-HF outcomes in the 2 month period between start of the trial 
and the updated protocol, minimizing the risk of bias. 
 
  


