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Telecon Body:  

As a follow up to the telecon on 09/15/2017, Dynavax indicated that they spoke to Kaiser 
Permanente Southern California (KPSC) to discuss the implementation of suggestions. 
As suggested in 9/15/17 telecon by CBER, Dynavax indicated to include the following 
suggestions to their Pharmacovigilance Plan.  
 

a. Additional Analyses of Unconfirmed MI`s at the end of the study.  

b. Using the IPTW as the primary analytical approach.  

c. Providing Heplisav to additional 5000 patients. 

To address the other suggestions made by CBER during the 9/21/17 telecon, Dynavax 
further indicated they are working Kaiser Permanente on addressing the following issues.  

 
a. Addressing the speed up of accrual  

b. Implementation of the additional vaccines in their system  

c. - Put in place a contingency plan to ensure complete accrual within the planned 
recruitment period.  

d. Inclusion of a recent historical cohort of hepatitis B vaccinees as secondary 
comparison group given the potential for selection bias with the concurrent hepatitis B cohort.  

CBER further questioned Dynavax on how the Acute Myocardial Infarctions have been 
coded, and adjudicated.  CBER further questioned Dynavax whether the diagnosis of the 
acute MI include cases of Coronary Artery Inflammation or the blockade of the stents, and 
other revascularization procedures. Dynavax responded that the classification will contain 
cardiac enzymes, EKG and MI symptoms, as was monitored in the HBV -23 study. CBER 
suggested that Dynavax include a detailed glossary of all - events that they will investigate 
and provide the definitions for confirmed cases and adjudicated cases.  

There was a discussion around the usage of a point estimate of the Hazard Ratio of 2.5 for 
the interim analyses instead of ≥3.0 as proposed by Dynavax and ≥2.0 as proposed by 
CBER.CBER indicated that they will discuss this and will get back to Dynavax.  

 




