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Background: 
Reference is made to the following: 

 The revised Fact Sheet for Vaccination Providers-Full EUA PI that addresses 
CBER’s April 30, 2021 was submitted to EUA 27034 in amendment 160 on May 
3, 2021. 

 CBER sent comments on May 5, 2021 regarding including syncope-related text 
under Warnings in Fact Sheet for Vaccination Providers-Full EUA PI. 

 On May 6, 2021, Pfizer requested a teleconference (in email from Pfizer’s Donna 
Boyce to FDA’s Dr. Marion Gruber). 

 
Teleconference Summary: 
At the beginning of the meeting, FDA stated that episodes of syncope were observed in 
adolescents 12 through 15 years of age in the C4591001 clinical trial.  Thus, our reason 
for including this in the current Fact Sheet for Vaccination Providers-Full EUA PI is 2-
fold - (a) this observation has been made in the clinical trial (two cases; one in the 
vaccine group Subject 10071476 and the other in the placebo group Subject 
11311280), and (b) there is the more general concern about immunization related stress 
responses in the adolescents.  Therefore, this statement should be incorporated in the 
Fact Sheet for Vaccination Providers-Full EUA PI now as part of the authorization of the 
EUA amendment in adolescents 12 through 15 years of age.  Pfizer provided additional 
clarification regarding the syncope cases observed in the clinical trial.  Pfizer stated that 
there was only one real case of syncope observed in the clinical trial and it was 
considered unrelated.  Therefore, Pfizer argued against including the syncope language 
in the Fact Sheet for Vaccination Providers-Full EUA PI as the inclusion may discourage 
adolescents receiving the vaccine.  However, Pfizer proposed an alternative general 
statement “In adolescents, syncope (fainting) may occur in association with 
administration of injectable vaccines. Procedures should be in place to avoid failing 
injury. Vaccinees should be observed for at least 15 minutes after vaccine 
administration.”  FDA asked Pfizer to submit the revised Fact Sheet for Vaccination 
Providers-Full EUA PI that includes the proposed language for syncope, and we will 
review and provide comments.  Pfizer agreed. 
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