
 
 
Date: February 4, 2022 

Following the FDA approval of Moderna COVID-19 vaccine (Spikevax) for individuals 18 years and older on 31JAN2022, ACIP met today to review the complete 
package of data submitted with the BLA on this vaccine.  At the end of the first portion of the meeting, the ACIP took a vote on the following policy question: Should 
vaccination with the Moderna COVID-19 vaccine (Spikevax, 2-dose primary series) be recommended for persons 18 years of age and older?,  There was a 
unanimous vote in favor.   

A review of Clinical Considerations provided updates for people who are immunocompromised with revised guidance indicating a booster dose should be given at 
least 3 (no longer 5) months after the 3rd mRNA primary dose series; an additional dose should be given to Janssen vaccine recipients for primary series at least 28 
days after dose 1 followed by booster dose at least 2 months later; revised guidance for certain subgroups is being expanded to include patients with other B-cell 
depleting therapies who received vaccine prior to or during treatment; and case-by-case clinical decision making based on clinical judgement should be allowed re: 
dosing intervals in immunocompromised patients.  They also revised guidance on use of passive antibody products to recommend no deferral period for 
vaccination, although tixagevimab/cilgavimab should be deferred for at least 2 wks after vaccination.   

The committee then went on to hear and discuss a series of presentations updating the status of myocarditis and pericarditis following mRNA vaccines.  The 
Canadian experience was reviewed, including data on one dose effectiveness and duration (60-70% lasting 8-10 wks with one dose protection higher against severe 
disease than infection), immunogenicity with longer intervals (associated with higher antibody response), effectiveness with longer intervals (somewhat higher 
effectiveness) and myocarditis/pericarditis (risk higher in Moderna recipients vs. Pfizer, several fold higher risk in young males 18-29 yrs of age after dose 2, shorter 
interval and mRNA heterologous schedule with Moderna as dose 2 associated with higher reporting rates). VSD update on myocarditis through 15JAN then was 
presented with chart review summary of 297 cases (5-39yo, verified adjudication in 213 cases, both vaccines associated with increased risk with suggestion that 
Moderna may be associated with higher risk than Pfizer) and then head-to head comparison in 18-39yo (0-7d risk interval, matched comparators, no clinical 
differences, Moderna associated with additional 10.7 cases myocarditis and pericarditis per million second doses -- but both were associated with increased risk).  
International summary of myocarditis and COVID vaccine intervals was presented finding that there was enhanced immunogenicity and vaccine effectiveness with 
extended primary series interval (findings from US, Canada, UK; myocarditis by vaccine results from Nordic countries, France and Germany; myocarditis by primary 
interval from Ontario; vaccine effectiveness by primary interval from Canada, England) ending with policies and recommendations implemented in various 
countries (Canada, UK, Nordic countries, Singapore and Taiwan, Australia, France and Germany).  To close, there was a Summary and Work Group Interpretation 
for extended intervals with the work group supporting an interval of 8 wks between first and second dose of mRNA vaccine primary series.  No actual vote was 
taken but an informal poll of members indicated strong support for this to improve immunogenicity, effectiveness and risk of myocarditis.    

A selection of slides from the various presentations can be found in the attached pdf.  The full set of slide presentations can be found HERE. 
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1. ACIP COVID-19 Vaccines Work Group (Matthew F. Daley, Chair) 
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2. mRNA 1273 COVID-19 vaccine BLA safety and efficacy data (Rituparna 
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3. Updates on myocarditis and pericarditis following Moderna COVID-19 vaccine (Tom Shimabukuro, CDC) 
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4. Update on myocarditis outcomes: MOVING (Ian Kracalik, CDC) 
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5.  VaST assessment ( Kipp Talbot, chair) 
 
6. GRADE: Moderna COVID-19 vaccine (Megan Wallace, CDC) 
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7.  EtR Framework: Moderna COVID-19 vaccine primary series in adults at least 18 yrs (Sara Oliver, CDC) 
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  N.B. scales for L and R sides are very different = huge benefit vs. risk 
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  N.B.  Not very hopeful… 
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8.  Updates to Clinical Considerations (Elisha Hall, CDC) 
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9. Canadian experience and evidence with COVID-19 vaccine primary series extended intervals (Matthew Tunis, Bryna Warshawsky, Susanna Ogunnaike-Cooke) 
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10.  VSD: Myocarditis after Moderna and Pfizer COVID-19 vaccine (Nicola Klein, NCKP) 
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11.Myocarditis and COVID-19 vaccine intervals: international data and policies (Danielle Moulia, CDC) 
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12. Summary and Work Group interpretation: Extended intervals for mRNA COVID-19 vaccines (Sara Oliver, CDC) 
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