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Conclusion. Findings from observational studies supported PCV13 VE against 
VT PnPn reported in the RCT. Differences in the study design made the magnitude of 
PPSV23 effectiveness against PnPn and VT PnPn difficult to assess; however, findings 
from recent observational studies suggest PPSV23 provides limited protection against 
VT PnPn.
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Background. MenACWY-TT (Nimenrix®), a quadrivalent meningococcal 
tetanus toxoid conjugate vaccine, was first licensed in 2012 and is available in 82 
countries but not in the United States. MenACWY-TT is administered in infants 
as a 2  +  1 (6 weeks to < 6  months of age) or 1  +  1 (6 to < 12  months of age) 
schedule with the booster dose at 12 months of age, and from 12 months of age as 
a single dose. In addition to its widespread use to protect against meningococcal 
serogroups A, C, W, and Y, MenACWY-TT is a constituent of an investigational 
pentavalent meningococcal (MenABCWY) vaccine currently undergoing clinical 
development. 

Methods. Using the MenACWY-TT Periodic Safety Update Report (PSUR) with 
format and content in accordance with Good Pharmacovigilance Practice Module VII 
and International Council for Harmonisation Guideline E2C, for data up to April 19, 
2020, postmarketing safety experience with MenACWY-TT is considered. The PSUR data 
included herein are spontaneous adverse events (AEs) from the Pfizer safety database. AEs 
were coded by system organ class (SOC) and preferred term (PT) using MedDRA v.22.1J. 

Results. The cumulative estimated exposure of MenACWY-TT was nearly 
26 million doses, with the majority administered in 0- to 16-year-olds and in the 
Western European Union (Figure 1). Over the reporting period, 13,301 cumulative 
AEs occurred. The most common SOCs in the reporting period were general disorders 
and administration site conditions (n=5169; 39%); nervous system disorders (n=1986; 
15%); injury, poisoning and procedural complications (n=1266; 10%); and gastrointes-
tinal disorders (n=1031; 8%) (Figure 2). By PT, the most common AEs were pyrexia 
(n=1613; 12%), headache (n=738; 6%), and vaccination site pain (n=394; 3%) (Figure 
3). Of the 3299 serious AEs reported, the most common were pyrexia (n=317; 10%) 
and headache (n=209; 6%).

Conclusion. Based on cumulative safety data in conjunction with existing efficacy 
and effectiveness data, the benefit-risk profile of MenACWY-TT remains favorable and 
is consistent with the safety profile of MenACWY-TT established in clinical studies. 

Disclosures. Lidia Serra, MS, Pfizer Inc (Employee, Shareholder) Susan Mather, 
MD, Pfizer Inc (Employee, Shareholder) Cindy Burman, PharmD, Pfizer Inc 
(Employee, Shareholder) Chris Webber, MD, Pfizer (Employee, Shareholder)

15. Evaluation of Retained Immunity for Tetanus-Diphtheria and Pneumococcal 
Vaccines in Recipients of Cellular Therapies
Georgios Angelidakis, MD1; Roy F. Chemaly, MD, MPH, FACP, FIDSA2; 
Partow Kebriaei, MD3; Nadim J Ajami, PhD3; Micah M Bhatti, MD4;  
Elizabeth Shpall, MD3; Chitra Hosing, MD2; Preetesh Jain, MD2; 
Kris Michael Mahadeo, MD2; Fareed Khawaja, MBBS5; Jennifer Wargo, MD2; 
Robert Jenq, MD6; Ella Ariza Heredia, MD2; 1: Departments of Infectious Diseases, 
Infection Control and Employee Health, houston, Texas; 2The University of Texas MD 
Anderson Cancer Center, Houston, TX; 3MD Anderson Cancer Center, Houston, 
Texas; 4Laboratory Medicine, Houston, Texas; 5University of Texas MD Anderson 
Cancer Center, Houston, Texas; 6The University of Texas MD Anderson Cancer 
Center, Houston, Texas, Houston, TX


