Pragmatic Assessment of Influenza Vaccine Effectiveness in the Department of Defense (PAIVED):
Updates from Year 4 of a Multi-site Trial
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PAIVED year 4 enrolled 4,690 participants (Table 1)
= A total of 1,564 ILIs were reported in the 2021-22 season
1053 participants reported a single ILI, 203 participants
reported two ILIs, and 35 participants reported three ILIs

The SARS-CoV-2 pandemic has emphasized the need for effective Figure 2. Pathogens identified in PAIVED participants
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Figure 1. PAIVED summary flow chart
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Percent precautions, making the data from identified cases highly valuable.
Additional cases of laboratory confirmed influenza are being sought
via electronic medical record data abstraction. Comparative

influenza vaccine effectiveness calculations will be performed to

Primary objective

Table 1. PAIVED summary over four seasons!?
2018/19 (N=1623)

Compare the relative effectiveness of 3 types of licensed influenza
vaccines for prevention of laboratory-confirmed influenza

2019/20 (N=5879)  2020/21 (N=3259)  2021/22 (N=4690) Total (N=15451)

» 4 influenza seasons: 2018/19, 2019/20, 2020/21, 2021/22 # .mi.litary bases N 5 9 10 9 10 inform future vaccine purchasing decisions, however statistical
Participants Z;‘; immunogenicity substudy? 179 362 296 321 1,158 power may be limited by the relatively small number of influenza
C .. cases.
" DoD healthcare beneficiaries aged 18+ Mean (SD) 35.7 (19.2) 33.6 (14.6) 33.6 (12.5) 34.1(12.6) 34.0 (14.2)
e Active duty (AD), dependents, and retirees Sex
Locations Missing 0 (0.0%) 1 (0.0%) 2 (0.1%) 0 (0.0%) 3 (0.0%) AC k n OWl ed g m en tS
Bethesda, MD (WRNMMC, USU); Fort Bragg, NC (WAMC); Fort R:(/:Isle 1211 (74.6%) 4058 (69.0%) 2223 (68.2%) 2994 (63.8%) 10486 (67.9%) Views expressed are those of the author(s) and do not reflect the official
HOOd, TX (CRDAMC : San Antonio, TX BAMC, WHASC : . policy/position of USUHS, DoD, Department of the Army, Navy, or Air Force, or the
Port fch VA (NI\)/ICP)' T WA((IVIAIVIC) ) White 875 (53.9%) 3456 (58.8%) 1839 (56.4%) 2649 (56.5%) 8819 (57.1%) DHA, Henry M. Jackson Foundation for the Advancement of Military Medicine, Inc.
ortsmouth, , lacoma, Hispanic 453 (27.9%) 1114 (18.9%) 598 (18.3%) 789 (16.8%) 2954 (19.1%) (HIF), BAMC, MAMC, WRNMMC, US Army Medical Dept, US Army Office of the SG, or
Study Procedures (Figure 1) Black 139 (8.6%) 666 (11.3%) 373 (11.4%) 551 (11.7%) 1729 (11.2%) the USG. Investigators followed human subjects protection 45CFR46 policies.
= Randomized (1:1:1) to receive 1 of 3 licensed influenza vaccine Asian 76 (4.7%) 359 (6.1%) 255 (7.8%) 368 (7.8%) 1058 (6.8%) -
formulations (egg-based, recombinant, or cell-culture derived) Multiple races 59 (3.6%) 207 (3.5%) 134 (4.1%) 258 (5.5%) 658 (4.3%) unaing . . o
! - ! - o o o o o This work (IDCRP-120) was conducted by the Infectious Disease Clinical Research
= Weekly surveys throughout the influenza season querying the L.J.nknown/Other 21 (1.3%) 77 (1.3%) 60 (1.8%) 75 (1.6%) 233 (1.5%) Program (IDCRP), a Department of Defense (DoD) program executed by the Uniformed
development of influenza like illness (IL1), defined as: Mllltéry status Services University of the Health Sciences (USU) through a cooperative agreement with
. c H throat. and Active duty 982 (60.5%) 4465 (75.9%) 2703 (82.9%) 3980 (84.9%) 12130 (78.5%) The Henry M. Jackson Foundation for the Advancement of Military Medicine, Inc. (HJF).
ous _ or sore _ roa ’- an Retired military 310 (19.1%) 715 (12.2%) 317 (9.7%) 409 (8.7%) 1751 (11.3%) This project has been supported with federal funds from the National Institute of
* Feverish or having chills, or Dependent 331 (20.4%) 699 (11.9%) 231 (7.1%) 296 (6.3%) 1557 (10.1%) Allergy and Infectious Diseases, National Institutes of Health (NIH), under Inter-Agency
° Body aches or fatigue Missing 0 (0.0%) 0 (0.0%) 7 (0.2%) 5(0.1%) 12 (0.1%) Agreement Y1-Al-5072 and from and from the Defense Health Program, U.S.
= When ILl identified participants completed' # with at least 1 ILI 330 (20.3%) 1628 (27.7%) 315 (9.7%) 1291 (27.5%) 3564 (23.1%) Department of Defense, and Defense Health Agency Immunization Healthcare Division,
, g ' Total ILIs 351 1988 357 1564 4260 under award HU0001190002
* Da'_ly_ Sym_ptom d'?ry (Flu-Pro) x 7 days Mean duration (days) (SD) 12.0 (11.1) 10.9 (9.6) 10.6 (8.2) 11.0 (6.6) 11.0 (8.7)
e 2 visits (virtual or in person), 4 weeks apart Mean days of limited activity (SD) 5.1 (9.3) 5.3 (5.9) 5.4 (5.8) 5.2 (4.7) 5.2 (5.9) Corres pon dence
* Nasal swab for viral PCR (acute) Mean days of missed work (SD) 1.2 (2.2) 1.4 (2.7) 3.4 (5.8) 2.7 (3.5) 2.2 (3.5)

 Blood sample (acute & convalescent)

LIndividuals considered enrolled if they enrolled in the study and did not withdraw within one day
2 Participants with both pre- and post -vaccination blood draw
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