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Objectives

Review the current state of research in solid organ
transplantation
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Discuss upcoming clinical trials and opportunities in solid

Discuss organ transplantation research

Examine the ongoing need for research in solid organ
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From: Effect of Preemptive Therapy vs Antiviral Prophylaxis on Cytomegalovirus Disease in Seronegative Liver
Transplant Recipients With Seropositive Donors: A Randomized Clinical Trial

JAMA. 2020;323(14):1378-1387. doi:10.1001/jama.2020.3138

Figure Legend:
Effect of Preemptive Therapy vs Antiviral Prophylaxis on CMV Disease in Seronegative Liver Transplant Recipients With
Seropositive Donors
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Cytomegalovirus (CMV) Vaccine in Orthotopic
Liver Transplant Candidates (COLT)

« Study Design: phase Il study, randomized, \ I

double-blind, placebo-controlled, multi-center
clinical trial in CMV seronegative prospective
liver transplant recipients to determine the
efficacy of two doses of CMV-MVA Triplex
CMV vaccine pretransplant.

» Primary objective: To assess the effect of
pre-Tx Triplex vaccination on duration of
CMYV antiviral therapy within the first 100
days post-Tx in CMV D+R- liver transplant
recipients.

+ A protocol-mandated preemptive therapy
(PET) will be used for CMV disease
prevention in D+R- LTxRs.

+ Status: Open Summer/Fall 2024 Site PI: Erica Stohs, MD, MPH

Haidar G et al. J Infect Dis. 2020 Mar 5; 221 (Suppl 1): S23-S31
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The LionHeart21 Study

+ Study design: Phase 2, randomized, double-blind,
placebo-controlled study of NPC-21 (Fiztasovimab) for
kidney transplant recipients at high risk of CMV infection in
the United States and Japan.

+ Administration: 1V infusion over approximately 60 min on
Day 1 and at Week 4, 8, and 12 (Three arms: placebo, low
dose (6 mg/kg) and high dose 12 mg/kg)

» Primary Objective: The incidence of CMV disease (CMV
syndrome or tissue-invasive CMV disease) or CMV
viremia (PCR analysis or antigenemia testing) by week 16.

» Status: Completed

* Results: NPC21 did not reduce the incidence of CMV
disease and/or CMV viremia by week 16

Site PI: Diana Florescu, MD
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Post-Maribavir algorithm management
Maribavir Maribavir
Maribavir
Razonable and Humar. Clin Transplant. 2019 Sep; 33(9):e13512
Slide Courtesy of Dr. Marcus Pereira Kotton et al. Transplantation 2018;102:900-931
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Open-Label, single-arm study to evaluate safety
and tolerability, pharmacokinetics, and antiviral
activity of maribavir for the treatment of pediatric
and adolescent transplant recipients with CMV
infection

» Study Design: Phase 3, multicenter, open-label, single-arm,
repeated-dose study

* Primary Objectives:
» To characterize the pharmacokinetics of maribavir and
identify dosing regimens for CMV infection treatment in

pediatric HSCT and SOT subjects from 0 years to <18
years of age.

» To assess the safety and tolerability of maribavir in
children and adolescents.

« Status: Recruiting

Site PI: Natalia E. Castillo AImeida, MD
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GSK RSV Vaccine Trial
Takeaways

. Trial demonstrated safety and efficacy in
preventing RSV-related LRTD in adults > 60
years of age

. Acceptable safety profile

. No data on effect of hospitalizations
related to RSV LRTD

. Lower number of older adults > 80 years
and more frail individuals

. Efficacy in immunocompromised remains
unknown, IC excluded from study
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Pfizer RSV Vaccine Trial
Takeaways
* Trial demonstrated safety and
efficacy in associated LRTI and RSV-
associated acute respiratory illness
in adults > 60 years of age
* Acceptable safety profile
* No data on effect of hospitalizations
related to RSV LRTD
* Immunocompromised excluded
from study
16
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RSV Vaccines in Immunocompromised Hosts

Immunocompromised patients excluded from trials so vaccine efficacy
in this population is unknown.

ACIP recommends RSV vaccine inimmunocompromised adults
under shared clinical decision-making given the potential for significant
benefit.
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ACIP June
2023
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ACIP June
202
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RSV vaccines in immunocompromised
patients, what is on the horizon?

* A Study on the Immune Response and Safety of
an RSV Vaccine When Given to Adults 18 Years of
Age and Above Who Received Lung or Kidney
Transplant and Are at an Increased Risk of
Respiratory Syncytial Virus Lower Respiratory
Tract Disease and Compared to Healthy Adults 50
Years of Age and Above (RSV OA=ADJ-023).
Status: Active, not recruiting

» A Study to Assess the Safety, Tolerability, and
Immunogenicity of RSVpreF in Adults at High
Risk of Severe RSV Disease (MONET). Status:
Active, not recruiting.

Site PI: Natalia E. Castillo Aimeida, MD
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Brincidofovir

Outside )
cell Inhibition of viral DNA replication

21

ATHENA Trial

.

» Study Design: Phase lla, Open label,
multiple ascending dose confirmation
study of the safety and tolerability of IV
brincidofovir in adult and pediatric patients
with adenovirus infection

* Primary outcome: treatment-related
adverse events

« Status: Closed

Site PI: Carlos A. Gomez, MD

https://clinicaltrials.gov/ct2/show/NCT04706923
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Trial on Efficacy and Safety of Pritelivir Tablets for Treatment of Acyclovir-
resistant Mucocutaneous HSV (Herpes Simplex Virus) Infections in
Immunocompromised Subjects (PRIOH-1)

» Study design: Phase 3 randomized,
open-label , multicenter, comparative
trial

« Intervention: Pritelivir vs Investigator’s
choice (foscarnet, cidofovir, Imiquimod)

* Primary outcome: Efficacy measured
by cure rate.

+ Status: Active, recruiting

Site PI: Anum Abbas, MD
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