
NIH Launches Study of Third COVID-19
Vaccine Dose in Kidney Transplant
Recipients
Trial will assess antibody response in people who did not respond to two-dose regimen.

August 13, 2021 By National Institutes of Health

A pilot study has begun to assess the antibody response to a third dose of an authorized COVID-19
mRNA vaccine in kidney transplant recipients who did not respond to two doses of the Moderna or
Pfizer-BioNTech COVID-19 vaccine. The Phase 2 trial is sponsored and funded by the National
Institute of Allergy and Infectious Diseases (NIAID), part of the National Institutes of Health. 

The lifelong immunosuppressive therapy that organ transplant recipients must take to prevent
organ rejection blunts their immune response to both pathogens and vaccines. Research has
shown that many organ transplant recipients do not develop antibodies against SARS-CoV-2, the
virus that causes COVID-19, after receiving an authorized COVID-19 vaccine regimen.

The purpose of the new study is to determine whether a third dose of one of the mRNA COVID-19
vaccines could overcome this problem for at least some kidney transplant recipients. This is
particularly important because this population has a high prevalence of conditions that are risk
factors for severe COVID-19, such as cardiovascular disease and diabetes.

The pilot study also aims to identify characteristics that could help distinguish those kidney
transplant recipients who would benefit from a third dose of an mRNA vaccine from those who will
require a different approach to achieve protection. The pilot study findings will inform a
subsequent, larger phase of the trial that includes higher-risk strategies to induce a protective
immune response against SARS-CoV-2 in solid organ transplant recipients who do not respond to a
third dose of an mRNA vaccine. 

The third-dose vaccine intervention was chosen because of the demonstrated safety of the two-
dose mRNA vaccine regimen in solid organ transplant recipients as well as the efficacy of
additional doses of other vaccines, such as those for hepatitis and influenza, in
immunocompromised people.

The pilot study, called COVID Protection After Transplant (CPAT), is being conducted at Johns
Hopkins University in Baltimore under the leadership of Dorry Segev, MD, PhD. Dr. Segev is the



Marjory K. and Thomas Pozefsky professor of surgery and epidemiology, associate vice chair of the
department of surgery, and director of the Epidemiology Research Group in Organ Transplantation
at Johns Hopkins University.  

The CPAT study team will enroll up to 200 adults ages 18 years or older who received a kidney
transplant a year or more prior to enrollment and have had no recent organ rejection or change in
immunosuppression. Between 50 and 100 participants will have had no detectable antibody
response to two doses of an mRNA COVID-19 vaccine, and 50 to 100 participants will have had a
low response. All participants will receive a third dose of the same COVID-19 vaccine that they
received previously. Thirty days later, investigators will measure participants’ antibody response
to the third dose. The goal is to determine the proportion of participants who achieve a designated
antibody response at the 30-day mark. The study team will follow participants for one year after
enrollment. Preliminary results are expected in September 2021.

People who would like to enroll in the CPAT pilot study should contact Johns Hopkins University
using the email address dose3@jhu.edu. More information about the trial is available
at ClinicalTrials.gov under study identifier NCT04969263.
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