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The outbreak of severe acute respiratory syndrome 

coronavirus 2 (SARS-CoV-2) has been associated with 

a disruption of all components of cancer care from 

screening, diagnosis, monitoring surveillance, 

treatment and clinical trial enrollment 1-3.

The COVID-19 associated morbidity and mortality in 

patients with cancer range from 5% to 61%, in contrast 

to the 2–3% observed in the general population 4.

Patients with active cancer are therefore a priority 

population for vaccination. Furthermore, the World 

Health Organization (WHO) considered cancer patient 

as priorities for Covid-19 vaccination 5. 

Guidelines for Covid-19 vaccination for patients 

enrolled in phase I trials have been proposed by 

experts6. Some experts suggest to avoid starting 

investigational medicinal product (IMP) until 2 weeks 

after the second dose of severe acute respiratory 

syndrome coronavirus 2 (SARS-CoV-2) for trial IMPs at 

risk of cytokine release syndrome. 

Patients already enrolled in trial should also be 

vaccinated, but not the days of IMP injection or during 

the DLT period 7.

In order to better understand the impact of SARS-CoV-

2 vaccination on early phase clinical trials, we collected 

data of patients treated at the Drug Development 

Department, at Gustave Roussy.

.

.

These findings demonstrate SARS-CoV-2 vaccine adherence in patients enrolled in phase I oncological trials. Our study illustrates that patients vaccinated up to 21 days after the initiation of their IMP did 

not experience any additional adverse events. Therefore, we suggest that phase I trials should not delay the SARS-CoV-2 vaccination in this specific population. 

We conducted a retrospective chart review, single-

center study, to observe the relationship between 

patients enrolled in a Phase I trial at Gustave Roussy 

and the vaccination of SARS-CoV-2 between the 4th of 

January and the 1st of June 2021. Patients were 

contacted by phone if the information was not 

available in their medical record.
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Figure 1: Proportion of vaccination in patients enrolled in early phase 

clinical trials at DITEP

Out of the 143 patients (100%) where vaccine status was available 

107 patients (75%) were vaccinated and 36 patients (25%) were not 

vaccinated against SARS-CoV-2  

Figure 2: Status of the 71 patients (100%) who were not vaccinated or 

did not have vaccination status, 

Figure 3: Types of SARS-CoV-2 vaccine received

Out of the 107 patients (100%) who were SARS-CoV-2 vaccinated, 70 

patients (65%) were treated by immunotherapy and 23 patients (22%) 

were in trials with a risk of developing cytokine release syndrome 

(CRS). 

Figure 4: Number of patients vaccinated over time

Most patients were vaccinated in March and April 2021

Figure 5: Proportion of patients who had received their first dose in 

the interval of 21 days before cure 1 to 21 days after the initiation of 

their IMP 
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Figure 6: Proportion of patients who received the SARS Cov2 vaccine 

during screening (3weeks before C1D1) or during the DLT period

Out of these 28 patients, 18 (30%) patients commenced their trial IMP 

from 3 weeks before and 9 patients (14%) up to 3 weeks after being 

vaccinated by SARS-CoV-2 

Between the 4th of January and the 1st of June 2021, 178 patients with 

cancer were included in a Phase I trial at Gustave Roussy. Out of the 

178 patients, data was available for 143 patients.

Out of the 9 patients, two patients vaccinated with Pfizer-BioNTech 

developed a pulmonary embolism detected by imaging 48 and 51 days 

after initiation of the patients’ trial IMP. The pulmonary embolisms were 

not considered to be related to the Pfizer-BioNTech vaccine according to 

the safety data on the Pfizer-BioNTech vaccine. 

Among the 23 patients receiving IMP at risk of CRS, two patients had the 

SARS-CoV-2 vaccination up to 3 weeks after C1D1. The two patients did 

not experience any severe infusion related reaction after the vaccination.


