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during the SARS ‑CoV ‑2 pandemic and the risks 
associated with it.

Patients and methods Between March 26 and 
August 30, 2020, telephone interviews were 
conducted. A survey created by an anonymous 
author with 11 questions about the impact of 
the SARS ‑CoV ‑2 pandemic on willingness to par‑
ticipate in a clinical trial was used in telephone 
interviews. This approach was selected as it was 
considered more secure for both the researchers 
and prospective participants, in the context of 
the pandemic.

We recruited former cancer patients who had 
participated in clinical trials, who were available 
by phone, and who expressed their consent to 
participate in the survey. Inclusion in the study 
was based on prior or ongoing participation in 
a clinical trial that took place in the chemother‑
apy ward, regardless of the study’s methodolo‑
gy. Due to small numbers of patients participat‑
ing in clinical trials in Europe, the sample group 
of participants included only 66 respondents: 
49 women (74%) and 17 men (26%).

Most patients were up to 1 year after the end 
of their participation in a clinical trial (49 [74%]). 
Also, most patients took part in phase 3 clini‑
cal trials (59 [89%]). In 51 participants (77%), 
the clinical trial concerned breast cancer. A total 
of 53 respondents (80%) participated in an open 
study model—the research team and the patient 
knew whether they were receiving the study drug, 
placebo, or standard therapy.

The institutional review board at Poznan Uni‑
versity of Medical Sciences, Poznań, Poland, does 
not require submitting anonymous surveys for 
ethical evaluation. Patients were fully informed of 
the anonymity of their data, the scientific purpose 

Introduction The new severe acute respiratory 
syndrome coronavirus 2 (SARS ‑CoV ‑2) is a mem‑
ber of the coronavirus family that causes acute 
respiratory disease, called coronavirus disease 
2019 (COVID ‑19). It was designated a pandemic 
by the World Health Organization on March 11, 
2020.1 The number of confirmed cases has exceed‑
ed 64.5 million, and over 1.45 million people have 
died in 188 countries thus far. In Poland, the num‑
ber of confirmed cases has exceeded 1 million.2

Cancer patients, who may be immunocom‑
promised during cancer treatment, are espe‑
cially vulnerable to SARS ‑CoV ‑2. Recommen‑
dations issued by scientific organizations advise 
healthcare professionals on minimizing the risk 
of SARS ‑CoV ‑2 infection and safe continuation 
of treatment in patients with cancer whose treat‑
ment cannot be discontinued.3 The spread of 
SARS ‑CoV ‑2 has exerted a negative influence 
on the clinical research industry. Cancer studies 
of medicinal products require several addition‑
al procedures, not part of standard treatment, 
for research teams and participating patients. 
More frequent visits to research centers and 
the involvement of a greater number of people 
on the research team oblige staff and patients 
to actively participate in prevention. The initial 
recruitment of patients for clinical trials is one 
of the most important steps involved in testing 
medicinal products in a health center. Therefore, 
the decision to participate in a trial in the era 
of the SARS ‑CoV ‑2 pandemic must be carefully 
considered by the research team and potential 
study participants.

The purpose of the current study was to collect 
and analyze the opinions of patients with can‑
cer who have already participated in clinical tri‑
als with respect to taking part in a clinical trial 
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and therefore, appropriate procedures have to 
be implemented to minimize the risk of infection 
among patients undergoing cancer treatment.

The consent information that patients receive 
prior to recruitment in a clinical trial include co‑
morbidities that may lead to interaction with 
the study drug, and the recruiting physician must 
analyze in detail whether a prospective trial par‑
ticipant meets all inclusion and exclusion cri‑
teria regarding comorbidities. At the moment, 
sponsors of clinical trials are unable to exam‑
ine the study drug for possible interaction with 
SARS ‑CoV ‑2 infection, which 89% of respondents 
in a telephone interview deemed necessary in 
the context of inclusion in a study. Current re‑
search suggests that anxiety and depression, ex‑
acerbated by uncertainty and an increased flow 
of information, will increase significantly. Long‑
‑term effects on the mental health of many peo‑
ple, not only cancer patients, can affect their func‑
tioning in society.7

For cancer patients, mental comfort is a cru‑
cial aspect in the  cancer treatment process; 
thus, additional stress can adversely affect treat‑
ment. Healthcare workers are on the front line 
of the fight against SARS ‑CoV ‑2; therefore, ex‑
posure to more frequent contacts with the re‑
search team and patients may increase the risk 
of infection and thus exclude a significant part of 
the medical staff from this work.8 Implementation 
of telemedicine due to the pandemic may relieve 
the healthcare system in many countries and pro‑
tect more healthcare workers and their patients.9

A clinical trial is a lengthy process; the aver‑
age time to market is 12 years.10 Major pharma‑
ceutical companies in the current pandemic are 
focused on the development of an effective vac‑
cine against SARS ‑CoV ‑2, which may contribute 
to the decline of newly registered clinical trials in 
various fields of medicine (www.ClinicalTrials.gov; 
search terms SARS ‑CoV ‑2, COVID ‑19, 2019 ‑nCoV). 
There are currently no publications on the possi‑
ble impact of this pandemic on the clinical trials 
market and the recruitment of cancer patients 
for scientific projects. Ongoing clinical research 
in the field of oncology should be conducted ac‑
cording to the recommendations of scientific so‑
cieties and research sponsors.

Limitations of this study The generalizability of 
this study is limited by the small number of pa‑
tients interviewed and the fact that research 
results may have been affected by elevated 
stress levels due to constant media coverage of 
the spread and the risks of coronavirus.

Conclusion In this study, 74% of respondents 
would not participate in a clinical trial in the face 
of the prevailing SARS ‑CoV ‑2 pandemic if it re‑
quired a higher frequency of visits to the research 
center than in the case of standard cancer treat‑
ment. Moreover, 71% of respondents would not 
agree to participate in a clinical trial knowing 
that their immunity will be compromised during 

of the study, and that the research did not involve 
any medical intervention, thus having no effect 
on their current treatment. All participants gave 
their verbal consent. The authors used their own 
patient database in clinical trials. The authors are 
listed in the study logs as principal investigator, 
sub‑investigator, or study coordinator. Data were 
presented as numbers and relative frequencies.

Result Data from the survey are presented in 
TAbLE 1. The analysis of the main part of the tele‑
phone interview led to the following observa‑
tions. Based on question number 1, up to 49 re‑
spondents (74%) would not participate in a clin‑
ical trial during the coronavirus pandemic due 
to more frequent hospital visits. Cancer centers 
are introducing many procedures to minimize 
the risk of the spread of SARS ‑CoV ‑2; however, 
45% of respondents are not convinced that such 
procedures can ensure patient safety. Regarding 
question number 4, as many as 53 patients (80%) 
claimed that research sponsors should update 
the informed consent forms to include informa‑
tion about the potential interaction of the study 
drug with SARS ‑CoV ‑2. Cancer treatment is char‑
acterized by reduced immunity, which 47 respon‑
dents (71%) considered a factor in the decision 
not to participate in a clinical trial, and 53 (80%) 
had thought of abandoning a clinical trial owing 
to the SARS ‑CoV ‑2 pandemic, although most pa‑
tients were more afraid of their cancer progress‑
ing than of coronavirus infection.

Patients participating in the survey reported 
that limiting their contact with the research team 
to a minimum was essential to their willingness to 
continue the study; 56 (85%) said that additional 
visits, for example, blood collection for pharmaco‑
kinetics, should be cancelled and follow ‑up visits 
should be conducted by phone. Only 11 respon‑
dents (17%) were in favor of the trial’s sponsor 
stopping the clinical trial, while 54 (82%) were in 
favor of trial sponsors providing protective mea‑
sures. Most participants (55 [83%]) knew that in 
the case of symptoms of SARS ‑CoV ‑2 infection, 
the sanitary and epidemiological station should 
be immediately notified.

Discussion There are 676 clinical trials in oncol‑
ogy in Poland, 338 in the recruitment phase, and 
338 in the active phase (www.ClinicalTrials.gov; 
search terms, Poland, oncology, active, recruiting). 
For several years, there has been an increase in 
the number of applications for clinical trial reg‑
istration in Poland.4 Oncology is the branch of 
medicine accounting for the largest number of 
the clinical trials market in Poland (27%).5

As many as 74% of former participants in clini‑
cal trials would not agree to participate in the clin‑
ical trial again during the current SARS ‑CoV ‑2 
pandemic if the frequency of visits to the center 
would be higher than the standard treatment. 
A study by Yu et al6 of 1554 cancer patients in‑
dicated that hospital visits are becoming an ev‑
ident factor in SARS ‑CoV ‑2 infection spread, 
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TAbLE 1 The assessment of impact of severe acute respiratory syndrome coronavirus 2 on patients with cancer

Answer Value

1. Clinical trials are characterized by several procedures that require the patient to be in constant contact with the research team. Would you agree 
to participate in a clinical trial in the face of a coronavirus pandemic if you had to be in hospital more often than with standard treatment?

Yes 17 (26)

No 49 (74)

2. Oncology is the field in which the most clinical trials are conducted in Poland; the percentage of Polish patients participating in research on 
medicinal products is continuously growing. In your opinion, can the current situation stop the development of clinical trials in Poland?

Yes 17 (26)

No 6 (9)

I don’t know 43 (65)

3. Do you think that hospitals’ necessary precautions to minimize the risk of spreading coronavirus are sufficient to allow clinical trials and safe 
admission of patients?

Yes 13 (20)

No 23 (34)

I don’t know 30 (45)

4. The informed consent form describes the risk of adverse events associated with the clinical trial. The state does not contain information about 
the effect of coronavirus infection during treatment and its impact. In the absence of such information, would you decide to participate in a clinical 
trial?

Yes 7 (11)

No 59 (89)

5. Patients undergoing cancer treatment often have reduced immunity, which may increase the risk of coronavirus infection. Would you decide to 
participate in a clinical trial knowing that you may be at a greater risk of coronavirus infection during your treatment in a clinical trial?

Yes 19 (29)

No 47 (71)

6. Do you think about resigning from participation in a clinical trial due to the spread of coronavirus in Poland? If the patient has already completed 
the study, would he have thought about study termination?

Yes 13 (20)

No 53 (80)

7. Is your fear of cancer progression greater than your fear of coronavirus infection?

I am more afraid of cancer progression 55 (83)

I am more afraid of coronavirus 11 (17)

8. What do you think the research team should do in a clinical trial to minimize coronavirus infection risk? (several answers can be given)

Limit contact with the study participant to the necessary minimum 66 (100)

Follow-up by telephone 49 (74)

Abandon additional procedures, eg, additional blood donations 56 (85)

Extend treatment cycles 11 (17)

Take no action 0

9. What do you think the sponsor of the clinical trial (pharmaceutical company) should do to protect the research team and clinical trial participants 
in the face of a coronavirus pandemic? (several answers can be given)

Suspend the clinical trial 11 (17)

Submit information to the research team about the possible effect of coronavirus on study drug treatment 23 (35)

Provide protective measures for the research team and participants 54 (82)

Take no action 0

10. Would you feel safer if the research team contacted you during the coronavirus pandemic and asked about your health?

Yes 55 (83)

No 11 (17)

11. What do you think a patient participating in a clinical trial should do if he notices the following symptoms, ie, fever, shortness of breath, 
coughing? (several answers can be given)

Notify the sanitary inspection 54 (82)

Call an ambulance 28 (43)

See an oncologist 9 (14)

No action 0

Data are presented as number (percentage).
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the intended treatment. However, patients with 
cancer are generally much more fearful of disease 
progression than of coronavirus infection. Most 
patients agreed that study sponsors should in‑
clude information regarding possible interaction 
between SARS ‑CoV ‑2 infection and the medica‑
tion being studied in the informed consent forms.
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