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Abstract
During the covid-19 pandemic a huge number of research projects have been pro-
moted internationally, nationally and locally. This also happened in Italy which was 
the first affected European country. Among these studies, research protocols based 
on the use of online questionnaires to evaluate the reaction of health workers and 
researchers to the emergency situation and their state of well-being were promoted. 
This contribution focuses on research protocols based on the use of online ques-
tionnaires and presents as a case study three different research proposals with the 
purpose of showing their different degree of compliance to scientific and ethical 
requirements and the need for a clear regulation. A guideline for the assessment of 
studies based on questionnaires is then suggested, in the absence of a national regu-
lation on the issue. Having established rules, albeit flexible, can help to guarantee 
transparency in the evaluation process and contribute to the scientific and ethical 
compliance of the research.
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1 Introduction

During the covid-19 pandemic a huge number of research projects have been pro-
moted internationally, nationally and locally. This also happened in Italy which was 
the first affected European country.

Study proposals covered many different aspects of the infection – from research 
on biological materials and biobanks, to observational studies, to clinical trials for 
possible treatments. Research protocols based on the use of online questionnaires to 
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evaluate the reaction of health workers and researchers to the emergency situation 
and their state of well-being were also promoted.

Research contributes to increasing knowledge in new and unknown areas and to 
improving the possibilities of treatment and health for individuals. Research must 
therefore be promoted to the highest possible degree.

At the same time, any kind of studies should be carried out in compliance with 
the scientific and ethical requirements on which a broad convergence has been 
achieved (Emmanuel et  al. 2000). In fact, research subjects must be protected in 
their rights and society needs to be reassured on the quality of the research and the 
achieved results.

This also applies to emergency situations, albeit a revision of standard procedures 
for research protocols evaluation and an amount of flexibility are certainly justified 
by the need to act in exceptional time constraints and situations (WHO 2010; WHO 
2020; EMA 2020; AIFA 2020).

Nowadays, there is no clear national regulation for every type of research; this 
is also the case for non-drug observational study in Italy (Gruppo di Lavoro ISS 
Bioetica COVID-19 2000).

This contribution focuses on research protocols based on the use of online ques-
tionnaires and presents as a case study three different research proposals with the 
purpose of showing their different degree of compliance to scientific and ethical 
requirements and the need for a clear regulation. A guideline for the assessment of 
studies based on questionnaires is then suggested, in the absence of a national regu-
lation on the issue.

2  Studies based on questionnaires

Especially during the first wave of the pandemic, research protocols based on the use 
of online questionnaires to evaluate the reaction of health workers and researchers to 
the emergency situation were promoted in Italy.

This paper analyses three proposals in which an Italian institute for research and 
care has been invited to participate. They are representative of three different ways 
of managing research protocols with different degree of compliance to scientific and 
ethical requirements.

The three proposals were addressed to health professionals and researchers with 
the declared aim to collect data on resilience, stress and wellbeing during the pick of 
the pandemic.

A first proposal was promoted by an Italian research institute and accompanied 
by a two lines email just saying “we have prepared an anonymous survey on the 
impact of the pandemic and the measures of restrain on the resilience of researchers 
in Italy” and inviting to disseminate the questionnaire. The link to the online ques-
tionnaire did not contain any information on the study or consent to participation, 
but only the title of the research and the information that by answering the ques-
tionnaire the subject authorized the processing of data for scientific purposes. The 
questionnaire, formally aimed at assessing the resilience of researchers during the 
pandemic, contained, in addition to standard tests for assessing resilience, anxiety 
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and depression, a number of questions hardly related or not related to the declared 
study purpose.

A second proposal was promoted by the leader of a network of Italian research 
institutes and addressed to those institutes. The questionnaire was accompanied by 
a letter in which the study rationale and aim were well described and how the ques-
tionnaire was developed starting from the DSM-5 Post Traumatic Stress Disorder 
checklist and adapted to the specific event of the covid-19 pandemic was explained. 
The link to the online questionnaire opened with an information to the potential 
research participants containing the description of the study (reason, aim, use of 
data, privacy compliance) and the possibility to accept or not accept the participa-
tion by clicking a button and filling in the questionnaire.

The third proposal was an international study promoted by a Latin American 
University with a national coordinator centre in every country participating in the 
study. The invitation to answer the questionnaire was accompanied by a full research 
protocol translated into Italian, with the description of the background and ration-
ale, aims, typology of the study, participating centres, sample selection, inclusion 
and exclusion criteria, instruments description (ad hoc questionnaires and standard 
tests), statistical analysis, risk and benefit ratio, ethical aspects including informed 
consent, privacy, and the approval of the international promoter and national coordi-
nator ethics committees. The informed consent was available online before starting 
the questionnaire and a pdf copy of the consent was downloadable.

Even though the complexity of the third study in terms of countries involved and 
design, which also included follow-up interviews, was higher than the first two, the 
three proposals represent three different ways of managing studies based on the use 
of online questionnaires and the related invitation to participate. In the first case 
no research protocol is presented and no information is provided to the subjects; 
in addition, data are collected that do not correspond to what the title of the project 
and the accompanying email declare. In the second case, no research protocol is pre-
sented, although an accompanying letter describing the study and clear information 
to the subjects are provided. In the last case, a detailed research protocol is presented 
together with clear information to the subjects and the favourable opinion of the rel-
evant ethics committees.

3  Proposal for a guideline

In the absence of a national regulation regarding the scientific and ethical evaluation 
of studies based on the use of questionnaires, a local regulation may help to ensure 
that research is of social value, scientifically sound and ethically good. In this con-
text, local ethics committees may play an important role.

The following procedure has been developed by a working group and then 
approved by the ethics committee (EC) of the Italian institute receiving the three 
above study proposals in order to promote good practices of research.

The procedure establishes which study materials should be available, and the 
evaluation process to be followed.
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For the dissemination of questionnaires promoted by external bodies and 
addressed collectively to the institute staff, the following documentation is required: 
(a) research protocol, clearly showing: rationale, objectives, participants, methodol-
ogy, use of data, return of results; (b) questionnaire for data collection; (c) informa-
tion sheet in which the study is sufficiently delineated, and consent form to partici-
pate in the study; (d) information and consent to the processing of personal data; (e) 
opinion of the coordinator ethics committee. Only exceptionally studies that do not 
present all the required documentation will be taken into consideration.

In terms of evaluation process, the study materials should be transmitted by any 
office that receive it to the scientific and health directors of the institute for a first 
evaluation that may involve, where relevant, the general director.

After the directors’ clearance, the research documentation is submitted to the eth-
ics committee, which evaluates the study following two methodologies in relation 
to the urgency: (1) non-urgent: the documentation is evaluated by the EC during the 
first scheduled meeting according to the ordinary procedure that apply to any other 
study; (2) urgent: the research documentation is sent electronically to a subgroup of 
EC members who express the acceptance or rejection of the study. The subgroup is 
chosen on the basis of the study specificity and includes at least: the president / vice 
president, the bioethics expert, the legal and privacy expert, the statistician / meth-
odology expert. The subgroup opinion and the evaluation process are recorded in the 
first EC scheduled meeting. The EC opinion is forwarded to the institute directors 
and the study promoter.

In the case of favourable opinion, the scientific and health directors will provide 
to the dissemination of the questionnaire among the institute staff. The individual 
health worker and researcher will then decide for her/himself whether or not to par-
ticipate in the study.

4  Conclusion

The suggested procedure is a proposal that may not fit all local situations; neverthe-
less, it may represent a starting point for further suggestions.

We believe that a clear and written procedure may guarantee transparency in the 
evaluation process and contribute to the scientific and ethical compliance of the 
research.

Having established rules, albeit flexible, can help to proceed effectively even in 
emergency and complex situations, avoiding on the one hand the risk of stopping or 
delaying interesting studies and on the other hand the risk of participating in studies 
without a clear aim, of little or no social/scientific value, and not respectful of the 
participants’ rights.
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