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Resume

The rapid spread of COVID-19 in Europe and in the rest of the world has put a strain on healthcare facilities. From the
beginning of epidemic, hospitals have become the epicentre of both treatment and dissemination of the virus (1-3). Health-
care personnel, as well as patients, developed the infection inside the hospitals, and this particular circumstance reopened
the debate: how can we take action to control the paradoxical intrinsic dangerousness of health centres, for both patients
and healthcare workers (4)?

The Covid-free area is an innovative concept. Currently, hospital is divided into “Covid” and “no-Covid” areas. But the so
called “no-Covid” areas are uncertain: the presence or absence of infected patient and healthcare personnel is not clearly
determined, so it is not possible to consider them as “Covid Free”. Our aim is to create totally clean areas, named “COVID
FREE” accessible only to authorized healthcare personnel (through a filter zone) and only to patients after quarantine.
Accordingly, Covid Free operating theatres should be prepared. All these areas should have dedicated and safe elevators
and paths. Trained operators will guarantee patients isolation during all the steps.

To continue surgical activities is essential even during the current pandemic. To establish a clear surgical strategy during
the Covid-19 pandemic would help to increase the resilience of the Sanitary System and to guarantee the best therapy

throughout the continuum of care.
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BACKGROUND
The rapid spread of COVID-19 in Europe and in the rest

of the world has put a strain on healthcare facilities. From
the beginning of epidemic, hospitals have become the epi-
centre of both treatment and dissemination of the virus (1-3).
Healthcare personnel, as well as patients, developed the in-
fection inside the hospitals, and this particular circumstance
reopened the debate: how can we take action to control the
paradoxical infrinsic dangerousness of health centres, for
both patients and healthcare workers (4)?

At the same time, Intensive Care Units have reached
a saturation point, which means there is an insufficient
supply of beds to monitor patients in the postoperative
period. That is why in most cases elective surgical proce-
dures have been reduced or, at worst, cancelled (5-13).
On the other hand, surgical procedures, both diagnostic
and therapeutic, have been cut off to avoid the contam-
ination of operating theatres and the infection of the
healthcare personnel, due to the high probability of re-
spiratory transmission. It is also widely known that the risk
of spreading is higher in operative theatres, because the
microbiological status of the patient is unknown in many
instances, there is a large number of operators involved
and mechanical ventilation is often needed.

However, outcome of oncological patients depends
from timely procedures, as WHO outline in: “COVID-19:

operational guidance for maintaining essential health

services during an outbreak” (14). These procedures can-
not be delayed, but the safe management of oncological
patients is still under discussion.

At the moment, guidelines and protocols have been
issued to minimize the risk of Covid-19 transmission (7,
9-10). These include radiological investigations and/or
nasopharyngeal swabs to identify the infection in symp-
tomatic or asymptomatic patients (9, 11, 13-17). While
in emergency conditions the need of a rapid intervention
focus the attention on the risk of healthcare personnel, in
elective procedures it is the patient who has to be kept
under surveillance, to avoid a hidden infection that can
lead to potential fatal complications - and this is partic-
ularly true for the oncological patient who was treated
with neoadjuvant therapy.

Unfortunately, laboratory or instrumental investiga-
tions which could predict confidently the absence of in-
fection are not available at present, especially in asymp-
tomatic patients (18).

Up to know quarantine remains the most effective mea-
sure to prevent the spread of infection. The quarantine was
first introduced in 1468 by the Senate of the Serenissima
Venetian Republic as an official action of Public Health
(19). The absence of Covid-19 infection is assessed after
a 15-days period of household isolation, calculated on the
maximum length of the period of incubation (16, 22).

On the basis of previous findings, we designed a pro-
tocol of a 14-days long self-isolation for candidates to

bagstroggmmb a6.8xbsdol Jotmtams sbmgosgos 37



surgical interventions, and this period would start right af-
ter the completion of pre-operative investigations. During
the isolation, patients should be monitored actively by a
trained team, as it happens for people in household quar-
antine, and they should comply with the pre-operative pre-
scriptions displayed by ERAS (Enhanced Recovery After
Surgery) guidelines.

According to our protocol, a swab test for CoVID-19
(conducting Reverse Real-Time PCR) should be performed
72-36 hours before the procedure and the patient should
be admitted in a new area called COVID FREE. The Covid-
free areais an innovative concept. Currently, hospital is di-
vided into “Covid” and “no-Covid” areas. But the so called
“no-Covid” areas are uncertain: the presence or absence
of infected patient and healthcare personnel is not clearly
determined, so it is not possible to consider them as “Covid
Free”. Our aim is to create totally clean areas, named
“COVID FREE” accessible only to authorized healthcare
personnel (through a filter zone) and only to patients after
quarantine. Accordingly, Covid Free operating theatres
should be prepared. All these areas should have dedicat-
ed and safe elevators and paths. Trained operators will
guarantee patients isolation during all the steps.

During hospitalization, isolated patients will stay in
touch with their family and loved ones using media devices.

The persistence of CoVID-19 negativity should be veri-
fied during the postoperative period and monitored until a
month after the intervention.

The trial includes a control group composed of patients
who could not comply the household isolation for technical
reasons, so they should have only the swab done. These
patients, without any symptom suggesting a CoVID-19 in-
fection, should be admitted in ordinary wards (not in the
Covid Free). Some other hospitals are willing to take part
in this study as a control group.

Also, patients undergoing emergency procedures will
form a third group that could help us to evaluate the virus
spread in this specific population.

Patients should perform also an anti-CoVID-19 anti-
body test. Serum samples should be preserved for further
analysis, while the clinical meaning of this test is not yet
validated (circolare del Ministro della Sanital1715, April
3rd 2020). In the meantime, positive patients with nega-
tive swab test should observe the quarantine. Data would
be recorded for study purposes, because - as soon as the
significance of the test would be defined - the serological
test could be a source of significant bias in evaluating the
differences between the groups in exam (20, 21).

Trial Name: Covid Free Oncology - Venice Protocol

Model of the study: Not randomized, prospective, mul-
ticenter clinical trial

Aim: to control the COVID-19 pandemic: Quarantine +
Covid RT-PCR for SARS-CoV2 Swab vs Covid RT-PCR for
SARS-CoV2 Swab, in elective oncologic surgical procedures.

The study compares two groups of patients undergoing
surgical oncological intervention of any surgical specialty.

The aim of the study is to evaluate which way is the most
effective to find and control the COVID-19 pandemic in
patients undergoing elective surgical interventions that
could not be postponed.

Emergency interventions would be included in a third
group, in order to evaluate virus dissemination in patients
who did not have any screening test done. These patients
should perform a nasopharyngeal swab (analysed through
RT-PCR for SARS-CoV2) and an abdominal-chest CT scan,
when appropriate .

Eligibility criteria: patients undergoing elective or ur-
gent surgical interventions, who have never resulted posi-
tive to RT-PCR test for SARS-CoV-2 or radiological investi-
gations or respiratory symptoms consistent with Covid-19.

Members of the treatment group should have an ade-
quate compliance with the 14-days household self-isolation.

Treatment group: Quarantine (14 days) and swab 72-36
hours before hospitalization. Serology sample collection.

Control group: Patients who could not comply with the
quarantine. Swab 72-36 hours before hospitalization. Se-
rology sample collection.

Emergency Surgery: RT-PCR for SARS-CoV2 swab at
the moment of the hospitalization. Serology sample collec-
tion. Abdominal-chest CT if recommended (clinical situation
and/or fever or other symptoms suggesting COVID-19).

Pre-hospitalization management (only treatment group):

* Quarantine (14 days isolation, on trust): patients
should stay separated from other family members, with
the prohibition of leaving the house, the utilization of ded-
icated bathrooms and other domestic areas arranged in
order to avoid contacts, following DISP (Dipartimento di
Prevenzione di Sanita Pubblica) issues.

* Pre-operative work-out: patients should receive rec-
ommendations for daily training (especially respiratory),
based on ERAS guidelines.

Follow up:

patients should be monitored through telemedicine,
measuring body temperature, body weight and other pa-
rameters, according to their pathology.

»

The 2 groups should be divided into a “Covid Free’
ward and a “not Covid Free” ward.

Treatment group members should be recovered in
“Covid Free” ward. Both wards should be provided with
PPE (Personal Protective Equipment), with the same rules
in effect for Haematology ward. Data should be collect-
ed sistematically, focusing on surgical outcome and com-
plications onset, especially if respiratory. Patients, even
if asymptomatic, should perform: chest X-ray in the 2nd
postoperative day, RT-PCR for SARS-CoV2 swab in the
6th postoperative day, eventually repeated at the moment
of discharge if hospitalization continues beyond the 8th
postoperative day.

Patients at risk of postoperative readmission should
continue the household isolation, until they would be as-
sessed as clinically recovered from the intervention.
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Primary Outcome Measure: incidence of Covid-19
infection in the three groups (patients who develop the
disease during the quarantine - drop off, patients who
become positive during the preoperative period, patients
who become positive in the postoperative period).

Secondary Outcome Measures: percentage of postop-
erative complications in both groups, especially respirato-
ry, rate of postoperative survival in both groups.

ible in order to adapt to the rapidly evolving situation, in
both clinical and organizational ways. To establish a clear
surgical strategy during the Covid-19 pandemic would
help to increase the resilience of the Sanitary System and
to guarantee the best therapy throughout the continuum of
care. At the moment, the quarantine and the separation into
NOT COVID FREE and COVID FREE areas represent the
most innovative and safe strategies to prevent Covid-19

infection, according to the current rules of social distanc-
ing outside the hospital. This protocol ensures the patient
the best therapeutical standard for his specific pathology,
be it laparoscopy, thoracoscopy or robotic approach.

CONCLUSIONS

To continue surgical activities is essential even during
the current pandemic. Teams and facilities need to be flex-
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