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Since early 2020, the number of infections from the novel and highly contagious and dangerous virus also known as severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2) and COVID-19 has exploded leading the World Health Organisation (WHO) to declare an official pandemic on 
the 11th March 2020.

Around the world, one country after another has adopted harsh measures to contain it's spreading. These measures have halted economic activities 
and disrupted the daily lives of citizens in ays unimaginable. Across the world, borders have been closed and business activities, travel, sports events, 
religious services, schools and universities, and other social gatherings have been halted or postponed. Although cases are still on the rise daily in 
some countries, in others, evidence suggests a bending of the curve and reduction in the incidence of infections.

Since the beginning of the outbreak in Lombardy, Italy (first case on 20th February 2020), the Humanitas IBD Center in Milan has adopted several 
safety measures to protect the over 4000 IBD patients in followup and their HCPs from contracting SARS-COV2 infection while continuing to deliver 
the same quality of care and avoiding to discontinue or initiating any biological treatment as suggested by IOBD.

It is crucial to provide adequate care for IBD patients. IBD treatment typically involves the prescription of immunosuppressants and depending on the 
medication in use, IBD patients may be more susceptible to infection. Indeed, IBD patients using immunomodulators may be more susceptible to 
infection, especially hen combined with biologics, such as anti-TNF agents. Also, comorbidities, older age, malnutrition, previous history of serious 
infections, are potentially be risk factors for infections. 

Below are key references and slides for IBD patient management during the COVID-19 pandemic, including practice arrangement and therapeutic 
management.

The new phase that every IBD center is going to face after the end of lockdown, in order to strive for a COVID-free clinic

while awaiting for effective anti-COVID-19 treatment or vaccine availability, is going to be crucial to avoid second waves
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Priorities
prevent disease flare whilst avoiding unnecessary risk of infection for patients and staff

Practical steps

1. Decide who will lead IBD care whilst other focus on COVID19 

2. Develop communication strategy for patients

3. Set up telephone / email help line

4. Move all consultations to remote / telephone

5. Screen all attending patients for symptoms / fever and signpost to national 
guidance about isolation

6. Consider remote site for infusions

7. Modify infusion centres to distance patients

8. Consider remote “Hot Clinic” for patients that flare

COVID 19 and IBD: how will we manage our patients during the pandemic
Need to prioritize service planning as early as possible



Should we 
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By February 8, 2020, 318 IBD patients (including 204 UC and 
114 CD) were registered in the IBD Center. 

71.1 % lived within about 30 kilometers from Huanan Seafood 
Market, the presumed epicenter of the COVID-19 outbreak.

77.4 % of IBD patients lived in Wuhan.

An P et al. Lancet 2020

Experience of Renmin Hospital of Wuhan University with COVID-19 infection 

prevention



Early warning within the 
medical community in 
Wuhan.

2019/12/30

Biologics and immunosuppressive treatments 
were stopped for all IBD patients.

Educational and instructional mobile messages 
and WeChat daily alerts with 
recommendations/precautions focused on 
airborne and contact transmission have been 
sent. All patients were suggested :
▪ to stay at home
▪ to wear masks when outside and to buy masks 

for storage
▪ to keep hand hygiene habits
▪ to not go to hospital except special conditions
▪ to keep track body temperature and 

respiratory symptoms.

2020/01/03

Most IBD patients were 
discharged,
IBD clinics were closed 
and routine, non-
emergent medical care 
was shifted online. 

2020/01/13

Official Chinese government statements confirmed person-to-person 
transmission and infections in healthcare workers of COVID-19.

Upgrated alerts and actions 

Daily alerts have been sent to request :

▪ all patients and persons they closely contacted with to stay at 
home 

▪ To use N95 masks for IBD patients with recent treatment with 
biologics and immuno-suppressants

▪ To keep contact with the IBD team regularly.

For poor literate patients: contact by regular calls. 

For clinical trial participants who lived away from the hospital : the 
IBD team mailed the trial drugs to reduce their exposure outside.

2020/01/20

An P et al. Lancet 2020

Agenda





What About IBD Therapy?

Statement 5-ASA BUD

PRED 

≥20mg/

d

AZA/

6MP
MTX

Anti-

TNF
VEDO UST TOFA

This therapy increases the risk of infection with SARS-CoV-2.

This therapy increases the risk of COVID-19 disease.

Patients taking this therapy should reduce the dose of therapy to prevent 

SARS-CoV-2 infection.

Patients taking this therapy should discontinue therapy to prevent SARS-

CoV-2 infection.

Patients taking this therapy should stop therapy if they test positive for 

SARS-CoV-2 but don’t have the COVID-19 disease.

Patients taking this therapy should stop therapy if they develop COVID-19.

Appropriate Uncertain Inappropriate
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Allocca et al. CGH 2020

IBD care at the time of pandemic, Hmanitas Research Hospital



Can we still 

perform 

endoscopy?
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Triage and assess risk of patients before endoscopy
Defer elective endoscopy until outbreak is over
Extra precaution for prolonged fecal shedding
Negative pressure room for confirmed or suspected cases
Disinfection policy enhanced
Stepwise resumption of full service



Can we still 

perform 

surgery?
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1. Cancellation of all elective procedures

2. Maintenance of cancer/ dysplasia IBD cases

3. Common urgent situations: perianal abscess in perianal CD

4. Not so common urgent situations: toxic megacolon, bowel perforation, bowel obstruction

5. Abdominal abscesses: percutaneous drainage preferred

TRIAGE FOR SURGICAL INDICATION



DISCLAIMER

Entyvio® is approved for

• The treatment of adult patients with moderately to severely active ulcerative colitis who have had an inadequate response with, lost 
response to, or were intolerant to either conventional therapy or a tumour necrosis factor-alpha (TNFα) antagonist.

• The treatment of adult patients with moderately to severely active Crohn’s Disease who have had an inadequate response with, lost 
response to, or were intolerant to either conventional therapy or a tumour necrosis factor-alpha (TNFα) antagonist.

• As of January 2015 Vedolizumab is reimbursed in the national health basket for patients with moderately to severely active Crohn’s 
Disease  or ulcerative colitis who failed or were intolerant for previous treatment biologic or non biologic

• The data on this presentation is based on published clinical studies

• For further information refer to the approved prescribing information including warnings and precautions and adverse reactions

• The following content is sponsored by Takeda
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use vedolizumab (Entyvio®) safely and effectively.

NAME OF THE MEDICINAL PRODUCT

Vedolizumab 300 mg powder for concentrate for solution for infusion.

Vedolizumab is a humanised IgG1 monoclonal antibody that binds to the human α4β7 integrin and is produced in Chinese hamster ovary (CHO) cells.

Therapeutic indications

Vedolizumab is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis/ Crohn’s disease, who have had an inadequate response with, lost response to, or were intolerant to 
either conventional therapy or a tumour necrosis factor-alpha (TNFα) antagonist.

Posology and method of administration

Vedolizumab treatment should be initiated and supervised by specialist healthcare professionals experienced in the diagnosis and treatment of ulcerative colitis or Crohn’s disease. The marketing of Vedolizumab is 
subject to a risk management plan (RMP) including a 'Patient Alert Card'. The 'Patient Alert Card' emphasizes important safety information that the patient should be aware of before and during treatment. Please 
explain to the patient the need to review the card before starting treatment. This product is marketed with prescriber guide providing important safety information. Please ensure you are familiar with this material as it 
contains important safety information. The recommended dose regimen of Vedolizumab is 300 mg administered by intravenous infusion at zero, two and six weeks and then every eight weeks thereafter. Some patients 
who have experienced a decrease in their response may

benefit from an increase in dosing frequency to Vedolizumab 300 mg every four weeks. In patients who have responded to treatment with Vedolizumab, corticosteroids may be reduced and/or discontinued in 
accordance with standard of care. If therapy is interrupted and there is a need to restart treatment with Vedolizumab, dosing at every four weeks may be considered. Therapy for patients with ulcerative colitis should 
be discontinued if no evidence of therapeutic benefit is observed by Week 10. Patients with Crohn’s disease, who have not

shown a response may benefit from a dose of Vedolizumab at week 10. Therapy should be continued every eight weeks from Week 14 in responding patients. Therapy for patients with Crohn’s disease should be 
discontinued if no evidence of therapeutic benefit is observed by Week 14.

Paediatric population

No data is available on the safety and efficacy of Vedolizumab in children aged 0 to 17 years.
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Elderly patients

No dose adjustment is required.

Patients with renal or hepatic impairment

Vedolizumab has not been studied in these patient populations. No dose recommendations can be made.

Contraindications

Hypersensitivity to the active substance or to any of its excipients. Active severe infections such as tuberculosis, sepsis, cytomegalovirus, listeriosis, and opportunistic infections such as Progressive Multifocal 
Leukoencephalopathy (PML).

Special warnings and precautions for use

Vedolizumab should be administered in a healthcare setting equipped to allow management of acute hypersensitivity reactions including anaphylaxis, if they occur. Appropriate monitoring and medical support 
measures should be available for immediate use when administering vedolizumab.

All patients should be observed continuously during each infusion. Patients should continue to be observed for two hours following infusion completion for the first two infusions and one hour for all 
subsequent infusions.

Infusion-related reactions (IRR) - IRR and hypersensitivity reactions have been reported (e.g. dyspnoea, bronchospasm, urticaria, flushing, rash, and increased blood pressure and heart rate) with the majority 
being mild to moderate in severity. Immediately discontinue administration if a severe IRR, anaphylactic reaction, or other severe reaction occurs, and initiate appropriate treatment (epinephrine and 
antihistamine). If a mild to moderate IRR occurs, the infusion rate can be slowed or interrupted and appropriate treatment initiated. Once the mild or moderate IRR subsides, continue the infusion. Consider 
pre-treatment prior to the next infusion for patients with a history of mild to moderate IRR to vedolizumab.

Infections - Vedolizumab treatment is not to be initiated in patients with active, severe infections until the infections are controlled. Consider withholding in patients who develop a severe infection while on 
chronic treatment with vedolizumab. Caution should be exercised when considering the use of vedolizumab in patients with a controlled chronic severeinfection or a history of recurring severe infections. 
Patients should be monitored closely for infections before, during and after treatment. Before initiating treatment, patients must be screened for TB. If latent TB is diagnosed, anti-tuberculosis appropriate 
treatment must be initiated prior to vedolizumab treatment. Vedolizumab is contraindicated in patients with active TB is contraindicated.

Progressive Multifocal Leukoencephalopathy (PML): Healthcare professionals should monitor patients on vedolizumab for any new onset or worsening of neurological signs and symptoms as outlined in 
physician education materials, and consider neurological referral if they occur. The patient is to be given a Patient Alert Card. If PML is suspected, treatment with vedolizumab must be withheld; if confirmed, 
treatment must be permanently discontinued

HIGHLIGHTS OF PRESCRIBING INFORMATION
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Malignancies - The risk of malignancy is increased in patients with ulcerative colitis and Crohn’s disease. Immunomodulatory medicinal products may increase the risk of malignancy

Prior and concurrent use of biological products - No vedolizumab clinical trial data are available for patients previously treated with natalizumab or rituximab. Caution should be exercised when considering the use of 
Vedolizumab in these patients. Patients previously exposed to natalizumab should normally wait a minimum of 12 weeks prior to initiating therapy with vedolizumab. Vedolizumab is not recommended for concomitant 
use with biologic immunosuppressants as no clinical data are available.

Live and oral vaccines

It is recommended that all patients be brought up to date with all immunisations prior to initiating vedolizumab therapy. Patients receiving vedolizumab treatment may continue to receive non-live vaccines. There are 
no data on the secondary transmission of infection by live vaccines in patients receiving vedolizumab. Administration of the influenza vaccine should be by injection in line with routine clinical practice. Other live 
vaccines may be administered concurrently with vedolizumab only if the benefits clearly outweigh the risks.

Interaction with other medicinal products and other forms of interaction

No interaction studies have been performed. Concomitant administration of corticosteroids, immunomodulators (azathioprine, 6-mercaptopurine, and methotrexate) and aminosalicylates did not have a clinically 
meaningful effect on Vedolizumab pharmacokinetics. The effect of vedolizumab on the pharmacokinetics of commonly co-administered medicinal compounds has not been studied.

Fertility, pregnancy and lactation

Women of childbearing potential should use adequate contraception to prevent pregnancy and to continue its use for at least 18 weeks after the last treatment with Vedolizumab.

There are limited amount of data from the use of Vedolizumab in pregnant women.

As a precautionary measure, it is preferable to avoid the use of vedolizumab during pregnancy unless the benefits clearly outweigh any potential risk to both the mother and foetus. It is unknown whether vedolizumab
is excreted in human milk or absorbed systemically after ingestion. A risk to the infants cannot be excluded. Vedolizumab has been detected in human milk. The effect of vedolizumab on infants is unknown. The use of 
vedolizumab in lactating women should take into account the benefit of therapy to the mother and potential risks to the infant. Effects on male and female fertility have not been formally evaluated in animal studies.

Undesirable Effects:

Very Common (≥1/10): nasopharyngitis, headache, arthralgia. Common (≥1/100 to <1/10): bronchitis, gastroenteritis, URTI, influenza, sinusitis, pharyngitis, paraesthesia, hypertension, oropharyngeal pain, nasal 
congestion, cough, anal abscess, anal fissure, nausea, dyspepsia, constipation, abdominal distension, flatulence, haemorrhoids, rash, pruritis, eczema, erythema, night sweats, acne, muscle spasm, back pain, muscular 
weakness, fatigue, pain in the extremity, pyrexia.

For further information, please refer to the full prescribing information which was updated according to the guidelines of the MoH in February 2019
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