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Housekeeping

Your microphone will be muted

Ask a question by:
• Typing your question in the Q&A box
• Upvote similar questions you like
• You can choose to ask a question anonymously or by using 

your name



UCSF Colitis and Crohn’s Disease Center
Twitter: @UCSFIBD
Website: ibd.ucsf.edu



4

COVID VACCINE & IBD

5/21/2021



U.S. National Database Study: IBD Patients not at 
increased risk of severe disease or death from COVID-19

 Retrospective cohort utilizing U.S. EHR data (TriNetX): > 40 million patients
- 232 IBD patients and 19,776 non-IBD patients with COVID-19 PCR or ICD-10 

code
 Severe COVID-19 defined as hospitalization or 30 day mortality
 Medication use extracted from encounters in preceding 12 months

Singh S. et al Gastroenterology 2020



Brenner EJ, Ungaro RC, et al. Gastroenterology 2020

• Large international registry of IBD patients with confirmed
COVID-19 infection

• Web-based, voluntary reporting system
• Health care providers report confirmed COVID-19 cases

and outcomes with medication exposure data

SECURE-IBD Data on COVID-19
Slides courtesy of Ryan Ungaro MD

https://covidibd.web.unc.edu/



• Multivariable Regression for Primary and Secondary Outcomes of  COVID in 
Patients with IBD 

Variable (Referent Group)a
ICU/Vent/Death

OR (95%CI)
N = 517

P-value
Hospitalization or 
Death OR (95%CI)

N = 517
P-value Death OR 95% CI

N= 513 P-value

Age 1.04 (1.01-1.06) 0.002 1.03 (1.01-1.04) <0.001* 1.07 (1.03-1.11) <0.001*

Male (Female)b 1.20 (0.55-2.60) 0.65 1.38 (0.89-2.15) 0.15 2.78 (0.76-10.14) 0.12

Diagnosis  
CD (UC/unspecified) 0.76 (0.31-1.85) 0.54 0.84 (0.51-1.38) 0.49 1.64 (0.42-6.43) 0.48

Disease severityc

Active disease (remission) 1.14 (0.49-2.66) 0.76 1.96 (1.23-3.11) 0.005* 0.97 (0.26-3.62) 0.96

Systemic corticosteroid
(none) 6.87 (2.30-20.51) <0.001* 6.46 (2.74-15.23) <0.001* 11.62 (2.09-64.74) 0.005*

TNF antagonist (none) 0.90 (0.37-2.17) 0.81 0.60 (0.38-0.96) 0.03* 0.99 (0.23-4.23) 0.99

Current smoker 0.55 (0.06-4.94) 0.59 2.38 (0.92-6.16) 0.07 1.47 (0.12-17.53) 0.76

BMI ≧30 2.00 (0.72-5.51) 0.18 1.18 (0.61-2.31) 0.63 1.58 (0.28-8.80) 0.60

Comorbidities (none)
1
≧2

1.22 (0.45-3.26)
2.87 (1.05-7.85)

0.70
0.04*

1.29 (0.76-2.20)
4.42 (2.16-9.06)

0.34
<0.001*

1.64 (0.35-7.67)
2.51 (0.56-11.24)

0.53
0.23

5-ASA/Sulfasalazine
(none) 3.14 (1.28-7.71) 0.01* 1.77 (1.00-3.12) 0.05* 1.71 (0.46-6.38) 0.43

aAdjusted each odds ratio for all other variables listed in this table
bOther sex excluded from analysis due to low numbers
CBy physician global assessment (PGA) at time of COVID-19 infection Brenner E and Ungaro R, et al. Gastroenterology. 2020; 159(2): 481–491.e3.

SECURE-IBD Multivariable Regression for Primary and 
Secondary Outcomes of  COVID
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N=410 N=115 N=105

aOR 4.08 (95% CI 1.73-9.61)

aOR 4.01 (95% CI 1.65-9.78)

Thiopurines, Anti-TNF,  and Combination Therapy
(updated analysis in >1400 cases)

Ungaro R et al. Gut 2020



Impact of Disease Activity in SECURE-IBD

Ricciuto et al Fr493, DDW 2021

≤50 years >50 years
ICU/vent/death

OR (95% CI)

P-value Hospitalization

OR (95% CI)

P-

value

ICU/vent/death 

OR (95% CI)

P-value Hospitalization

OR (95% CI)

P-

value
PGA

Remission/mild

Moderate

Severe

Reference

1.83 (0.82-4.08)

3.67 (1.47-3.36)

0.14

0.0052

Reference

1.43 (1.03-1.98)

3.66 (2.11-6.35)

0.032

<0.001

Reference

1.07 (0.82-1.38)

0.92 (0.39-2.19)

0.63

0.86

Reference

1.61 (1.09-2.37)

0.89 (0.32-2.48)

0.016

0.82

Associations between disease activity and COVID-19 outcomes stratified by age (multivariable GEE models)
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Medication Management



No symptoms, 
no testing

No symptoms, 
positive test for 
SARS-CoV-2

Positive test for 
SARS-CoV-2 

and symptoms 
of COVID-19

Convalescent 
phase

Do not withhold IBD therapies, 
try to dose-reduce 

corticosteroids

Withhold IBD therapies* for a 
minimum of 10 days. If no 
symptoms  of COVID-19, 

resume IBD therapy

Withhold IBD therapy

WHEN TO RESTART THERAPY
Symptom-based strategy:

1. At least 10 days have passed since COVID-19 symptom onset and
2. At least 3 days (72 hours) have passed since recovery - defined as 

resolution of fever without the use of fever-reducing 
medications and improvement in respiratory symptoms (e.g., cough, 
shortness of breath)

3. In severe COVID-19, a greater time frame from recovery may be 
appropriate depending on severity of IBD and need to re-start 
medication.

If test-based strategy is required, the above clinical parameters must be met 
PLUS two consecutive negative NP or OP COVID-19 molecular assays (RT-PCR or 
NAAT swab specimens) collected ≥24 hours apart. 

IBD = inflammatory bowel disease
COVID-19 = coronavirus disease 2019
SARS-Co-V-2 = severe acute respiratory syndrome coronavirus 2
NP = nasopharyngeal
OP = oropharyngeal
RT-PCR = reverse transcription-polymerase chain reaction
NAAT = nucleic acid amplification test

* Thiopurines, methotrexate, biologics, 
small molecules (e.g., tofacitinib), systemic 
corticosteroids if able to safely taper and 
withdraw

Add attempt to de-escalate 
thiopurines in combination 

therapy?

Hold/Delay but continue 
anti-TNF or anti-IL12/23 

in mild COVID-19 ?

Hold/Delay but continue 
anti-TNF or anti-IL12/23 in 

Asx

IOIBD COVID-19 Task Force. Siegel CA et al JCC 2020

IOIBD Rand Panel: Management of IBD Therapies



Conclusions
• IBD patients do not appear to be at increased risk of contracting COVID-19
• Certain IBD patients with COVID-19 may be at increased risk of adverse events

• Risk primarily driven by older age, co-morbidities, and steroid use
• Thiopurines and combination therapy may increase risk as well

• Anti-TNFs and other biologics appear to be low risk and should be continued in 
the COVID-19 era 

• IBD patients who develop COVID-19 should be managed on a case by case 
basis
• Another reason to de-escalate combination therapy / taper steroids 
• In difficult to control patients, can consider not delaying/stopping biologics if 

asymptomatic / mild disease
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Vaccines



Slide @MonicaGandhi9



Slide: @MonicaGandhi



COVID-19 Vaccines: IOIBD Guidance
• Consensus statements from the International Organization for the Study of 

Inflammatory Bowel Disease (IOIBD)
• Iterative Delphi method to develop consensus expert opinion statements  

Siegel et al Gut 2021

Highlighted themes of accepted statements related to SARS-CoV-2 
vaccination for patients with IBD by the International Organization for the 
Study of Inflammatory Bowel Disease (IOIBD)
Patients with IBD should be vaccinated against SARS-CoV-2.
The best time to administer SARSCoV-2 vaccination in patients with IBD is at the 
earliest opportunity to do so.
SARS-CoV-2 vaccines including messenger RNA vaccines, replication 
incompetent vector vaccines, inactivated vaccines and recombinant vaccines are 
safe to administer to patients with IBD.
SARS-CoV-2 vaccination should not be deferred because a patient with IBD is 
receiving immune-modifying therapies.
Patients with IBD vaccinated with SARS-CoV-2 should be counselled that vaccine 
efficacy may be decreased when receiving systemic corticosteroids.



 Pregnant women were not part of the trials
- mRNA vaccines do not interact with genetic material DNA because mRNA does not enter the nucleus 

of the cell.
- Inactive vaccine so no risk of getting COVID

 ACOG:
- COVID-19 vaccines should not be withheld from pregnant individuals who meet criteria for vaccination 

based on ACIP-recommended priority groups.
- COVID-19 vaccines should be offered to lactating individuals similar to non-lactating individuals when they 

meet criteria for receipt of the vaccine based on prioritization groups outlined by the ACIP.
 ACIP/CDC:

- If a pregnant woman is part of a group (e.g. healthcare personnel) who is recommended to receive a 
COVID vaccine, she may choose to be vaccinated.

- V-safe: 275 vaccinated pregnant women: no evidence of harm
 WHO:

- Pregnant women at high risk of exposure to SARS-CoV-2 (e.g., health workers) or who have comorbidities 
which add to their risk of severe disease may be vaccinated in consultation with their health care provider

- WHO does not recommend discontinuing breastfeeding after vaccination

Should you vaccinate pregnant women?



Anti-SARS-CoV-2 Antibody Responses are Attenuated in Patients with IBD 
Treated with Infliximab and Immunomodulators (INFECTION)

Multivariable logistic regression model of associations with a positive anti-SARS-CoV-2 antibody Magnitude of anti-SARS-CoV-2 antibody reactivity 
stratified by biological therapy and time since prior 

positive PCR test

N=6935 
67.6% infliximab and 32.4% vedolizumab

Kennedy NA, et al. Gut. 2021. [Epub ahead of print].



Immunogenicity to BNT162b2 (Pfizer/BioNTech) and ChAdOx1 
(AstraZeneca) nCoV-19 SARS-CoV-2 vaccines

Infliximab n=865; Vedolizumab n=428

• Age >59, immunomodulator use, CD, and smoking were associated with lower, while non-white ethnicity was associated with higher, anti-
SARS-CoV-2 antibody concentrations. 

• Infliximab was associated with attenuated immunogenicity to a single-dose of  the BNT162b2 and ChAdOx1 nCoV-19 SARS-CoV-2 
vaccines BUT vaccination after SARS-CoV-2 infection or a second dose of  vaccine led to seroconversion in most patients

• Delayed second dosing should be avoided in patients treated with infliximab

Kennedy NA, et al. medRxiv. 2021. [preprint].



COVaRiPAD (COVID-19 Vaccine Responses in Patients 
with Autoimmune Disease) Study
 Prospective assessment of mRNA-based vaccine immunogenicity in 133 

adults with chronic inflammatory diseases (CID) and 53 
immunocompetent controls

 31.6% with IBD and 28.6% Rheumatoid Arthritis 

Deepak P et al MedRxiv 2021



What if  my antibodies are low?

@MonicaGandhi921

• Raise T cells after natural infection or 
vaccines against 57 pieces of the spike 
protein and receptor binding domain of 
the virus. 

• Levels of SARS-CoV-2 neutralization 
antibodies alone do not determine 
protection



Vaccinated: What now?
 To Mask or Not to Mask?

- Follow your local ordinance
- OK to unmask (if you are comfortable) in the following situations
 Indoors with a small group of vaccinated people outside of your home contacts
 Outdoors with space

 Do I need to check antibody?
- No
 But if you want to, do it the context of a trial 

- Antibody response is not just antibody, but T cell response as well
- Most IBD medications should not block response



Prevent COVID Vaccine Study
Aim 1: To evaluate the effectiveness of COVID-19 vaccination in preventing COVID-19 
infection in patients with IBD

Aim 2: To evaluate safety of COVID-19 vaccination in patients with IBD, including 
immediate side effects and disease activity

Aim 3: To evaluate antibody response to COVID-19 vaccination in patients with IBD

**Will recruit adult and pediatric patients (based on availability of 
age groups for vaccines; currently 16 and up)

www.ibdpartners.org/preventcovid

Email: preventcovid@unc.edu

http://www.ibdpartners.org/preventcovid
mailto:preventcovid@unc.edu


Prevent COVID Data thus far, over 3000 patients enrolled!
 Mean age 44.4 years
 75% female
 BMI 26.2
 Mean disease duration 18 years
 5% with prior COVID infection (infected prior to vaccine)
 Types of vaccine:
 Pfizer 54.1%
 Moderna 37.2%
 J&J 4.4%
 Nearly 30% reported fatigue after vaccine as most common side effect
 Very low rates of worsening GI/IBD symptoms after vaccine (<10%)



IBD CHAT

5/21/2021

Uma Mahadevan MD and Olivia Bigazzi
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Chat Goals

 Develop a virtual care chat for remote Patient Reported Outcomes in 
patients with IBD

 Reminder to obtain labs at appropriate time intervals
 Reassurance if doing well without any symptom flares
 Identify symptom flares for clinical escalation to provider



Project Evaluation & Impact

 53 patients enrolled as initial beta test
- Only 2 patients opted out

 33 patients (62.3%) have completed at least one chat module
- 10 patients have entered responses that generated a clinical escalation, sent 

to Epic In-Basket Pool
 91% of patients found the chat at least somewhat helpful
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Oliva Bigazzi: Demonstration

5/21/2021



What to Expect

 You will receive an email/text asking you to sign up
 You will get prompts to do your questionnaires
 If you have alarm symptoms we will be alerted
 If you are having severe symptoms, call your doctor!



IBD Clinical Trials at UCSF
Tigenix Stem Cell Trial

- Phase 3, randomized, double-blind, placebo-controlled, multicenter trial of Cx601 treatment Darvadstrocel

- Treating complex perianal fistulas in patients with Crohn’s Disease 

- CD in remission or minimally active

Risankizumab
- Phase 3, randomized, double-blind, placebo-controlled, multicenter trial of IL-23 Inhibitor on patients with moderate to severe UC

- Failed at least 1 biologic in the past

MOSAIC: Management Of Severe UC with Ambulatory Intravenous Corticosteroids 
- Flaring UC patients

- Studying Safety and satisfaction of IV steroid in an outpatient (no hospital admission) setting for patients with severe acute UC

PIANO Registry
- Multicenter national prospective study of pregnancy and neonatal outcomes in women with IBD

- All pregnant women with IBD encouraged to enroll

- PIANO@ucsf.edu

For more information about our clinical trials please visit ibd.ucsf.edu or email karan.bhatia@ucsf.edu

UCSF Colitis and 
Crohn’s Disease Center

@UCSFIBD
ibd.ucsf.edu

mailto:PIANO@ucsf.edu
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