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How to Receive CME and MOC Points

LIVEVIRTUAL GRAND ROUNDS WEBINAR

ACG will send a link to a CME & MOC evaluation to all
attendees on the live webinar.

ABIM Board Certified physicians need to complete their MOC activities by December 31,
2021 in order for the MOC points to count toward any MOC requirements that are due by
the end of the year. No MOC credit may be awarded after March 1, 2022 for this activity.

€ /f)VirtuaI Grand Rounds universe.gi.org

MOC QUESTION

If you plan to claim MOC Points for this
activity, you will be asked to: Please list
specific changes you will make in your
practice as a result of the information you
received from this activity.

Include specific strategies or changes that you plan to implement.
THESE ANSWERS WILL BE REVIEWED.

American College of Gastroenterology

9/2/2021



9/2/2021

¥) Virtual Grand Rounds universe.gi.org

ACG Virtual Grand Rounds

Join us for upcoming Virtual Grand Rounds!

Week 34, 2021

ACG Clinical Guideline: Treatment of Helicobacter pylori Infection
William D. Chey, MD, FACG

September 2, 2021 at Noon Eastern

Week 35, 2021

Getting Ready for Artificial Intelligence in Gastroenterology
Tyler M. Berzin, MD, FACG

September g, 2021 at Noon Eastern

Visit gi.org/ACGVGR to Register

y) Virtual Grand Rounds universe.gi.org

Private Equity in GI: Looking Back and Moving Forward
THURSDAY, SEPTEMBER 9, 8:00-9:00 PM EDT

¥
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y+ N
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Daniel Pambianco, MD, FACG Scott Fréser, MBA Louis Wilson, MD, FACG Ira Flax, MD, MACG
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COVID-19: Where Are We Now?
Updates from the ACG COVID-19 Task Force

MONDAY, SEPTEMBER 20th, 8 to 9:30 pm EDT

Introduction

« David A. Greenwald, MD, FACG
Speakers

« Harish K. Gagneja, MD, FACG

« Francis A. Farraye, MD, MSc, MACG

- Melissa Latorre, MD, MS

« Samir Shah, MD, FACG

= Michael S. Morelli, MD, CPE, FACG
Co-hosts

= (Costas H. Kefalas, MD, MMM, FACG

= Neil Stollman, MD, FACG

irtual Grand Rounds D | SCI osures: universe.gi.org

‘
Moderator: Speaker:

Samir Shah, MD, FACG Francis A. Farraye, MD, MSc, MACG

Dr. Shah, faculty for this educational Consulting Fee: Arena, BMS, Braintree Labs,

event, has no relevant financial Gilead, Gl Reviewers, GSK, IBD Educational

relationship(s) with ineligible companies Group, Iterative Scopes, Janssen, Pfizer, Sebela ;

to disclose. Ownership Interest: Innovation Pharmaceuticals; i .
DSMB: Lilly, Theravance :

Speaker:

Freddy Caldera, DO, MS

Dr. Caldera, faculty for this educational
event, has no relevant financial
relationship(s) with ineligible companies to

Speaker:

Speaker:
Rita German, MD

David T. Rubin, MD, FACG
Dr. German, faculty for this educational event, Consultant and/or Grant Support: AbbVie,

has no relevant financial relationship(s) with Bristol-Myers Squibb, Janssen Pharmaceuticals,
ineligible companies to disclose. Lilly, Pfizer (Gl), Takeda

*All of the relevant financial relationships listed for these individuals have been mitigated

American College of Gastroenterology
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Covid 19 Delta Update

Francis A. Farraye, MD, MSc, MACG
Director, Inflammatory Bowel Disease Center
\ ‘ Division of Gastroenterology and Hepatology
Professor of Medicine

Mayo Clinic, Jacksonville, FL
farraye.francis@mayo.edu

Information up to date as of August 25, 2021
Lecture: August 31, 2021
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(Delta) Variant

Fund prior to delta explosion

Without a vaccination program, by
the end of June 2021 there would
have been approximately 279,000
additional deaths and up to 1.25
million additional hospitalizations

Model developed by Commonwealth

universe.gi.org

Effectiveness of Covid-19 Vaccines Prior to Spread of B.1.617.2

Estimated U.S. seven-day rolling average of
daily deaths with and without vaccination

4500

Vaccination
4000 - | —— Without vaccination

3500 -

3000

2500

Daily deaths
0o
3
o

https://www.commonwealthfund.org/publications/issue-briefs/2021/jul/deaths-and-hospitalizations-averted-rapid-us-vaccination-rollout

12
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CDC Covid Tracker 8/23/21
Daily Trends in Number of COVID-19 Cases in The United States Reported to CDC
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CDC Covid Tracker 8/23/21

Daily Trends in Number of COVID-19 Cases in The United States Reported to CDC
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Delta Variant (B.1.617.2)
* Most common strain in the US since late June 2021
* Viral loads 1000-1200 times higher than original strain

* More than 2-fold more contagious than previous variants and as
contagious as chicken pox

average number of people to whom every

L]
. . / infected person will spread the virus in a
/

susceptible population

==

o
‘m Delta R, of 6.4, is much higher than
= the R, of 2—4 estimated for the original

Y ﬁ version of SARS-CoV-2 virus

-
~

==. ==.
==

https://www.cdc.gov/coronavirus/2019-ncov/variants/delta-variant.html|

aaaaaaaaaaaaaaaa
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What Does The R, Mean?

* R, for original Covid Strain was 2 to 2.5

* One person spreads to 2.5 persons
After 10 cycles of transmission, you have about 9,500 infections

* R, for the Delta Covid Strain is 6.4
After 10 cycles of transmission, you have 60,500,000 infections

Gregory Poland, MD, Mayo Clinic Rochester

16
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100% ..-------———_
Covid Strains in the NE
US as of 8/21/21 |
CDC COVID Data Tracker
17
Virtual Grand Rounds universe.gi.org
Delta Variant (B.1.617.2)
* Unvaccinated individuals remain greatest concern
* Some evidence that delta causes more severe disease in unvaccinated
individuals
* People infected with the Delta variant of SARS-CoV-2 are more likely
to spread the virus before developing symptoms than are people
infected with earlier variants
* Vaccinated individuals appear to be infectious for shorter periods of
time
* Fully vaccinated individuals with delta variant breakthrough infections
can transmit to others
18
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Preprint Data from Israel

* Nationwide vaccination program with Pfizer vaccine since December
2020

* 2.3-fold increased risk for breakthrough infections among patients
vaccinated with Pfizer vaccine in January 2021 vs April 2021

* Higher breakthrough infection rate (2.4% vs 1.1%, OR = 2.2) among
those who received 2" dose > 5 months ago compared to < 5months

* Higher magnitude of difference with increasing age

Mizrah B, et al. medRxiv 2021.07.29.21261317; Israel A, et al. medRxiv 2021.08.03.21261496

19
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Effectiveness of Covid-19 vaccines against B.1.617.2 (Delta) Variant

* Study of 4000 health care workers in 6 US States from December
2020-August 2021

* Eight-three percent of healthcare workers in the study were
vaccinated; 65% had received the Pfizer-BioNTech vaccine, 33%
received the Moderna vaccine and 2% received the Johnson &
Johnson vaccine

* Vaccine effectiveness against COVID-19 infections declined from 91%
prior to the delta variant's emergence to 66% after the rise of the
delta variant in the summer

* This might be related to increased prevalence of delta or waning
immunity due to time from vaccination

https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e5.htm?s_cid=mm7034e5_w

20
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Effectiveness of Covid-19 vaccines against B.1.617.2 (Delta) Variant

* During May 1-July 25, 2021, among 43,127 SARS-CoV-2 infections in
residents of Los Angeles County, California, 10,895 (25.3%) were in
fully vaccinated persons, 1,431 (3.3%) were in partially vaccinated
persons, and 30,801 (71.4%) were in unvaccinated persons

* As of July 25, infection and hospitalization rates among unvaccinated
persons were 4.9 and 29.2 times, respectively, those in fully
vaccinated persons

https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e5.htm?s_cid=mm7034e5_w

21
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Breakthrough Infections in the US

* As of 8/2/21, among more than 164 million fully vaccinated in US,
there have been 7,101 hospitalizations & 1,507 deaths with vaccine
breakthrough reported to passive surveillance

* Among hospitalized or fatal breakthrough cases, 74% in persons > 65

https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covid-net/purpose-methods.html

22
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What does this mean for you and your patients?
* Breakthrough infections are to be EXPECTED

* MUST continue prevention strategies
* Vaccination
* Masks
* Distancing

* Mitigating activities of masking and distancing INCLUDES vaccinated
individuals

* Recommendations will certainly and appropriately change as we learn
more about SARS COV-2 variants

23
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US Covid Vaccination Rates as of 8/24/21

People Vaccinated At Least One Dose Fully Vaccinated
Total Vaccine Doses

Total 202,041,893 171,367,657
Delivered 428,529,385

% ¥ 0% %
Administered 363,915,792 cHiEogsian i aleh
Learn more about the Population > 12 Years of Age 201,814,781 171,236,408
distribution of vaccines.

% of Population 12 Years of Age 71.2% 60.4%

Population > 18 Years of Age 189,079,986 161 ,646,180

% of Population > 18 Years of Age 73.2% 62.6%

1 7 1 . 4 M Population 2 65 Years of Age 50,032,561 44 437 665

People fully vaccinated
% of Population > 65 Years of Age 91.5% 81.2%

e About these data CDC | Data 25 of: August 24, 2021 6:00am ET. Posted: Tuesday, August 24, 2021 3:10 PM ET

CDC COVID Data Tracker

24
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What risk do you want?

* COVID 19 vaccination

* Perpetual isolation

* Get COVID and hope for the best

Gregory Poland, MD, Mayo Clinic Rochester

universe.gi.org
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MYTH: The COVID-19 vaccines were made too
fast

FACT. “mRNA vaccines are new, but not
unknown, Researchers have been studying and
working with mRNA vaccines for decades
Interest has grown in these vaccines because
they can be developed in a laboratory using
readily available materials. This means the
process can be standardized and scaled up,
making vaccine development faster than
traditional methods of making vaccines.”

SOURCE: CDC U.S. Centers for Disease Control
and Prevention, “Understanding mRNA COVID-
19 Vaccines”

hitps. ww.cdc.gov/coronavirus/2013-
cov/vaccines/ditferent-vaccines/mm; ]

Updated by €D Dec. 18 2020, Avcessed by ACG Feb. 2,2021

MYTH The COVID-19 vaccine is not safe

FACT. “COVIDA3 vaccines are safe and effective
Millions of people in the United States have
received COVID-19 vaccines, and these vaccines
have undergone the most intensive safety
monitoring in U.S. history. This monitoring
includes using both established and new safety
monitoring systems to make sure that COVIDA9
vaccines are safe

SOURCE CDC U.S. Centers for Disease Control
and Prevention, “Ensuring the Safety of COVID-19
vaccines in the United States”

C. govﬂf 0navirus/201%

MYTH: Too many people are getting
reactions from the COVID-19 vaccine

FACT “While some people don't have any side
effects after getting a COVID-19 vaccine, many
people will have mild side effects after COVID-
19 vaccination, ke pain or swellingat the
injectlon site, a headache. chills or fever. These
reactions are normal and show the vaccine is
working. A small number of people have had a
severe ailergic reaction (called “anaphylasis”)
after vaccination, but this is extremely rare and
when it does happen, vaccination providers
have medicines available that they can use to
effectively and immediately treat the reaction.”

SOURCE: CDC U.S. Centers for Disease Control

and Prevention, “Ensuring the Safety of COVID-
19 Vaccines in the United States’

.cde.gav/coronavirus/2019-
‘safety.html

Updated by €D an. 28, s by ACG Feb. 2,207

MYTH Getting the COVID-19 vaccine will make
me test positive on COVID-19 viral tests

FACT: "Neither the recently authorized and
recommended vaccines nor the other COVID19
vaccines currently in clinical trials in the United
States can cause you to test positive on viral
tests, which are used to see if you have a current
infection.

If your body develops an immune response—the
goal of vaccination—there is a possibility you may
test positive on some antibody tests, Antibody
tests indicate you had aprevious infection and
that you may have some level of protection
against the virus. Experts are currently looking at
how COVIDHS vaccination may affect antibody
testing results.”

SOURCE ¢DC U.S. Centers for Disease Control
and Prevention, “Facts about COVIDA9 Vaccines™
https,/www.cdc.gov/coronavirus/201%
ncov/vaccines/facts himl

Untated by CDC Jan. 28, 2020 Accesse by ACG e, 2, 2001

I universe.gi.org

+ MYTH: A COVID-19 vaccine will alter my DNA

= FACT “COVID-19 mRNA vaccines do not change
or interact with your DNA in any way. Messenger
A vaccines—also called MRNA vaccines—are
the first COVID-19 vaccines authorized for use in
the United States. mRNA vaccines teach our cells
ow to make a protein that triggers an immune
response. The MRNA from a COVIDAS vaccine
never enters the nucleus of the cell, which is
where our DNA s kept.

+ SOURCE CDC U.S. Centers for Disease Control
and Prevention, “Facts about COVID-19 Vaccines”

- hitps fwww.edc gov/coronavirys/2019-
cov/vaccines/factshtml

Uptated by CDC Jan 28, 2071 Accessed by ACG Feb. 2,00

1 FAGT/1 MYTH GOVID-19 VACCINE INFORMATION

« MYTH: Once | have gotten 2 doses of the
COVID-19 vaccine | can stop wearing a mask

+ FACT. “Not enough information is currently
available to say if or when CDC will stop
recommending that people wear masks and
avoid close contact with others to help prevent
the spread of the virus that causes COVID-19.
Experts need to understand more about the
protection that COVID-19 vaccines provide in
reakworld conditions before making that
decision.”

SOURCE; COC U.S, Centers for Disease Control
and Prevention, “Frequently Asked Questions
about COVIDHI Vaccination”

ine

« MYTH: It is not safe for me to get a COVID-19
‘vaccine if | want to have a baby one day

= FACT “People who want to get pregnant in the
future may receive the COVIDA9 vaccine. Based
on current knowledge, experts believe that
COVID-19 vaccines are unlikely to pose a risk to a
person trying to become pregnant in the short or
long term. Scientists study every vaccine
carefully for side effects immediately and for
years afterward.”

There is currently no evidence that antibodies
formed from COVID-19 vaccination cause any
problems with pregnancy, including the
development of the placenta. In addition, there is
no evidence suggesting that fertility problems
are a side effect of ANY vaccine. People who are
trying to become pregnant now or who plan to
try in the future may receive the COVID-1
vaccine when it becomes available to them.”

'SOURCE: CDC U.S. Centers for Disease Control &

Updated by CDC Jan 28, 2021 Accessed by ACGFeb. 2

Updated by CDC Jin. 75, 2071 Accessed by AL

§® Ly ) 2\@

MYTH: The COVID-19 vaccine can make me
sick with COVID-19

FACT: “None of the authorized and
recommended COVID-19 vaccines or COVID-19
vaceines currently in development in the
United States contain the live virus that causes
COVID-19. This means that a COVID-I3 vaccine
cannot make you sick with CGVID-19."

SOURCE: CDC U.S. Centers for Disease Control
and Prevention, “Facts about COVIDA9
Vaccines”

q
ncov/vaceines/factsntm

Updated by COC Jan 28, 2021, Accessed by ACG Feb. 2.2001

FOR MORE INFO: https://bit [y/ACG-COVIDVACCINE

26
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ACG Magazine Spring 2021

27
Virtual Grand Rounds universe.gi.org
Set an Example for Your Patients and Staff and Get Vaccinated
Waiting for Vaccine Number 3
28
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Thank You

farraye.francis@mayo.edu
@FarrayelBD

29
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Additional COVID-19 Vaccine and Other Updates
from Advisory Committee on Immunization
Practice (ACIP)

Freddy Caldera, DO, MS

Associate Professor of Medicine 6
University of Wisconsin Department of Medicine ‘ ‘ /i! ‘}
Division of Gastroenterology & Hepatology &\ \"%‘W;}

fcaldera@medicine.wisc.edu
. DEPARTMENT OF
@dr_fcalderaibd ' Medicine

UNIVERSITY OF WISCONSIN
SCHOOL OF MEDICINE
AND PUBLIC HEALTH
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Objectives

=Explain why the ACIP recommended an additional dose

=Dijscuss the differences between an additional dose and
booster

=Provide update on pregnancy recommendations
=Provide update on contraindications and precautions

@/) Virtual Grand Rounds universe.gi.org

~ ACIP and recommendations for
immunosuppressed populations

* Immunocompromised people comprise 2.7% of US adults including
* Solid tumor and hematologic malignancies
* Receipt of solid-organ or hematopoietic stem cell transplant
* Severe primary immunodeficiencies
* Persons living with HIV

* Treatment with immunosuppressive medications such as cancer
chemotherapeutic agents, TNF blockers, certain biologic agents (e.g.,
rituximab), and high-dose corticosteroids

* ACIP has provided special recommendations regarding vaccine in the past
* Pneumococcal 13 serotype vaccine
* Zostavax vaccine

Harpaz et al. Prevalence of Immunosuppression Among U.S. Adults, 2013. JAMA 2016

American College of Gastroenterology
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Immunocompromised people and SARS-CoV-2
infection

* More likely to get severely ill from COVID-19

* Organ transplant OR 6.0 (4.37-7.61)

* Rheumatoid arthritis 1.30 (1.21-1.38)

* Other immunosuppressive condition 2.75 (2.1-3.62)
* Patients with IBD are NOT at increased risk
* Higher risk for

* Prolonged SARS-CoV-2 infection and shedding

* Case reports in oncology patients

Williamson et al. Factors Associated with COVID-19-related Death Using Open SAFELY. Nature 2020.

Truong et al. Persistent SARS-CoV-2 Infection and Increasing Viral Variants in Children and Young Adults With Impaired Humoral Immunity. medRxiv 2021.

Hensley et al. Intractable Coronavirus Disease 2019 (COVID-19) and Prolonged Severe Acute Respiratory Syndrome Coronavirus 2 (Sars-CoV-2 ) Replication in Chimeric Antigen Receptor-
Modified T-Cell Therapy Recipient: A Case Study. CID 2021

Baang et al. Prolonged Severe Acute Respiratory Syndrome Coronavirus 2 Replication in an immunocompromised Patient. JID 2021

Choi et al. Persistence and Evolution of SARS-CoV-2 in an Immunocompromised Host. NEJM 2020

Helleberg et al. Persistent COVID-19 in an Immunocompromised Patient Temporarily Responsive to Two Courses of Remdesivir Therapy. JID 2020

@Vir‘tual Grand Rounds universe.gi.org
Immunocompromised people and SARS-CoV-2
infection in vaccinated individuals

* More likely to have breakthrough infection

* 44% of hospitalized breakthrough cases are immunocompromised people in US
study

* These were solid organ transplant or hematologic malignancy
* Out of 152 breakthrough cases, 40% were in immunocompromised people in

* Common causes of immunosuppression were chronic corticosteroids
treatment, chemotherapy, or anti-metabolite treatment, solid organ
transplantation and anti-CD20 treatment.

Tenforde et al. Effectiveness of SARS-CoV-2 mRNA Vaccines for Preventing Covid-19 Hospitalizations in the United States (2021) DOI: https://doi.org/10.1101/2021.07.08.21259776

Brosh —Nissimiv et al. BNT162b2 vaccine breakthrough: clinical characteristics of 152 fully-vaccinated hospitalized COVID-19 patients in Israel (2021) https://doi.org/10.1016/j.cmi.2021.06.036

American College of Gastroenterology
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Percent of subject with antibody response
after two mRNA vaccine doses by condition

. Healthy
Controls:
95%-100%

Percent with antibody
response (%)

Darker blue color is
hematologic cancers

: : Immunosuppressive
[ Cancer ] [ Hemodialysis ] Organ Transplant

iverse.gi.org

© e iBieets who were seropositive after two doses of
MRNA vaccine on Immune-modifying therapy

1 3 4 5
@ Prevent IBD @ corrale IBD Hercules IBD autoimmune rheumatic © covaripad @ Solid organ transplant

Pozdnyakova V, et al. Gastroenterology 2021, Kappelman MD,. Gastroenterology. 2021, Caldera (under review),
Boyarsky BJ, K, et al. Jama 2021;325:2204-2206, Deepak et al, Annual of Internal Medicine
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Randomized Trial of a 3rd Dose of Moderna Vaccine
in Transplant Recipients (n=120)

BD Antibodies after o BD Antibodies before and after Third Dose

100,000

* RBD antibody (2100 U/ml) 1 month
post dose 3:

* 33 of 60 patients
* (55%) vaccine group

°vs.
* 10 of 57 patients
* (18%) placebo group

Hall et al. (2021) NEJM. Randomized Trial of a Third Dose of mRNA-1273 Vaccine in Transplant Recipients.
DOI: 10.1056/NEJMc2111462

Virtual Grand Rounds universe.gi.org

FDA: Emergency Use Authorization (EUA)
Amendment

* August 12, 2021: FDA Authorizes Additional Vaccine Dose for Certain
Immunocompromised Individual

v'Other fully vaccinated individuals do not need an additional dose right now
v'Amendment applies to:

v'Pfizer-BioNTech COVID-19 Vaccine (BNT162b2) (>12 years old)

v'"Moderna COVID-19 vaccine (mRNA-1273) (>18 years old)

* Due to insufficient data, the EUA amendment for an additional dose does not
apply to Janssen COVID-19 vaccine or individuals who received Janssen COVID-19
as a primary series

American College of Gastroenterology 19
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ACIP Recommendation

On August 13, 2021

* ACIP made an interim recommendation for use of an additional dose of an mRNA
vaccine for moderate to severely immunocompromised individuals.
* An additional dose of
- Pfizer-BioNTech COVID-19 vaccine (BNT162b2) (>12 years old)
- Moderna COVID-19 vaccine (mRNA-1273) (>18 years old)

Moderna Moderna
vaccine two additional
dose series dose

@) Virtual Grand Rounds universe.gi.org

Moderate to Severely Immunocompromised
People

* Active treatment for solid tumor and hematologic malignancies
* Receipt of solid-organ transplant and taking immunosuppressive therapy

* Receipt of CAR-T-cell or hematopoietic stem cell transplant (within 2 years of
transplantation or taking immunosuppression therapy)

* Moderate or severe primary immunodeficiency (e.g., DiGeorge, Wiskott-Aldrich
syndromes)

* Advanced or untreated HIV infection

* Active treatment with high-dose corticosteroids (i.e., 220mg prednisone or equivalent per
day), alkylating agents, antimetabolites, transplant-related immunosuppressive drugs,
cancer chemotherapeutic agents classified as severely immunosuppressive, TNF blockers,
and other biologic agents that are immunosuppressive or immunomodulatory

*General Best Practice Guidelines for Immunization, CDC Yellow Book, IDSA 2013 guidelines

American College of Gastroenterology
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Role of an Additional Dose

Two roles of an additional dose

* Additional dose after an initial primary vaccine series:
* administration of an additional dose when the initial immune response
following a primary vaccine series is likely to be insufficient

* E.g. Hepatitis B vaccine
* In older adults or those on anti-TNF therapy

Hep B series with Anti-HBs Complete
an anti-HB < 10 < 10ml 2nd series

@) Virtual Grand Rounds universe.gi.org

Booster dose: my thoughts

* Booster dose: a dose of vaccine administered when the initial sufficient immune
response to a primary vaccine series is likely to have waned over time.

* Need and timing of a COVID-19 booster have not been established
* E.g. Influenza vaccine

American College of Gastroenterology
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Booster dose: my thoughts

* Not uncommon for a vaccine series to require several doses

* Vaccines that require > 1 dose do not necessarily mean annual boosters needed

* For many vaccines, the final dose is given at least 6 months after the initial
dose

Vocane [tvdose [zdoe  [aavoe

Herpes zoster (shingles) Initial 2-6 months
Hepatitis A Initial 6 months
Hepatitis B Initial 1-2 months 6 months

Human papillomavirus (HPV) Initial 1-2 months 6 months

Virtual Grand Rounds universe.gi.org

CDC update on Pregnancy

* Pregnancy is associated with increased risk of severe illness from COVID-19

* COVID-19 associated with pregnancy complication and adverse pregnancy
outcomes

* Vaccine uptake by pregnant people overall 23%
* Data from CDC v-safe COVID-19 vaccine registry

* Included 2456 pregnant people enrolled in v-safe pregnancy registry
* Risk of Spontaneous Abortion was not higher after mRNA immunization

Receipt of mRNA COVID-19 vaccines preconception and during pregnancy and risk of self-reported spontaneous
abortions, CDC v-safe COVID-19 Vaccine Pregnancy Registry 2020-21 | Research Square

American College of Gastroenterology 29
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CDC Recommendation for Pregnant People

* COVID-19 vaccination is recommended for all people aged 12 years
and older, including people who are pregnant, lactating, trying to get
pregnant now or might become pregnant in the future

* Breast Feeding mothers

* Antibodies developed from mRNA COVID-19 vaccines present in
breast milk

* Fertility
*No evidence that any COVID-19 vaccines cause fertility problems

@Vir‘tual Grand Rounds universe.gi.org
Update on Considerations of mRNA
COVID-19 vaccines

* People with a history of myocarditis or pericarditis
* Occurred predominantly in males aged 12-29 days
* If develop myocarditis after a first dose of an mRNA COVID-19 vaccine defer
receiving the second dose.
* People with a history of Bell’s palsy
* Insufficient for FDA to conclude that these cases were related to vaccines

American College of Gastroenterology
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Special Considerations for J&J COVID-19
vaccines

* People with a history of Guillain-Barré syndrome
* Increased risk of GBS during 42 days following Janssen vaccination

* No risk with mRNA vaccines

* Women aged < 50 years
* Any vaccine, but this group highest rate of TTS per vaccine doses administered

* People with a history of thrombosis or risk factors for thrombosis
* Since etiology of TTS associated with Janssen COVID-19 vaccine is unclear

¢ Should be offered an mMRNA COVID-19 vaccine

_ Virtual Grand Rounds universe.gi.org

Checking antibody post immunization

- 18-55yrofage - 56-70yrofage - =71 yrofage

A Receptor-Binding Domain ELISA
10?_

106
1054

104+

End-Point Titer

American College of Gastroenterology

9/2/2021

24



9/2/2021

y) Virtual Grand Rounds universe.gi.org

Checking antibody post immunization

- 18-55yrofage —+ 56-70yrofage - =71 yrofage

A Receptor-Binding Domain ELISA
107+

ELISA A 0

Elisa B

End-Roint Titer

N Doria-Rose et al. N Engl J Med 2021;384:2259-2261

) Virtual Grand Rounds universe.gi.org

Conclusion

* ACIP decision on additional dose mostly based on data from solid organ
transplant.

* New data shows vaccines are safe in pregnancy
* Few contraindications that prohibit COVID-19 immunization
* Do not use a commercial assay to evaluate for post immunization antibodies.
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Thank you

Fcaldera@medicine.wisc.edu
@dr_fcalderaibd

@) Virtual Grand Rounds universe.gi.org
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Objectives

* Explain the impact of COVID-19 on solid organ transplant recipients
(SOTr), particularly liver transplant recipients

* Discuss the immunogenicity of the mRNA COVID-19 vaccine in SOTr

* Provide an update on the ACIP recommended additional dose of the
MRNA vaccine for SOTr

@J Virtual Grand Rounds universe.gi.org

Impact of COVID-19 on Solid Organ Transplant
Recipients (SOTr)

COVID-19 infection in SOTr may be of greater severity than in non-
immunosuppressed hosts-2:

High rate of comorbidities

1AST FAQs for Organ Transplantation. Updated 8/9/21
2Akalin E et al. NEJM 2020
3Pereira MR et al. Am J Transplant 2020
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Impact of COVID-19 on SOTr

* NYC Experience: March — April 202112
* Pereira et al, Am J Transplant 2020
* 90 SOTr analyzed
* 76% of all pts were hospitalized
* 30% with severe disease (ICU admission, intubation, death)
* 18% of pts died overall while 52% of ICU pts died

* Akalin et al, NEJM 2020
* 36 kidney transplant pts
* 78% hospitalized
* 28% died, while 64% of intubated pts died

Afol Virtual Grand Rounds

~ Impact of COVID-19 on SOTr

Time to Death Stratified by T pl

universe.gi.org

1Akalin E et al. NEJM 2020
2Pereira MR et al. Am J Transplant 2020

universe.gi.org

t Status of Inpatient:

Chaudhry et al, Am J Transplant. Nov
2020

47 SOT recipients vs 100 controls
Higher % of comorbidities

17% mortality overall

% Survival

58% of those requiring
mechanical ventilation died

Interestingly, transplant status
was not associated with
mortality

10

+ Censored

T
20

Time to Death in Days

Status Non-Ti - Recipient
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Impact of COVID-19 on SOTr

Periera et al, March 2020 - May 2020 ' o, Lo
117 SOTr vs 305 non-SOT pts '

Higher rate of ICU admission
(32.5% vs 27.7%)

universe.gi.org

Survival Probability

Mortality was not different (23.08%
in SOTr vs 23.14% in controls)

Chronic immunosuppression may 00

Case

not be an independent risk factor gontel
for poor outcomes

Periera et al. Transpl Infect Dis. 2021

Virtual Grand Rounds

Impact of COVID-19 on SOTr

universe.gi.org

* Overall, 28-day mortality among hospitalized SOTr pts is high: 20.5%?

* Older age, lung disease, congestive heart failure, obesity are associated with
mortality

* Immunosuppression does not seem to be the driver of mortality

Kates et al. Clinical Infectious Dis. Aug 2020.
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Immunogenicity in SOTr with mRNA vaccination

* SOTr have generally been observed to have lower antibody responses to
mRNA COVID vaccines than immunocompetent pts!-’

* Ranging from ~30 — 58%
* Several different immunoassays are used between studies

* Antimetabolite-containing immunosuppression (i.e. mycophenolate
mofetil) appears to negatively influence immune response®8

1Chavarot et al, Transplantation 2021. 2Holden et al, J Int Med 2021. 3Benotmane et al, Kidney Intern 2021. “Mazzola et al, CID 2021.
SMarinaki et al, Am J Transplant 2021. ®Miele et al, Am J Transplant May 2021. "Olivier et al, Annals of Int Med 2021. 8Rashidi-Alavijeh J et al. Vaccines (Basel). 2021 Jul

Virtual Grand Rounds universe.gi.org

Immunogenicity in SOTr with mRNA vaccination

Figure. Antibody Levels of Study Participants After 2-Dose Series of SARS-CaV-2 mRNA Vaccine

* 658 SOTr assessed

[&] Anti-receptor-binding domain of SARS-CoV-2 [8] Anti-s1 domain of SARS-CoV-2 spike protein
spike protein

2250 o 12

e
o W

* 1t dose: 15% antibody response

N
O
%

*00™ g0 W& §

* 2" dose: 54% antibody response

o Re  AS
_{_,,QLO‘\.. -

* Antimetabolite
immunosuppression was
associated with poor humoral
response

Total Ig antibody, Uj/mL
19G antibody, arbitrary units

Boyarsky BJ et al. JAMA. March 2021
Boyarsky BJ et al. JAMA. May 2021
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ulmmunogenicity in Liver Transplant Recipients (LTr)
with mRNA vaccination

Figure. Prevalence of anti-SARS-CoV-2 antibodies at 4 wk after
the second vaccine dose in all transplant patients and by type
of organ transplant.

Transplants

Overall (n=367)

Kidney (n =271)

Liver (n =58)

Thoracic organs (n =33)

Pancreas (n =5)-

0 40 60 80 100
Prevalence of Anti-SARS-CoV-2 Antibodies, %
Olivier et al. Annals of Int Med. May 2021

) Virtual Grand Rounds universe.gi.org

Immunogenicity in LTr with mRNA vaccination

Immunogenicity to SARS-CoV-2 vaccination among liver transplant recipients

. Positive antibody
response
47.5%

Pfizer-BioNTech
BNT162b2

p <0.001

25 healthy controls

Rabinowich et al. J Hepatology. Aug 2021
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Predictors of vaccination failure
in liver transplant recipients:

Age

1 OR 1.3 (1.17-1.95)

) Virtual Grand Rounds

universe.gi.org

Immunogenicity in LTr with mRNA vaccination

Rabinowich et al. J Hepatology. Aug 2021

universe.gi.org

Immunogenicity in LTr with mRNA vaccination

* 43 LTr vs 20 healthcare workers (HCWs,
controls)
* 79% LTr vs 100% control developed
antibodies (p=0.047)

* |gG titer was significantly lower in LTr
vs control: 215 vs >2080 BAU/mL,
p=0.0001.

* Pts receiving mycophenolate mofetil
had reduced vaccination response

64
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Risk of Breakthrough COVID-19 Infection in
SOTr

* Qin et al, Transplantation 20211
* 18,215 vaccinated SOTr?! According to the CDC, there were:

* 151 (0.83%) breakthrough infections
10,262

* Mortality rate among breakthrough infections T
breakthrough SARS-CoV-2 infections

WEN 93% in the U.S. among the first 101 million
o q q 5 full inated le.
* vs 20.5% from de novo infection in unvaccinated SOTr?2 A

Healic™

* Compared to general population, SOTr’s have 82-fold
higher risk of breakthrough infection

Qin CX et al. Transplantation. July 2021
2Kates OS. CID Aug 2020

f /J Virtual Grand Rounds universe.gi.org

Randomized Trial of a 3™ dose of Moderna

Vaccine in SOTr

* Hall et al.
* N=120

. Primary outcome = anti-receptor binding A Anti-RBD Antibodies after Third Dose B Anti-RBD Antibodies before and after Third Dose
domain (RBD) >100 U/mL wowey  — 100,0000-
* 55% (33/60) of mRNA-1273 group N .
vs £ 8335 £
* 18% (10/57) in placebo group S wmoy et .:: g 1000
* (RR3.1,95% Cl 1.7 — 5.8, p<0.0001) % o P ,:.ii ,,,,, R
2 °e ®® é
* Adverse events: I °3s i
* Slightly more local and systemic events 101 '.',' e 10
after 3™ dose. P —
o NO grade 3 or 4 events o mRNA-1273 Placebo ot Before  After Before  After
* No cases of acute rejection mRNALETS

Hall et al. NEJM. Aug 2021

66
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Randomized Trial of a 3™ dose of Moderna
Vaccine in SOTr

* Secondary outcomes:
* Enhanced viral percent neutralization (Figure 1C)
* Increased SARS-CoV-2-specific polyfunctional CD4+ T cell response (Figure 1D)

C Neutralization before and after Third Dose D Polyfunctional CD4+ T Cells after Third Dose

100 10%4

80+

60+

404

Neutralization (%)
(per 106 CD4+ T cells)

204

SARS-CoV-2-Specdific CD4+ T Cells

0

Before  After Before  After
mRNA-1273 Placebo

Hall et al. NEJM. Aug 2021

Virtual Grand Rounds universe.gi.org

Three doses of mMRNA COVID-19 Vaccine in
SOTr

* 396 SOTr

» 277 kidney transplant, 69 liver transplant
and 50 other

* 232 pts were seronegative before 3™ dose
* 45.3% turned positive after 37 dose

* Higher seroconversion rate: Younger pts

* Lower seroconversion rate:

* Pts on mycophenolic acid, belatacept or
triple immunosuppression

Del Bello et al. Am J Transplant. July 2021

Kamar et al. NEJM June 2021.
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Recommendations for a 3 dose of mMRNA
Vaccine in SOTr

* Severe COVID-19 has been reported in vaccinated SOTr pts'-

* Serologic response after 2 doses of mRNA vaccination is lower than
immunocompetent controls

* Quantitative titers were typically below median titer in immunocompetent pts
* (however, level of protective antibody is unknown)

* Breakthrough infections after vaccination in SOTr are higher than general
population

Therefore, a third dose of the mRNA vaccine (Pfizer or Moderna) is
recommended at least 28 days after the second dose.

1AASLD Expert Panel Consensus Statement. Aug 30, 2021.
2AST FAQs for Organ Transplantation. Updated 8/9/21
3Caillard et al. Kidney Int. 2021 Aug

“Werbel et al. Ann Intern Med. June 2021

Virtual Grand Rounds universe.gi.org

Summary

SOTr, including, liver transplant recipients are likely at increased risk of severe COVID-
19 infection

All SOTr should be vaccinated against COVID-19
- Priority should be to vaccinate pre-transplantation (ideally completing the series 2
wks prior to transplant).

Immunogenicity is low after vaccination
Vaccinated SOTr remain at risk of COVID-19 infection. Masking is still recommended.

Available data suggest that SOTr have an enhanced immune response to an additional
dose of vaccine.

Therefore, a third dose of the mRNA vaccine (Pfizer or Moderna) is recommended at
least 28 days after the second dose in those that received the mRNA series.
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What an Additional Dose of the
COVID-19 Vaccine Means for Patients with IBD

David T. Rubin, MD, FACG

Joseph B. Kirsner Professor of Medicine

Chief, Section of Gastroenterology, Hepatology and Nutrition
University of Chicago

RubinLab.uchicago.edu
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What an Additional Dose of the
COVID-19 Vaccine Means for Patients with IBD

David T. Rubin, MD, FACG
Joseph B. Kirsner Professor of Medicine
Chief, Section of Gastroenterology, Hepatology and Nutrition

University of Chicago

RubinLab.uchicago.edu
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Why this is so important to patients with
Inflammatory Bowel Disease
(and their providers!)

* IBD is a condition of an abnormal immune response

* Therapies for IBD are predominantly immune-based and immune-
modifying or (less often) immune suppressive

* There has been increased concern and fear that the therapies for IBD
are increasing risk of severe COVID-19 outcomes (but they don’t!)

* CDC and FDA information is not specific to IBD and confusing (for all
of us)

73
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What are the COVID-19 Outcomes in
Patients with IBD?

74
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* 2 retrospective studies evaluated
infection rates in IBD compared with
the general population

* No significant difference in infection,
hospitalization, or death rates in IBD
versus the general population

Number of Patients
with IBD

Number of non-IBD
Patients

Rate of COVID-19

Infection in IBD Cohort

Rate of COVID-19
Infection in non-IBD
Cohort

universe.gi.org

Patients With IBD Do Not Experience an Increased
Risk of COVID-19 Infection or Severe COVID-19

U.S. Veterans Affairs Dutch National
Healthcare System Cohort

38,378 34,763
General population of
67,433 the Netherlands:
~17.2 million

287.6 per 100,000

0,
87(0.23%) [95% Cl 236.6-349.7]

333.0 per 100,000

9
132(0.20%) [95% Cl 329.3-336.7]

0.29 0.15

Khan N, et al. Am J Gastroenterol. 2021 Apr;116(4):808-810.
Derikx LAAP, et al. J. CRohn's Colitis. 2021 Apr;15(4):529-539.

75
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What are the Risks of IBD Therapies and
COVID-19?

76
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* SECURE-IBD update 31 Aug 2021: n=6438

* Earlier analysis of n = 2,035 patients from up
to Aug 2020

* Corticosteroids are associated with increased
risk of severe COVID-19

* Biologic therapy (predominantly anti-TNF) is
associated with decreased risk of severe
COVID-19

* No significant association with 5-ASAs and
severe COVID-19 (contrary to earlier reports)

universe.gi.org

Corticosteroids Associated with Increased Risk of
Severe COVID-19

Table 3 Association of non-IBD idities and adverse COVID-
19 outcomes (hospitalization and death) in IBD patients with
COVID-19 in the SECURE-IBD registry in a composite model

Variable® aO0R (95% CI) P value
Asthma 1.96 (1.24-3.11) 0.004
Diabetes 195 (1.22-3.11) 0.005
Cancer 1.87 (0.94-3.75) 0.076
Cardiovascular disease 1.34 (0.87-2.06) 0.186
Chronic liver disease 1.97 (1.14-3.39) 0.015
Chronic kidney disease 3.02 (1.45-6.31) 0.003
COPD 2.92 (1.32-6.48) 0.008
Hypertension 1.50 (1.07-2.10) 0.018
Other chronic lung disease 2.38 (1.06-5.35) 0.035
Age 1.03 (1.02-1.04) <0.001
Male sex 1.22 (0.97-1.53) 0.083

5-ASA 1.13 (0.88-1.45) 0343
Corticosteroids 2.90 (2.09-4.03) <0.001

Biologic therapy 0.51 (0.40-0.65) <0.001

SECURE-IBD Surveillance Epidemiology of Coronavirus Under
Research Exclusion for Inflammatory Bowel Disease, COVID-19 cor-
onavirus disease 2019, COPD chronic obstructive pulmonary disease,
5-ASA 5-aminosalicylic acid, @OR adjusted odds ratio, CI confidence
interval

Parekh R, et al. Dig. Dis. Sci. https://doi.org/10.1007/s10620-021-07104-0. 2021.

77
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What are the Vaccine Recommendations
for Patients with IBD?

78
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COVID-19 Vaccine Recommendations for

SARS-CoV-2 vaccination for patients
with inflammatory bowel diseases:
recommendations from an international
consensus meeting

Corey A Siegel @' Gil Y Melmed,? Dermot PB McGovern,

Victoria Rai,>* Florian Krammer,” David T Rubin @, Maria T Abreu,®
Marla C Dubinsky @, on behalf of the International Organization for
the Study of Inflammatory Bowel Disease (I0IBD)

Gut. 2021;70(4):635-640.

People with IBD

Box 1 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 (10IBD)

>

[

Patients with IBD should be
vaccinated against SARS-CoV-2.

The best time to administer SARS-
CoV-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.

79
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How do Patients with IBD Respond to the
Vaccine?

80
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How do Patients with IBD Respond to the Vaccine?

universe.gi.org

Study Name Number of IBD Patients

Main Finding

Patients on infliximab had lower seroconversion, defined

CLARITY-IBD Kennedy et al. Gut as 215U/mL IgG spike protein, at week 16 after two
Lin et al. 2052 (2 doses mRNA on IFX) Preprint doses of Pfizer-BioNTech or AstraZeneca vaccine than
925 (2 doses mRNA on VDX) patients on vedolizumab.
Adverse events due to COVID-19 infection were similar in
CORALE Botwin et al. 246 (2 doses mRNA) Am J Gastroenterol [PEEHIEAES Wi (21D GeEIiee] €0 31 e e,

Adverse events were less common in patients with IBD
receiving biologic or small molecule therapies.

300/317 patients (95%) with I1BD after mRNA 2-dose
vaccination had detectable antibodies 5 months post
vaccination. IBD therapy did not significantly decrease

PREVENT-COVID Kappelman et al. 317 (2 doses mRNA) Gastroenterology antibody titers. Corticosteroids depressed antibody titers
but did not have a significant effect on vaccine
immunogenicity, measured as IgG spike protein titers 8-
weeks post 2" dose > 10 pg/ml.

No significant difference in seroconversion in patients
Gastroenterology with IBD versus healthy controls after 2 doses of mMRNA
vaccine.

15 (2-doses mRNA vaccine)

e JcheEtl 33 (1-dose mRNA vaccine)

THE UNIVERSITY OF

t |CLARITY PREVENT R B CHIcAGO
) [IBD poai s COV#D %IE - e

https://www.clarityibd.org/ https://www.corale-study.org/ https://www.ibdpartners.org/preventcovid https://www.icarusibd.org/ Email: covidvaccine.ibd@lists.uchicago.edu
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Anti-sars-cov-2 Antibody Responses are Attenuated in Patients
with IBD Treated with Infliximab when Only One Dose Given

BNTiE? aNTiEm2 ChAGOR1 nCav-18 ChAGOXT nCov-18
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Kennedy NA, et al. Gut. 2021;70:865-875.
Lin S, et al. Research Square. 2021 July 30. Preprint.
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IBD Therapy Does Not Reduce Vaccine Immunogenicity

Anti-RBD Total Ig Anti-RBD IgG Anti-Spike 16

* IBD: n =48 (CD = 23, UC = 25)

COV2T Index Value
'SCOVG Index Value

* Controls: n=43 (14 healthcare workers,
29 research controls)

* 100% seropositivity after 2 doses of

either mRNA vaccine in patients with B s
IBD, regardless of therapy mil l §
g fﬁ oo J; %

f SARS-CoV-2 antibody measurements in 1BD patients after completing 2 doses of
ation by (4) medications and (B) vaccine make. Differences between groups were
e noted. *P < .05, P < .01

&
&0
Supplementary Figure 1. Compari
prsimiatont AN
nonsignificant (P > .05) unless other

Wong SY, et al. Gastroenterology. 2021 Aug; 161(2):715-718.e4.
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IBD Therapy Does Not Reduce Vaccine Immunogenicity

. AII patients received tWO i . Lab titer by medication . - . Lab titer by medication among patients with rmuralst.emwd use
doses of an mRNA vaccine L R B '
* Pfizer-BioNTech = 173 -
* Moderna =144 o o s . .
: ; . P -
* No significant difference e | $ % é —— i }
between spike protein IgG L ﬁm B, B Q o W B, B B, N Em i R
titer levels in patients on R P N G I P G

a o
oF N o e e N
el < o N &

varying IBD therapies "

PREVENT

COViD

Kappelman MD, et al. Gastroenterology. 2021 Jun 15:50016-5085(21)03127-9.
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Patients on Infliximab Have Waning Antibodies After
Second Dose of mRNA Vaccine

SeropOSitiVIty - BNT162b2 ChAJOx1 nCoV-19
threshold of 15U/L /\\\&r
* Attenuated antibodies in patients SN N/\"“L e H
on infliximab at week 20 post é & J\.‘ i
second dose of Pfizer-BioNTech i . e
(BNT162b2) or AstraZeneca 5  frerei
(ChAdOx1 nCoV-19) }"’“\ A
* Greater attenuation in patients i A i
without prior COVID-19 infection o s
. 2y CLARITY ‘Weeks since vaccine
*~LIBD

Lin S, et al. Research Square. 2021 July 30. Preprint.
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Anti-SARS-CoV-2 Vaccine Has Not Been Shown to Cause IBD Flares

oooooooooo

nnnnnnnnnnnn
sssssssss

* n=246 with IBD who received both S S
doses of either the Pfizer-BioNTech m —m_
or Moderna mRNA vaccines; similar I —

adverse events as general
population

* Sore arm, headache, and fatigue are
the most common adverse effects of - = _
the vaccine e

* No increase in IBD flares was
observed

mmmmmmmm
yyyyyyyyyy

aaaaaaaaaaaaaaaaaaaaa
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Are Vaccine Recommendations Different for
Patients with Rheumatoid Arthritis on the
Same Immunomodulators as Patients with IBD?

88
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American College of Rheumatology Does Not Recommend
Altering Therapy Before or After Vaccination

* ACR consensus statement (4 August 2021) ultimately did not recommend
adjustment in timing of immunomodulator therapies in relation to vaccination

* ACR task force considered modifying therapy timing in patients receiving
methotrexate or JAK inhibitors based on data from studies of influenza and
pneumococcal vaccinations in patients with RA

* No clinical or real-world evidence from COVID-19 vaccines to support withholding
treatment

Curtis JR, et al. Arthritis Rhematol. 2021 Aug 4. E-pub.
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Should Patients with IBD get a Third Dose of
the Vaccine?

90
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The Difference Between an Additional Dose and a
Booster

* A dose is part of the primary series of vaccinations that is needed to produce an
immune response that is protective against the virus

* A booster strengthens immune memory in people whose immune response may
have weakened over time

91
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CDC Recommendations on Additional Vaccine Doses and Boosters

* CDC recommends individuals should get a
third vaccine if:

1. Previously received 2 doses of an mRNA vaccine

2. Currently taking select therapies, including anti-TNF
and anti-metabolites

3. “Other biologic agents that are immunosuppressive
or immunomodulatory”

4. High dose steroids (prednisone 220 mg/d or
equivalent for 22 weeks)

All other individuals are recommended to
get a booster 8 months after second
mMRNA vaccination

Evidence to Recommendation

Framework:

An Additional Dose of mRNA COVID-19 Vaccine
Following a Primary Series in
Immunocompromised People

Dr. Kathleen Dooling, MD, MPH
Advisory Committee on Immunization Practices
August 13, 2021

cdc.gov/coronavirus

CDC Advisory Committee on Immunization Practices. "Evidence to Recommendation." 2021 Aug 13.
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Crohn's & Colitis Foundation Position Statement on
Additional Vaccines

* The Crohn’s & Colitis Foundation supports
eligible IBD patients getting vaccinated

* The Foundation recognizes that most
patients with IBD are not considered
immunosuppressed and therefore should
not need an additional vaccine

* Supports and encourages social distancing,

mask wearing, and other strategies to
mitigate the spread of the coronavirus

COVID-19 Vaccine Additional
Dose

Position Statement

CROHN’S\ Y
&COLITIS
FOUNDATION

Crohn’s & Colitis Foundation. "COVID-19 Vaccine Additional Dose Position Statement." 2021 Aug 26.
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Summary of 3rd Dose Recommendations for Patients with IBD
-, ’7 from the CDC and Advisory Committee on Immunization Practices
7

";,’;5;}%/, (as of 31 Aug 2021)

Immunomodulators Corticosteroids farestecEynthetc

Anti-Integrin and Small Molecules
Anti-IL12/23

Anti-TNF (thiopurines and (prednisone 2 20mg or

methotrexate) equivalent) (tofacitinib and

ozanimod)

Pfizer-

eligible 28 days post

eligible 28 days post eligible 28 days post eligible 28 days post

BioNTech and No comment
second dose second dose second dose second dose
Moderna
Johnson & No recommendation No recommendation No recommendation No recommendation No recommendation
Johnson yet yet yet yet yet

(Notes: a 3" dose is not the same as a booster and “eligible” doesn’t mean it is needed in IBD. We will all likely need boosters.)
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Practical Considerations for Vaccines for Patients
with IBD: What Should You Do? (my comments)

* Patients with IBD should be vaccinated. Two dose vaccines are preferrable, especially if on anti-TNF
based on data.

* Reassure patients that they are not at increased risk of bad COVID outcomes (they are not at decreased
risk either, e.g., age, obesity, DM, HTN). There are NO DATA on breakthrough hospitalization or deaths
in vaccinated individuals (yet).

* Most patients with IBD on therapy beyond 5-ASA or budesonide are eligible to get a third dose now,
but technically this is a booster, not a third dose (semantics, but reassuring to remind them that they
are likely ok!)

* For patients on combination therapy with anti-TNF and thiopurine or MTX or high dose steroids, reasonable to get
the third dose/booster early.

¢ |tis recommended to receive the same mRNA vaccine as the first two doses for the third dose, but mix
and matching is probably ok (anecdote, expert opinion, early data).

* If patients received the one dose Johnson & Johnson vaccine, and on anti-TNF +/- thiopurine or MTX or high dose
steroids, reasonable to get another dose of any vaccine (anecdote, expert opinion, no data)

« Stay tuned for more information that will be coming...
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Questions?

Moderator: Speaker: Speaker:
Samir Shah, MD, FACG Francis A. Farraye, MD, MSc, MACG Freddy Caldera, DO, MS

Speaker: Speaker:
Rita German, MD David T. Rubin, MD, FACG
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