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Claim ABIM MOC Credit
3 Steps to Complete

1.

2.

3.

Actively participate in the meeting by responding to
guestions

Complete your post-test and evaluation at the conclusion
of the webcast

Be sure to fill in your ABIM ID number and DOB
(MM/DD) on the evaluation so we can submit your credit

to ABIM
ABIM
@ACCREDITED



CME for MIPS Improvement Activity

Required Steps to Claim CME Credit as an MIPS Improvement Activity

® Actively participate by responding to ARS questions
® Complete the activity post-test and evaluation at the link provided

® Over the next 90 days, actively work to incorporate improvements
In your clinical practice from this presentation

® Complete the follow-up survey from CME Outfitters in
approximately 3 months

CME Outfitters will send you confirmation of your participation
to submit to CMS attesting to your completion of a CME for
MIPS Improvement Activity

I
CME . MIPS
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Learning
Objective

Examine the latest evidence on current and
emerging treatment and prevention strategies
for COVID-19 and its associated symptoms in

Gl patients.




COVID-19: Key Facts

® There are hundreds of coronaviruses
e Most circulate among animals (pigs, camels, bats, cats)

® Sometimes jump to humans (SARS 2002-2004) (MERS 2012)
® COVID-19 caused by SARS-CoV-2

® Incubation median 4-5 days, range 2-11.5 days

® Clinical presentation

® Respiratory tract infection (fever, cough)
® New loss of taste or smell

e Bilateral pneumonia, lymphopenia
® Gl involvement

e May cause immune-mediated reaction and cytokine-like
syndrome

COVID-19 = coronavirus disease 2019; GI = gastrointestinal; MERS = Middle East respiratory syndrome; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2

van Doremalen N, et al. New England Journal of Medicine (NEJM) Website. 2020. https://www.nejm.org/doi/full/10.1056/NEJMc2004973?query=featured_home.

Guan W, et al. NEJM Website. 2020. https://www.nejm.org/doi/pdf/10.1056/NEJM0a2002032?articleTools=true. Lauer SA, et al. Annals of Internal Medicine Website. 2020.
https://annals.org/aim/fullarticle/2762808/incubation-period-coronavirus-disease-2019-covid-19-from-publicly-reported. Pan L, et al. Am J Gastroenterol. 2020 March 18.
[Epub ahead of print]. Image from National Institute of Allergy and Infectious Diseases Website. 2020. https://www.niaid.nih.gov/diseases-conditions/coronaviruses.



When to Suspect COVID-19

® Fever or chills e Known exposure to infected
e Cough person | |
e Shortness of breath or difficulty breathing ® Abnormal ChESt imaging
e Fatigue ® Lymphopenia (low WBC)
e Muscle of body aches e Elevated CRP
e Headache Emergency warping signs
e New loss of taste or smell ® Trouble breathing
e Sore throat ® Persistent pain or pressure in
. the chest
e Congestion or runny nose o New confusion
e Nausea or vomiting .
_ ® |nability to wake or stay awake
® Diarrhea

® Bluish lips or face

CRP = C-reactive protein; WBC = white blood cell count
Centers for Disease Control and Prevention (CDC) Website. 2020. https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html.



Stages, Symptoms, and Potential Treatments

Stage 0 Stage 1 Stage 2 Stage 3
@ | No infection : Early infection : Lung inflammation : Hyperinflammation
g L] L]
“i Number of patients
Q | Pre-infection/ Viral response Host inflai'nmatory response
> exposure :
=D5 Time Course =D10 -
Clinical NBIE Fever, dry cough, Shortness of ARDS, SIRS/shock
symptoms diarrhea, headache breath hypoxia cardiac failure
' Vaccines/oral Fever-reducing agents -7 Antibacterials
Interventions e ucing ag -~ Immunosuppressants
- anti-virals Anti-virals e Mechanica \?entilators

Therapeutic window for anti-viral treatment

ARDS = acute respiratory distress syndrome; SIRS = systemic inflammatory response syndrome
Siddigi HK, Mehra MR. J Heart Lung Transplant. 2020;39(5):405-407.



Current World Numbers

Recorded December 8, 2020

COVID-19 Global Cases by Johns Hopkins CSSE. ArcGIS Website. 2020.
https://www.arcgis.com/apps/opsdashboard/index.html#/85320e2ea5424dfaaa75ae62e5c06e61.

Total Cases

67,916,341
Total Deaths

1,551,120

192
countries/regions




COVID-19: Gl Involvement

® 55% of patients have fecal samples positive for SARS-CoV-2 RNA,;
live virus has been detected

® Stools remain positive for a mean of 28 days (vs. 17 days for respiratory)
after first symptom

® Around 30% of hospitalized patients have Gl symptoms:
® Anorexia, diarrhea, vomiting, abdominal pain
e Can precede URIl/fever
® Can be sole manifestation
® Severe disease/ICU more common with Gl symptoms
e Consider COVID-19 in patients with IBD if fever, URI, unusual Gl
symptoms or flare, or history of exposure

IBD = inflammatory bowel disease; ICU = intensive care unit; URI = upper respiratory infection

Wu 'Y, et al. The Lancet Gastroenterology & Hepatology. 2020;5(5):434-435. Pan L, et al. Am J Gastroenterol. 2020;115(5):766-773.
Luo S, et al. Clin Gastroenterol Hepatol. 2020;18(7):1636-1637. Cheung KS, et al. Gastroenterology. 2020;159:81-95.



Gl Manifestations in Patients with

COVID-19: Real-World Experience

Gl Symptoms on Admission ® /% of patients who are COVID-19
positive present with isolated Gl
Nausea symptoms

Vomiting

® Presence of Gl symptoms is
associated with higher risk for
252 cytokine release syndrome

® No difference in mortality between
those with and without Gl
25.9 symptoms

Abdominal Pain
Diarrhea

Red Blood per Rectum
Melena

Loss of Appetite

Loss of Taste

0 5 10 15 20 25 30
m COVID-19 Positive  mCOVID-19 Negative

Kandasamy C, et al. Presented at American College of Gastroenterology (ACG) 2020. Abstract No. P2627. Chadalavada P, et al.
Presented at ACG 2020. Abstract No. P2609.



SARS-CoV-2 Detection in Stool:
Evidence for Fecal Transmission Is Limited

Year No. of

Published Patients Findings

* 11.45% with one Gl symptom (nausea, vomiting,
diarrhea)

« ldentified novel methylation site in S protein that
changed from SARS to Wuhan and some differences to
the strain in Zhenjiang Province - may account for
change in frequency of GI symptoms

Jin X, et al Gut 2020 651

* 39 (53%) had positive stool RNA
Xiao F, etal | Gastroenterology 2020 73 » Stool remained positive in 17 patients (23.29%) after
respiratory samples were negative

Lancet * 41 (55%) had positive stool samples
Wu, et al Gastroenterol 2020 74 » Fecal samples were positive for a mean of 27.9 days
Hepatol (vs. respiratory samples — mean of 16.7 days)

» Viral RNA detected in sputum and stool samples
Wolfel R, et al Nature 2020 9 * Live virus was not isolated from stool samples
» Virus in stool is not thought to be infectious




Risks for COVID-19 Hospitalization

/Race (compared to White, Non-HispanicN

ﬂge (compared

13x
to 18-29 years) Asian » 1.2x
8x Black/African - Patients with IBD dp not
American ‘ : appear to be at a higher
Ix 5x I American Indian A0 risk for infection or severe
/Alaska Native — COVID-19

5-17 _ . .

yearst I \Hlspanlc/Latlnx _ 4.1x /

50-64 65-74 75-84 85+

years years years years Underlying conditions I
(compared to people without the conditions)

Diabetes BMI 2 40
3x 4.5x

*Including asthma, obesity, CKD, CAD, history of stroke, COPD
BMI = body mass index; CAD = coronary artery disease; CKD = chronic kidney disease; COPD = chronic obstructive pulmonary disease
CDC Website. 2020. https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/special-populations/index.html.

2 3 Conditions*
5x

Hypertension
3x

2 Conditions*
4.5x




Dexamethasone in Hospitalized Patients

with COVID-19: Preliminary Report

Randomized, controlled, open-label,
adaptive, platform trial

Dexamethasone 6 mg given once
daily for up to 10 days vs. usual care
alone

Primary outcome: 28-day mortality

Conclusion: In patients hospitalized
with COVID-19, dexamethasone
reduced 28-day mortality among
those receiving invasive mechanical
ventilation or oxygen at
randomization, but not among
patients not receiving respiratory
support

Mortality (%)

Mortality (%)

All Participants (N = 6,425)

“0"1 Rate ratio: 0.83 (95% ClI: 0.75-0.93)

p <.001

Usual care
-»—""‘—‘_

Dexamethasone

1 21 28
Days Since Randomization

Oxygen Only (N = 3,883)
1 Rate ratio: 0.82 (95% Cl: 0.72-0.94)

Usual care

—_—

I_r”r’_D’e;;r:;t;asone

-
14

Days Since Randomization

RECOVERY Collaborative Group, et al. N Engl J Med. 2020. [Epub ahead of print].

Invasive Mechanical Ventilation (N = 1,007)

Mortality (%)

Mortality (%)

%0~ Rate ratio: 0.64 (95% CI: 0.51-0.81)

Usual care

:

r Dexamethasone

i 21 28

Days Since Randomization

No Oxygen Received (N = 1,535)
%7 Rate ratio: 1.19 (95% CI: 0.91-1.55)

Dexamethasone

: Usual care

i

Days Since Randomization



Vaccine Updates

® Approved or limited-use vaccines:
e Pfizer/BioNTech (approved in Canada and other countries; emergency use in United States and
other countries)
Moderna (approved in Canada; emergency use in United States)
Gamaleya (Russia, Belarus, Argentina)
Oxford-AstraZeneca (UK, India, Argentina)
CanSino (China)
Vector Institute (Russia)
Sinopharm/Beijing Institute of Biological Products (China, UAE, Bahrain, Egypt)
Sinopharm/Wuhan Institute of Biological Products (China, UAE)
Sinovac (China)
Bharat Biotech (India)

Phase Il Phase llI Limited Approved Abandoned

> 20 > 13

Vaccines in Vaccines in Vaccines approved Vaccines
expanded large-scale for early or  approved for
safety trials  efficacy tests limited use full use

Recorded December 8, 2020
FDA = U.S. Food and Drug Administration; UAE = United Arab Emirates

New York Times Website. 2020. https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker.html.
https://www.pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-announce-vaccine-candidate-against. 2020.
https://investors.modernatx.com/news-releases/news-release-details/modernas-covid-19-vaccine-candidate-meets-its-primary-efficacy. 2020.



SARS-CoV-2 Vaccines

Number of Doses

Developer Method (Timing)

AstraZeneca/ Replication-deficient viral vector vaccine

Unic\)/;[girté/ of Injection (adenovirus from chimpanzees) 2 (0, 28 days)
Bharat Biotech Injection Inactivated SARS-CoV-2 vaccine 2 (0, 28 days)
ecombnant vacone 1
J‘?Igmggn& Injection Non-replicating viral vector 1
Moderna/NIAID Injection MRNA-based vaccine 2 (0, 28 days)
Pfizer/BioNTech Injection MRNA-based vaccine 2 (0, 28 days)
Sinovac Injection Inactivated SARS-CoV-2 vaccine 2 (0, 14 days)

combined with an immunological agent

Recorded December 8, 2020
World Health Organization Website. 2020. https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines.



How Do the Pfizer BNT162b2 and

Moderna mRNA-1273 Vaccines Work?

® MRNA-based vaccines

® The mMRNA describes the spike
protein on the outer surface of
SARS-CoV-2

® Prepares the immune system to
fight COVID-19

® The Pfizer vaccine must be stored

at -70°C while the Moderna
vaccine must be stored at -20°C

® Each has 2 doses

IM = intramuscular
Wang F, et al. Med Sci Monit. 2020;26:€924700-e924700.
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https://www.pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-announce-vaccine-candidate-against. 2020.
https://investors.modernatx.com/news-releases/news-release-details/modernas-covid-19-vaccine-candidate-meets-its-primary-efficacy. 2020.

BBC Website. 2020. https://www.bbc.com/news/health-54902908.
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Pfizer Vaccine BNT162b2 Update

® 95% effective in preventing COVID-19 (p <.0001)

o N =43,538
® 94 cases of COVID-19 have been confirmed (this was split between
vaccinated individuals and those who received the placebo)

® Protection is achieved 28 days after initiation or the 2-dose
schedule vaccine

https://www.pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-conclude-phase-3-study-covid-19-vaccine. 2020.



Moderna Vaccine mRNA-1273 Update

® 94.5% effective in preventing COVID-19 (p < .0001)
e N > 30,000

® 95 cases of COVID-19 have been confirmed (5 cases were seen in
vaccinated individuals; 90 cases were seen in those who received
the placebo)

® Protection is achieved 28 days after initiation or the 2-dose
schedule vaccine

https://investors.modernatx.com/news-releases/news-release-details/modernas-covid-19-vaccine-candidate-meets-its-primary-efficacy. 2020.



Advisory Committee on Immunization Practices:

Considerations for Vaccine Prioritization

F General

Popuiaton e High-priority target group includes:
e Highest risk medical, national security,
and other essential workers
S  Other 7|2|96 ® Rationale: protect health care _
g and essenial mition :cnfras_,tructure and other critical societal
o
C? High-risk - . unc.tlons . . . .
i ® High-risk populations include patients in
> an immunocompromised state from:
Critical ® Blood or bone marrow transplant
h:r?étgt%%rre [ |mmune. def|C|enC|e.S. .
workers e Human immunodeficiency virus (HIV)
N ® Use of corticosteroids _
Target Groups ® Hseea i(c):; E[)ighnesr immune-weakening

Mbaeyi S. CDC Website. 2020. https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-06/COVID-08-Mbaey-508.pdf.

CDC Website. 2020. https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-
conditions.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fneed-extra-precautions%2Fgroups-at-higher-risk.html.



® Risks of severe COVID-19 vary depending on age,
ethnicity, and presence of certain comorbidities

® Pharmacologic management is only recommended
In hospitalized patients requiring supplemental
oxygen

® At least 149 prophylactic vaccines are currently in
development, many in late stages
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Questions
Answers
Recorded on December 8, 2020
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Learning
Objective

Apply optimal strategies to manage patients with
IBD during the COVID-19 pandemic.




Case Study 1: Meet Jackie

* Jackie is a 24-year-old Caucasian woman
diagnosed with pan-UC 2 years ago

Has been on infliximab since the diagnosis and
IS currently in remission

Current symptoms: abdominal pain, bloody

diarrhea (6 times/day)

Infliximab trough level 2.3 pg/ml, ATI O U/mL
Physical exam with mild tenderness in LLQ
Clostridioides difficile (C. diff) negative
SARS-CoV-2 negative

ATI = antibodies to infliximab; LLQ = left lower quadrant




Audience Response

How would you proceed with Jackie?

A. Increase infliximab dosage

B. Switch to another anti-TNF

C. Switch to vedolizumab

D. Switch to ustekinumab

E. | don’t know; tell me the answer



Are Patients with IBD at Increased Risk of

COVID-19?

® No increased rates of COVID-19 among patients with
IBD

e Madrid study: Patients with IBD had a significantly lower

standardized risk of COVID-19 compared to the general
population

® Moderate-to-severe IBD activity and steroid use were
associated with higher rates of infection

Slide courtesy of Miguel Regueiro, MD

Lukin DJ, et al. Gastroenterology. 2020;159(4):1541-1544.e1542. Ouali SE, et al. Cleve Clin J Med. 2020 June 18. [Epub ahead of print].
Taxonera C, et al. Aliment Pharmacol Ther. 2020;52(2):276-283.



Presentation of COVID-19 in Patients with

IBD

® COVID-19 can present as a flare in patients with IBD
e Higher rates of new-onset diarrhea, abdominal pain,
endoscopically active disease, and elevated biomarkers in
patients with COVID-19 compared to patients without COVID-19
e Careful clinical evaluation, SARS-CoV-2 testing, and
endoscopy may be required to distinguish between an IBD
exacerbation and COVID-19 symptoms

® Fecal calprotectin can be elevated in patients with
COVID-19 and diarrhea (current or resolved) vs. in patients
without diarrhea

Slide courtesy of Miguel Regueiro, MD
Effenberger M, et al. Gut. 2020;69(8):1543-1544.



SECURE-IBD Registry: COVIDIBD.org

COVID-19 in People with Inflammatory Bowel Disease

I

Country Broakdown: Wor

G As of Cases
ctions December
o i ot mup Sestosnte, | 3 & | 3,493
‘, N X ‘ ) >'" I‘ i ‘ COVIDA19 B
the spaces betwe he w ’, ‘\.’ 701
‘ ﬁ . W 49 Deaths
(“ g

SECURE-IBD = Surveillance Epidemiology of Coronavirus (COVID-19) Under Research Exclusion

SECURE-IBD Database. 2020. https://covidibd.org. Brenner EJ, et al. Gastroenterology. 2020;159(2):481-491.e483.
Ungaro RC, et al. Gut. 2020 Oct 20. [Epub ahead of print].



SECURE-IBD Regqistry: COVIDIBD.org

@ > 3,500 patients with IBD in SECURE-IBD by beginning of
December

Factors NOT Associated with

Severe COVID-19

» Older age, comorbidities « Anti-TNF monotherapy

» Systemic corticosteroids « Ustekinumab (compared to

» Thiopurine mono and anti-TNF)
thiopurine/anti-TNF combo » Vedolizumab (compared to

- Any mesalamine or anti-TNF)

sulfasalazine

SECURE-IBD Database. 2020. https://covidibd.org. Brenner EJ, et al. Gastroenterology. 2020;159(2):481-491.e483.
Ungaro RC, et al. Gut. 2020 Oct 20. [Epub ahead of print].



Targeted Therapies Are NOT Associated with

Worse IBD Outcomes: New York City Data

® Prospective case series of 86 patients with IBD, RA, PsSA,
AS, PsO with suspected or confirmed COVID-19

® /2% on biologics or JAK inhibitors
® Higher percentage of hospitalized patients receiving targeted therapy
vS. outpatients (76% vs. 50%, respectively)
® On multivariate analysis, hospitalization was associated
with oral steroids, methotrexate, and
hydroxychloroquine

® Hospitalization rate consistent with general population

AS = ankylosing spondylitis; JAK = Janus kinase inhibitors; PSA = psoriatic arthritis; PsO= psoriasis; RA = rheumatoid arthritis
Slide courtesy of Miguel Regueiro, MD
Haberman R, et al. N Engl J Med. 2020;383(1):85-88.



Qutcomes of COVID-19 in 79 Patients with
IBD in Italy

COVID-19-Related Death

Risk Factor
OR (95% CI) P Value

Age > 65 19.6 (2.95, 130.6) .002
CClscore>1 16.66 (1.8, 153.9) 01
UC diagnosis 2.95 (0.31, 27.73) 34
Active IBD 8.45 (1.26, 56.56) .02
Corticosteroids 6.28 (0.89, 44.24) .064

Thiopurines - -
Anti-TNF 0.4 (0.04, 3.78) 42

Vedolizumab = .

CCI = Charlson Comorbidity Index; CI = confidence interval; OR = odds ratio; UC = ulcerative colitis
Bezzio C, et al. Gut. 2020;69(7):1213-1217.



Management of IBD Relapse During

the COVID-19 Pandemic: AGA Guidance

Symptoms or findings
suggestive of COVID-19?
|
No Yes {

» SARS-CoV-2 test

Positive

Negative

Consider IBD relapse unrelated to COVID-19

. Confirm inflammation by non-endoscopic
o=l approach (CRP, fecal calprotectin/lactoferrin)
retesting for approach ' P

SARS-CoV-2 Confirm drug concentration (thiopurine
or obtain metabolites/serum concentration of biologics)
serologies in and adherence
2 weeks For mild IBD, consider rectal therapies, oral
budesonide, symptomatic therapies

For moderate-to-severe IBD, treat as you would

Taper corticosteroids / switch to budesonide MMX

» Continue 5-ASA, budesonide MMX, rectal therapies, enteral
nutrition

* Hold thiopurines, MTX, tofacitinib

* Hold biologics until COVID-19 resolves or convalescent titers of
SARS-CoV-2 develop

* For severe COVID-19: Focus on life support and treatment of
COVID-19 with anti-inflammatory, anti-cytokine, and/or anti-viral
therapies

do normally; consider avoiding thiopurines, MTX,
tofacitinib

Resume therapies after symptom resolution or when re-testing is
negative or when entering convalescent phase of immunity

5-ASA = 5-aminosalicylic acid; MTX = methotrexate CME
Rubin DT, et al. Gastroenterology. 2020;159(1):350-357.



IBD Therapies to Treat COVID-19?

@ Infliximab used in two patients for both IBD and COVID-19
successfully

® Anti-TNFs and JAK inhibitors are being evaluated as potential

COVID-19 therapies
e Tofacitinib: NCT04469114, NCT04332042, NCT04415151
@ Infliximab: NCT04425538
e Adalimumab: ChiCTR2000030089

® Interleukin (IL)-23 blockade may potentially suppress cytokine
storm syndrome; ustekinumab successfully used in a patient
with PsAto treat COVID-19

Abdullah A, et al. Visc Med. 2020;36(4):338-342. Bezzio C, et al. Gut. 2020. [Epub ahead of print]. Neurath MF. Gut. 2020;69(7):1335-1342.
Messina F, et al. Ann Rheum Dis. 2020:annrheumdis-2020-218029.



e Patients with IBD are not at increased risk for
COVID-19

@ |BD biologics should be continued during the
pandemic, except if positive for SARS-CoV-2

e Consider avoiding thiopurines, methotrexate, and
tofacitinib



Case 1: Jackie

Jackie is a 24-year-old Caucasian woman
diagnosed with pan-UC 2 years ago

Has been on infliximab since diagnosis and is
now in remission

Current symptoms: abdominal pain, bloody

diarrhea (6 times/day)
Infliximab trough level 15.4 yg/mL, ATI O U/mL

Colonoscopy reveals moderately severe pan-UC
(Mayo 2)

C. diff negative
SARS-CoV-2 negative




Audience Response

How would you proceed with Jackie?

A. Increase infliximab dosage

B. Switch to another anti-TNF

C. Switch to vedolizumab

D. Switch to ustekinumab

E. | don’t know; tell me the answer
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Questions
Answers
Recorded on December 8, 2020




How would you
proceed with
Jackie?

40%
35%
30%
25%
20%
15%
10%

5%

0%

Case 1: Jackie

* Jackie is a 24-year-old Caucasian woman
diagnosed with pan-UC 2 years ago

* Has been on infliximab since diagnosis and is
now in remission

* Current symptoms: abdominal pain, bloody

diarrhea (6 times/day)

* Infliximab trough level 15.4 yg/mL, ATl 0 U/mL

* Colonoscopy reveals moderately severe pan-UC
(Mayo 2)

¢ C. diff negative

* SARS-CoV-2 negative

33%

Increase infliximab Switch to another anti- Switch to vedolizumab Switch to ustekinumab | don't know, tell me the

dosage TNF

Results recorded on December 8, 2020.

answer
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Learning
Objective

|dentify tips and tools for providers and patients Iin
community settings during the COVID-19 era.



Case Study 2: Meet Anastacia

* Anastacia is a 37-year-old woman just diagnosed
with moderately active Crohn’s colitis

* Current symptoms: 10-12 bowel movements
(BMs)/day (1-2x nocturnal frequency), urgency,
frequent blood, abdominal cramps

* Colonoscopy: scattered ulcerations throughout the
colon with rectal sparing consistent with moderately
active Crohn’s colitis

* C. diff and SARS-CoV-2 negative

* Was prescribed an intravenous (1V) biologic but is
concerned about going to an infusion center out of
fear of infecting her elderly mother who lives with her




Audience Response

How would you approach your conversation with
Anastacia?

A. Address her concerns and explain relative risks and
benefits of getting her medication

B. Recommend switching to an option that does not require
trips to an infusion center

C. Recommend continuing her medication but only if she can
be completely isolated from her mother

D. | don’t know:; tell me the answer



Mode of Patient Care During COVID-19

% >
Consultation Method '

. Face-to-face Telephone Video

Slide courtesy of Miguel Regueiro, MD
Lewin S, et al. J Crohns Colitis. 2020;14(Suppl 3):S780-S784.



IOIBD Survey: Pre-COVID - Mostly Face to Face

During Pandemic - Mostly Telephone or Video

Time Relative to COVID-19 Pandemic

Prior During Intention After
1.00 -

0.75 -
.5 Type of Consultation
S M Face-to-face
o 0.50 I Telephone
o I Video
Uncertain
0.25 -
0.00 -
Slide courtesy of Miguel Regueiro, MD CME

Lewin S, et al. J Crohns Colitis. 2020;14(Suppl 3):S780-S784.



Telehealth Before and After the Pandemic

Prior to COVID-19 Post COVID-19
® Almost universal that patients have ® Practices had to rapidly implement
access to a computer or cell phone telehealth to replace office visits

e According to Pew Research Center’s C g
Internet and American Life Project, 91% of ® CMS eased restrictions on types .Of
adults have access to a cell phone programs to conduct telehealth visits

e Outcomes in chronic illness care are (Skype for Business, FaceTime, Doximity
suboptimal now allowed)

e Patients seek more efficient and convenient
ways to receive care

® States waived licensing requirements so
that providers could practice across state

Survey on Use of Telehealth When the lines
Pandemic Is Over ® CMS and commercial payers agreed to
+ 41% of Gls plan to use telehealth more often reimburse for virtual visits at a rate
* 63% of patients would like to have the option of seeing equivalent with office visits*
doctors in person and having telehealth appointments ) o ] ]
« 25% of patients preferred telemedicine to in-office visits ® No requirements for existing relationship

*Exception is that longer telehealth visits via telephone not reimbursed at a higher level
CMS = Centers for Medicare & Medicaid Services
Raine L. Pew Research Center Website. 2013. http://www.pewresearch.org/fact-tank/2013/06/06/cell-phone-ownership-hits-91-of-adults.



Advantages and Disadvantages of

Telehealth

Advantages

® Patients often prefer virtual visits
e Reduced travel and wait time
e Convenient access from home
e Fewer cancelled visits

® Providers can improve efficiency and
increase volume

® Providers can bill for phone calls
e New revenue opportunities

® Limits person-to-person contact

Disadvantages
Privacy issues
Difficult to develop a strong bond virtually
Greater burden on administrative staff
Inability to perform physical exam

Challenges reaching patient population who
are less technologically inclined

Language barrier and lack of access to
interpreter services

Inability to recruit for research as well as
inability to collect biospecimens

Decreased point-of-care vaccinations and
phlebotomy

Challenges integrating trainees into visits
Social isolation and fatigue of providers

Hjelm NM. J Telemed Telecare. 2005;11(2):60-70. Keihanian T, et al. Presented at ACG 2020. Abstract No. P2573. Issa D, et al.

Presented at ACG 2020. Abstract No. P2567.



Impact of Telehealth on Patient

Management During COVID-19 Pandemic

Retrospective Analysis of Outpatient Gl Visits in New York City (n = 151)

Impact of COVID-19 on Diagnosis and Acuity and Type of GI Procedures During
Management of Gl Diseases Televisits Capsule
60 - 45 -
51 m Endoscopic Ultrasound
50 ~ 40 1 —
- — 35 1 ERCP
S 40 - S 30 -
8 S o5 - m Colonoscopy
g 30 7 =
0 2 20 1 mEGD
8 20 A S 15
10 4 8 101
5 -
0 - 0 4
Missed Labs Missed Unable to Afraid to Get Urgent Routine Time
Imaging Refill Medication Essential

Medications

EGD = esophagogastroduodenoscopy; ERCP = endoscopic retrograde cholangiopancreatography
Vijayasekar K, et al. Presented at ACG 2020. Abstract No. P2542.



Best Practices Iin Using Telehealth

Choose atelemedicine platform that:
ICIEIQELIHR[EEN < Can provide a secure, private connection

Setup * Is compliant with local government regulations of telemedicine
« Can be easily implemented by both patients and provider

» Develop a workflow to identify patients who are appropriate for telemedicine visit

» Provide instructions to patient how to access telemedicine platform, including tips for
troubleshooting

 Clinic staff may opt to perform a “dress rehearsal” with patient

« Utilize electronic tools to collect history and data from patient

« Clinic staff can “pre” chart and input clinical information, i.e., IBD scores

» Find a space that is quiet, private, and without distractions to conduct visit

» Determine if telemedicine visit must be performed by provider in a clinic space (rather
than from home)

Pre-visit
Preparation

» Medical assistant may “room” the patient and review insurance, demographics, preferred
pharmacy and perform medication reconciliation

» Obtain verbal consent to perform video visit

« Obtain history and limited physical examination

« Complete visit, communicating follow-up plan

During the
Visit

American Gastroenterological Association (AGA) Website. 2020. http://agau.gastro.org/diweb/catalog/item/id/5204465.



Best Practices in Using Telehealth

(continued)

« Can mostly be avoided by pre-visit trial with medical staff and/or
providing a tip sheet for troubleshooting ahead of time

 Trial of alternate platform (e.g., FaceTime, WhatsApp)

« If all else fails, convert to telephone visit

Addressing
Technology
Challenges

» Provide electronic copy of after-visit summary

» Route prescriptions and laboratory orders electronically
 Drive-through pharmacy and delivery options

* Instruct staff to contact patient to schedule follow-up care

After the Visit

« Use similar note template to in-person documentation
During the » Use a physical exam template appropriate for video visit

Visit « Document that patient provided consent for the modality used for the
visit

AGA Website. 2020. http://agau.gastro.org/diweb/catalog/item/id/5204465.



Decreased Adherence to Infusible

Biologics

® U.S. nationwide VA Infusions per Week (2019 vs. 2020)
cohort: up to 25% of

patients had intervals  s0 A . A o A AN
of > 10 weeks 0 7\}’\/\\ , /""‘1/’/ A\ \\’/\\/ \/ \ J/’\/ \\/ ~/ \/ NI /
between infusions 2“0 \TBENNE | e
g \/\ N
e Non-adherenceto 5 3 V
infusible biologics 2
: 0 g 200
increased by 70% 3
100 (' 2020 |
0 M 2019 |
§553523%83853533535583838;3833
Week of #

VA = Veteran’s Affairs
Slide courtesy of Miguel Regueiro, MD
Khan N, et al. Gastroenterology. 2020;159:1592-1594.



Safety Pyramid of Current IBD Medications

Safest

Inadequate
treatment is an
adverse event

Antl-TNFs
mono

Thiopurine or
tofacitinib

Thiopurine/anti-TNFs
combo

STEROIDS
UST = ustekinumab; VDZ = vedolizumab

Click B, Regueiro M. Inflamm Bowel Dis. 2019;25(5):831-842.



® Adherence rates to infusible biologics are
decreased due to COVID-19 pandemic

® Telehealth approaches “are here to stay” after the
pandemic



Case Study 2: Anastacia

* Anastacia is a 37-year-old woman just diagnosed
with moderately active Crohn’s colitis

* Current symptoms: 10-12 BMs/day (1-2x
nocturnal frequency), urgency, frequent blood,
abdominal cramps

Colonoscopy: scattered ulcerations throughout
the colon with rectal sparing consistent with
moderately active Crohn’s colitis

C. diff and SARS-CoV-2 negative

Was prescribed an IV biologic but is concerned
about going to an infusion center out of fear of
infecting her elderly mother who lives with her




Audience Response

How would you approach your conversation with
Anastacia?

A. Address her concerns and explain relative risks and
benefits of getting her medication

B. Recommend switching to an option that does not require
trips to an infusion center

C. Recommend continuing her medication but only if she can
be completely isolated from her mother

D. | don’t know:; tell me the answer



How would you approach
your conversation with
Anastacia?

70%
60%
50%
40%
30%
20%
10%

0%

Case Study 2: Meet Anastacia

* Anastacia is a 37-year-old woman just diagnosed
with moderately active Crohn’s colitis

¢ Current symptoms: 10-12 bowel movements
(BMs)/day (1-2x nocturnal frequency), urgency,
frequent blood, abdominal cramps

* Colonoscopy: scattered ulcerations throughout the —
colon with rectal sparing consistent with moderately
active Crohn'’s colitis

* C. diff and SARS-CoV-2 negative

* Was prescribed an intravenous (1V) biologic but is

concerned about going to an infusion center out of
fear of infecting her elderly mother who lives with her

62% 63%

Address her concerns and Recommend switching to an Recommend continuing her | don't know; tell me the

explain relative risks and  option that does not require  medication but only if she answer
benefits of getting her trips to an infusion center  can completely be isolated
medication from her mother

Results recorded on December 8, 2020.



SMART Goals

Specific, Measurable, Attainable, Relevant, Timely

® Stay current on the recommended treatment and
prevention approaches in COVID-19

e During the COVID-19 pandemic, continue IBD
therapies and infusions; avoid high-dose steroids and
weigh the risks and benefits of thiopurines,
methotrexate, and tofacitinib

® Expand the use of telehealth during the pandemic
when appropriate

e \We will recommend the SARS-CoV-2 vaccine to our
IBD patients



CME Ouffitters

AFTER

THE SHOW

Questions & Answers
Recorded on December 8, 2020




How to Collect Credit for this Activity

To receive CME/CE credit, click on the link to
complete the post-test and evaluation online.

www.cmeoutfitters.com/TST43742
Be sure to fill in your ABIM ID number and DOB

(MM/DD) on the evaluation so we can submit
your credit to ABIM

Participants can print their certificate or
statement of credit immediately.



http://www.cmeoutfitters.com/TST40667

CME for MIPS Improvement Activity

Required Steps to Claim CME Credit as an MIPS Improvement Activity

® Complete activity post-test and evaluation at the link provided

® Over the next 90 days, actively work to incorporate
Improvements in your clinical practice from this presentation

® Complete the follow-up survey from CME Outfitters in
approximately 3 months

CME Outfitters will send you confirmation of your
participation to submit to CMS attesting to your completion of
a CME for MIPS Improvement Activity

I
CME . MIPS



CME
Outfitters

CONTINUING MEDICAL EDUCATION

Visit the COVID-19 and Gl Hubs

Free resources and education to educate
health care providers and patients on COVID-19

https:/www.cmeoutfitters.com/covid19/
https:/www.cmeoutfitters.com/gastrohub/

https://www.cmeoutfitters.com/gastro-patient-education-hub/



How to Collect Credit for this Activity

To receive CME/CE credit, click on the link to
complete the post-test and evaluation online.

www.cmeoutfitters.com/TST43742
Be sure to fill in your ABIM ID number and DOB

(MM/DD) on the evaluation so we can submit
your credit to ABIM

Participants can print their certificate or
statement of credit immediately.



http://www.cmeoutfitters.com/TST40667

