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D

Food Allergy: Active Treatment

(some questions)
Why start active treatment?

What are the options?

Who benefits?

Learning Objectives

Upon completion of this activity, participants should be able to...

* Discuss how active treatment may lesson the burden
of disease in IgE mediated food allergy
* Family, community, society
* Food allergy severity
* Food allergy anxiety
* Bullying & Quiality of life
* Appreciate how food allergy and anxiety interact
* Implement screening tools and risk framing for anxiety
* Consider innovative approaches to management

* M.K. is a 11 year old child with clinical food

allergies to milk, egg, soy, peanut, cashew, Questions;
pistachio, walnut, pecan, sesame, and 1. How severe is his
mustard food allergy?

2. How would you

* Markers of sensitization have increased over

the years, with 3-4+ testing to most foods :S;Stieesrsﬂt’?lasnxiety?
= and sIgE ranging from 12 kU/L to > 100 kU/L = 3. What treatment
;:‘ « The patient has been bullied through the < options would
~ years. Although this has been addressed, he P you consider for
has significant anxiety about food allergic ¥ " food allergy?

reactions, having experienced anaphylaxis
twice

Patient, Family, Community, Society

Original Artice =]

The Impact of Allergy Specialty Care on Health Care ®
Utilization Among Peanut Allergy Children in the
United States

Matthew Groenhawt, MD, MBA, MSc", Ekssa M. Abrams, MD, MPH", Joseph M. Chalil, MD, MBA°, Oth Tran, MA”,
Todd D. Green, MD"*, and Marcus S. Shaker, MD, MS™*  Aurora, Colo: Winnipes, MB. Canada: Montrowge, France:;
Cambridge, Mass; Pitsburgh. Pa: and Lebanon and Hanover. NH | Allergy Clin In Pract 2022

anomic cost of food allergy

cost ¢ « Claims analysis of over 200,000 patients with food allergies
on USD in children alone,

from 2010-2019
« Allergist involvement
v'Reduced costs ($7863 vs $7261 per patient, p<0.001)
v'Improved epinephrine prescribing (RR 1.67, p< 0.001)
v'Despite higher rates of anaphylaxis in the allergist group

Tfle Ecoﬁomk Impact of Childhood Food Alle
imr}z(he United States
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WAO consensus on DEfinition of Food
COMMUNICATION Allergy SEverity (DEFASE)

ENGAGEMENT

Bu"ying EDUCATION

Open Access

* Symptoms / signs of most severe prior reaction

* Minimum therapy to treat most severe reaction DEFASE Domains
Prevention * Individual minimal eliciting dose
Learn how to

(1-3 points each)
* Current food allergy quality of life -mild, moderate, or severe-

identif

bullying and
S * Current health-economic impact
About one-third of ; .
. N * Mild: <6 points
children with food DEFASE Score =
allergies have been —_— _
bullied due to their " Severe: > 13 points
food allergy
Lieberman, Weiss et al 2010 Arasi S, Nurmatov U, Dunn-Galvin A, et al. World Allergy J u\zﬂ
Conway AE, Verdi ML, Kartha N, et al. Allergic Clinical Commentary Review
Diseases and Mental Health. JACI In Practice. 2024

Food A"ergy and AnXIety Fatal Anaphylaxis: Mortality Rate and Risk Factors ®

* Impacts both s o A
parents and — Paul J. Turner, MD, PRD"", Eina Jerschow, MD', Thissnaysgam Unasunthar, MD", Robert Lin, MD”,
i Anxiety: GAD-2 st g -y Dianne E. Campbell, MD, PhD"*, and Robert J. Boyle, MB, Ch8, PhD"  Londeow, United Kingdom. Broms, New York NY; and
children s 2 |

Sydney, Awstralia

* In one study, ietr DT o~
10, - ” ly,
19% of parents ey Fortnately '
felt their child 2 g e g - anaphylaxis

israre

PHQS /
had a Depression: PHQ. o
moderate to Fatal food anaphylaxis

1 i (in those w/ know: d allerg
ighriskof IR & ¢ Ao
food allergy younger children | 1 L !
fatality (AAP mental health 1in 100 1101000 1110 000 11n 100000 Vindmillon  1in 10 milion
tools) pre L i o g s
foper . n isk-framing is key to of rare events
Ny e 3007 Shver 4 o e 2085 /0 ps:/ /www hiv.uw.edu/pag I-health 2 —

The Elephant in the Room: Fear
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* Help patients
realize feelings
are not facts

' ‘ * The listening self

can choose to let
go of disturbing

: . thoughts from

=, the commenting
~ 2 sl

* Risk framing can

help to challenge
false beliefs

Feelings

Thoughts Beliefs

Behaviors

Verdi M et al. Addressing Anvity & Depression Through Bri CBT JACI P 2025

Compassionomics

* Compassionomics explores the return on investment of
human connection in medicine

*Recommendations are of little value unless they are
incorporated into the lives of individuals who benefit
from them

* A lack of connection between clinicians and patient
partners is a leading reason for non-adherence to
medical recommendations.

Buckstein et al. JACI IP 2025

1. Acknowledgement & (pause)

‘I know this is tough'

o

Buckstein et al. JACI IP 2025

40

—

2. Partnership

Seconds

‘I am here with you'

| 3. Empowerment

4. Repoated expression of partnership
& commitment
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‘We are here together’

4 - Patient self care »

Stephen Trzeciak 40 Seconds

‘We are here together

Management Options
Shared Decision-Making
« Risk Framing v/ @
D
ARG

* Ladders
* Food oral immunotherapy
Patient/Family Clinician
Expertise in their Expertise and

* Sublingual immunotherapy
* Omalizumab
*EPIT?
*OMIT?

Values and
Preferences

Experience in
Clinical Science
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Ladders ’
ERy Are we
simply
providing a
structure to
a naturally
occurring
process?

Mack et al,JACK, 2023 |

Peciovic Alergy

How Effective? g
Randomised controlled trial of a baked egg .

intervention in young children allergic to
raw egg but not baked egg

= 43 BE-tolerant egg-allergic 2 y.o. (range 6mo — 5 yrs)
consumed 1.3 g protein 2 - 3 times per week for 6 months

= Raw egg OFC 1 month after discontinuation

= After the intervention, there was no difference in raw egg
tolerance between groups (23.5% (4/17) intervention
group and 33.3% (6/18) control group).

Netting et a, WAD), 2017

Not Without Risk

Girl with Milk Allergy Dies of Severe
Reaction Related to Desensitization

= S oD
* 9-year old child receiving an OIT/milk ladder approach
* Uncontrolled/suboptimally treated asthma with exacerbation
* Prior reactions treated with diphenhydramine
* Exercise, possible delay in presentation and and treatment

Pecionic Alergy

Higher
sensitization
equals greater
risk
HM-OFC

N=100

HM-Tolerant
N=77
= Reactive patients had higher baseline casein
and milk-specific IgE and larger SPT size
= More likely to require epinephrine

Nowak Wegrzyn et a, JACI 2008

Pecionic Alergn

TABLE E2. Symptoms and treatments administered during oral
food challenges

Hested Hasted mik-tolerant.
ik seactive _unhested mil-roactive

Dy wan
e 2im
Epinephrine
more likely aun
with baked T
22 (96} 41 (1o
LXAN) 04 P <.001
6126) HILT)

2 0m
1 010
18 00
149 00,

NowakWegrzyn et a, JACI 2008

Pecovic Alergn

Original Article

Delayed and Severe Reactions to Baked Egg and 2
Baked Milk Challenges

e . Vot W v Wt W B ¥ P, V. WHEH s S, WO €t

Lower

respiratory
tract and | DISCUSSION

In our cohort, significant differences in the dlinical charac-

delayed | cerisics of OFC reactions emerged for individual foods. Nearly

half of BE and BM reactions lacked mucocutancous abnormal-

SYMPLOMS | [ " i onwer respiracory trace manifestaions were significan

more ||ke|y increased among BM reactors (Figure 1). Significandy higher

X proportions of patients reacting to BE and BM developed new

with baked symptoms 60 minutes or later afier the end of the OFC

(F re 4).

Yonkof etal,JACIP, 2021
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What Can We Learn From Severe Reactions? Where can baked products and ladders

Age  Food Approach Asthmatic Disposition Otherrisk factors Country ~ Date g o wWron g ’)

14 Mik OIT-Induction | Yes-uncontrolled | Near-fatal CaseinsigE 195  Spain 2014
Poor compliance

Table 3 Potential sources of variation in baked prod-

13 Egg OfT-Induction | Yes-uncontrolled | Near-fatal EggwhitesigE 75 Spain 2014 ucts and ladders
Poor compliance

Differences in heating time and temperature

15 Mik Of-Maintenance| Yes - uncontrolled |~ Near-fatal CaseinsigE>100 Spain 2014 7 % : R F S
Poor compliance Different recipes (including commercial variation)
5 Milk OlT-Maintenance| Yes Near-fatal Not known Japan 2017 Differences in matrix

Profound hypoxic brain injury

Boy  Mik OIT-Maintenance| Yes - exacerbation | Near-fatal MilksIgE >500  Finland 2019 Differences in dispersion

Differences in cultural foods
11 BakedMik Oral Food Yes Near-fatal High milk-specific Israel 2020 Differences in total amount of added milk or egg protein
Challenge Profound hypoxic brain injury  IgE s 3 z -
Differences in total allergenic amount of milk or egg

3 Baked Milk  Oral Food Yes Fatal Not known USA 2017 .
Challenge protein
9 Baked Milk  OIT-Milk Ladder | Yes - uncontrolled Fatal Delayed Canada 2021 - -
and exacerbation epinaphrine Less of an issue amongst low-risk phenotype
Large SPT v g

Mack et al, JACIP, 2023 Exercise Peciavic Alergy
ack et al, ACI4P, T
Mack DR, I Food Allergy, 2023 o o

~ CANADIA ADDER ANADIA ADDER > J Aergy Cin immunol Pract Abstract
o giera erg Online ahead of print Background: Cow's mik and egg alergy affect approximately 19% and 0 9% of children, respectively.
e SAPETY CHRGEUST - Wha meght e b & o 47 Dietary advancement therapies (DAT), inchuding milk (ML) and egg (EL) ladders, baked milk (BM-OIT)
B s cacmtas 4 ot The Safety and a3 baked egg (BE-OIM) oral mmunctherapy are potential therapeutic cptions for these patients.

Dietary Advanc Objective: To perform systematic review and meta-analysis of the safety and efficacy of DAT in

Chicron with IGE -mediated milk o egg alergy.

and Meta anal) Methods: A systematic ierature review was conducted, exploning 22 potential uicomes, wih meta-
Lr = s analysis performed where >3 studses reported data. The GRADE approach was used 10 determine the
4. ——paanad | Setm Akaterini Anagnostou *, Doug ooy of for andthe Briggs Instaute tools for determinng risk of
Can BIE — BT Elissa M Abrams 5, Kristen D¢ pgy ’
Riskvl ~ Low @ O
Consider 3 o o) Reosults: Twenty-nine studes met InChusion Criteria among 9946 ttles scrooned. Tokrance occurred in
i i 69% of EL, 58% of ML, £9% of BE-OIT and 29% of BM-OIT patients. Al-severity allergic reactions
-~ * Lightly e R e @ occurred in 21% of EL, 26% of ML, 20% of BE-OIT and 61% of BM-OIT patients, with epinephvine use
27 o : e 2. e bt * Careful In 3% of EL, 2% of ML, and 9% of BM-OIT patients. At-home reactions occurred in 19% of 8E-OIT and
selection 10% of BM-OIT patients. Discontinuation occurred in 14% of EL, 17% of ML, 17% of BE-OIT and 20% of
- "5" Q *sDmM BM-OIT patients. Mean time 1o BE egg and BE-OIT tolerance was 13.25 months (4 studies) and 19.1
Lo S S St - Consent months (3 studies). Certainty of evidence was very low, and risk of bias Ngh. Study heterogeneity was
* Written high, attributable to mutipie fact
ke JRO— education
e i iges There is very low certainty of evidence supporting DAT safety and efficacy. We canndl
TEISTIS =3 DAT accelerates tolerance development

e
Baked Milk Modulates Cow's Milk Allergy in 2 b Baked OIT
Iupact of Age. and intaks « Small study of BM-
grosbmtany | | ety sttt o
SPACE 08 G A0% A liake allergic patients (n=18) immunotherapy in children with severe milk
Ot (@ woee t 3334444 * Tolerant children with allergy: A randomized, double-blind, placeb
N i | I daily high dose BM had controlled phase 2 trial o=z
L 8 “ ’ L 3 it : increases in reaction i N T
= < S| m__‘:“ c threshold Robart Wood, MO Babimer. n.,u(’;.‘.wl i NC o o
Sotaas || mrisor 4‘} o e * Allergic children with
S— £ L0 s oo low dose BM had no * Children 3-18 yo randomized to BMOIT for 12 months
.?.....-...... 1= o ;-..:.. change in reaction « 15 children (73%) tolerated 4044 mg of baked milk protein after 12
I"""”"“‘ g i 4@ «E threshold months of OIT compared to 0 of 15 receiving placebo
o 1 & ) oo™ |« More effective at early . o f
s e ;. = 2 == age (<24 months) Dose related sx were common but more than 95% were mild
R " & 4o
Dominguez et al. JACI In Practice 2025
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Management Options » :
Shared Decision-Making

* Risk Framing v/

Benefits of Active Treatment: Empowerment?

* Ladders v/
* Food oral FOOD ALLERGY

immunotherapy — CONQUEROR
* Sublingual m

immunotherapy . . —
« Omalizumab Patient/Family Clinician

Expertise in their Expertise and
<EPIT? S
.OMIT? Values and Experience in
) Preferences Clinical Science

PACE m) National Library of Medicine Long Term Models m) Ngtioqa! oy OYVM?d,i‘Cmc

* Systematic review and
meta-analysis of 12 trials ~ Oral immunotherapy for peanut allergy (PACE): a
. n=1é),041 s y ic review and meta lysis of efficacy and
* Median age 8.7 yrs
< 1OR, S84L7 yars safety
* OIT increased
* Anaphylaxis risk
® RR3.12(95% Cl, 1.75-5.55)  Afrors + e
. Epinephrine use PAID: 31030087 OOt 30 WIES0140-6736(19)30420-9

* RR2.21(95%Cl, 1.27-3.83)

Dorek K Chu ', Risbert A Wond 7, Shaneon French ¥, Alessands Flocens *, Manet Jorgars &
Susan Waserman %, Jan L Bradek 7, Holger J Schinemann *

Interpretation: In patients with peanut allergy, high-certainty evidence shows that available peanut
oral i y regi i increase allergic and hylacti ions over avoid:

or placebo, despite i inducing Safer peanut allergy treatment approaches and
rigorous randomised controlled trials that evaluate patient-important outcomes are needed.

Lancet 2019

* Systemic reactions to OIT were
less common than anaphylaxis
from accidental reactions
without OIT when considered
from a longer-term horizon o

* With early OIT, cost savings
reached $12.3 to $47 billion in
the US and $10.4 to $13.6 billion
in Canada

* Not only did OIT save money, at

the same time it improved - R Epe——
quality-adjusted life years .

Carrmaticn of rewm ané Econome Saretts o Comrerc.s uarnd
menunotheragy o3t A Cont affectivenass

Barriers to offering OIT to infants

’\f‘ L0
44

With Oral Immunotherapy . 4

With Food Avoidance

P -
R
P o e

Chua, Greenhawt, Shaker et al. JACI IP 2022

Original Article
q
{ﬁ} The Cost-Effectiveness of Preschool Peanut Oral ®
h in the Real-World Setti
« In the US context,
home
immunotherapy

without required
clinic visits was
the optimal
strategy below a
62-fold increase
in fatality risk

[l Food Allergy
B oIT with clinic build
Dot with home build

i
ittty 1 o e b PO Shaker ct o JAC P 2021
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S pO on S h eets Each year 3.6 million people in the United States do
not obtain medical care due to transportation issues

American Hospital Association. www.aha.org

* Steps must be

m Home Multifood Oral Immunotherapy with Dartmouth Spoon Sheets E%

* Retrospective chart review
* n=100 (index anaphylaxis in 35%)
« Average age 4.31 years (8 months — 16.7
years)
* Maintenance reached in 45%,
* 15% discontinued
* Average duration to date 1.3 years

* Foods Treated:
* Peanut: 57%
* Tree nuts: 34%
* Milk: 16%
* Egg: 26%
* Multi-OIT: 46%
* 41% with immediate OIT reactions

* 6% of patients experienced any reaction greater
than grade 1
* Epinephrine use: 1%

‘Spoon Sheet 1 Starting out.. Black spoont

Moasuro oneleve ‘Black (6-10mg)
(727 SupsrDosing Static-Free Micro Spoon” of

Hughes et al. JACI IP 2024

very small
* Less than 1 mg
or 10% of the Maintenance goal
daily dose ;e;f:::t ::'9' 12-
* Tiny steps every
day may poseno -
greater risk than 8
larger steps :
administered H
every two weeks < _
Daily dosing >
Marcus.S.Shaker@Hitchcock.org
e Review WILEY

Information needs of patients considering oral immunotherapy
for food allergy

Key messages

Douglas Paul Mack! | Matthew Greenhawt?© | Paul J. Tumer’© |
Richard L. Wasserman*© | Mariam A. Hanna' | Marcus Shaker® |
Sarah W. Hughes® | Pablo Rodriguez del Rio”

counselling and shared d

ion-making ap-

prosche:

The Key elements in counseling and consent
:‘::“""V” « Alignment of goals of therapy

Current food allergy management options
Expected outcomes of OIT
Potential risk of OIT
Contraindications

Practical elements

Risk mitigation approaches
Long term discussion

REPEAT
DAILY

Shared Decision-
Making

Alot needs to be discussed.

- e * Global Delphi study

Original Article panel representing
US, Canada, UK,
Europe, Asia, and

Mack D, Dribin T, Wasserman R, Hanna M, Shaker M, et al. February 2024 Australia

PPOINT: Preparing Patients For Oral Immunotherapy -]

Thame

© [ ® | ®

ool | py—er T | pr—
= s Sea o

Original Article P ——
In Practi
PPOINT: Preparing Patients For Oral Immunotherapy 2 ctice

Mack D, Dribin T, Wasserman R, Hanna M, Shaker M, et al. February 2024

Patient Decision Aid in development:
OIT vs Omalizumab vs Avoidance
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Food allergy and gastrointestinal disease “_ .
D itization and ission after Peanut Subli |

Desensitization and r taad after Y - ”in 1-4 year-old Peanut Allergic Children: a Randomized, Placebo-
A z 2 . Controlled Trial

sublingual immunotherapy in 1- to 4-year-old

peanut-allergic children: A randomized, placeb

controlled trial

Edwin H. Kim, MD, MS." J. Andrew Bird, MD,* Corinne A. Keet, MD, PhD,* Yamini V. Virkud, MD, MPH.*
Lauren Herfihy, DNP.* Ping Ye, PhD,* Johanna M. Smeekens, PhD," Rishu Guo, PhD," Xiaohong Yue, MS, DDS.*

Anusha Penumarti, PhD,* Bahjat Qagish, PhD.* Quefeng Li, PhD.* Michael D. Kulls, PhD.* and A. Wesley Burks, MD*
Chapel Hl. NC. and Dallas, Tex

+ Small study (n=25 in active treatment) showing high safety and benefit
with as little as 4mg of sublingual peanut
* Highest rates of desensitization in the youngest patients

* While local oropharyngeal dosing symptoms were common, no participant
received epinephrine

Kimet al 2024
Kim etal 2024

Management Options The NEW ENGLAND JOURNAL of MEDICINE  "fieshaatomn
Shared Decision-Making I ORIGINAL ARTICLE ]
Avoid v Omalizumab for the Treatment
L::; am‘:/e of Multiple Food Allergies el L
. ers
* Food oral ~( % Peanut (N=177) 7 Cashew (N=99)
immunotherapy v/ J\ N
54
* Sublingual o |
H . o . e e S0
immunotherapy v/ Patient/Family Clinician [
Expertise in their Expertise and B 5 l
Values and Experience in o s s T i S s
Preferences Clinical Science (104 mg) [044mR) (4044 mg) (6044 mg) (04 mg) (044mg) (40s4mg) (6044 mp)
Dose | Dose 2 Dose 1 2
The NEW ENGLAND JOURNAL of MEDICINE  "/Wiestasiomo The NEW ENGLAND JOURNAL of MEDICINE "W Tosscd o

| ORIGINAL ARTICLE | |
Omalizumab for the Treatment
of Multiple Food Allergies o T i

ORIGINAL ARTICLE I

Open Label Extension to 40-44 weeks

Key Secondary
Cavhew Ego L
o Milk (N =62) s Egg (N=7) . - e
. » g = / /
30 5. 5? » // /° /
2 i i; - i .,/ J il
Omg  2000mg  200mg "

€00 mg 1000 g 0 — S Py | . >
(106 mg  (@OUmg) (OUmg (6044 mp) @Womg  1000mg  2000mg  20Wmg -
Dose ! Dose2 (1044 mg) (044 mg) (4044 mg) (6044 mp)

Dose | Dose 2
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Omalizumab: Approved for FA in February 2024

* Entry DBPCFC'’s p—
Rate (%) .
* Dose limiting Food, Challcege Dose. (=N) * For consumption
(mod-severe) sx to ! . .| of 3 foods
PN protein at <100 * T - - | (cumulative dose):
m, Peanet, 2600 8% % * 47% were able to
. D:se limiting sx to - s 59 consume 1,044
mg
O;I‘;Sr fom"fs (x2t) .at Pesaut, 21000 mg® 17?;71» u;hs,() * 37% were able to
s mg ot protein + + a consume 2,044
* N=165, ages 1-17' N 4% b mg
* End o;nf Y [t @aneh any * 31% were able to
DBPCFC’s without | | [ | consume 4044
dose limitin, Milk, 21000 mg Pirio anm e
8 * 24% were able to
(mod-severe) sx T P T ” 1 consume 6,044
after 16-24 weeks Egg. 21000 mg 0146 ©19) mg
of therapy [ ———— =

Prescribing information

Omalizumab: Vo o e .
Approved for FA feforfrfosfosfeeferlaeforlz]

in February 2024 -
s -
D Suomimrans doom  bu somwenires vy 4 weets | | o
0 uutarmon coves o asmemiwes vy Twemts ||
“To be used in conjunction\
with food avoidance” i Dot
P
e e R -" -

Certainty in Patient Outcome

Prescribing nformation_

* Entry DBPCFC'’s [ T - T
PR Response Rate* (%)
* Dose limiting Food, Challcage Dose (@N)
(mod-severe) sx to ! - |
PN protein at <100 | | ] * Needto identify responders?
mg Peancs, 2600 mg %
s as110) * Role of SDM
* Dose limiting sxto - 1 !
other foods (x2) at | peune 21000 mg €% * Patient goals and preferences
<300mg of protein i are key
. N= = | * Some patients may choose ‘off-
N :65' 31N | cunen 210009 o label’ threshold challenges
* Endpoint: t 1 1
DBP’EFC'S without . + Others may choose to follow
dose limiting Milk, 21000 mg Prioy labeled indication
(mod-severe) sx * Durability of response
after 16-24 weeks | ter =100 mg - assumed?
of therapy ~ s/ vgene comdourloscl gt

Clinical Commentary Review
Fatal Anaphylaxis: Mortality Rate and Risk Factors ®

Paud J. Turnar, MO, PhD™", Elina Jerschow, MD®, Thisanaysgem Umasunthar, MD",
Dianne E. Campbell, MD, PhD"™*, and Robert J. Boyle, MB, Ch8, PhD"  London, United K
Sydney. Austratia

What are patient/family
goals of therapy?

Fortunately,
fatal

anaphylaxis

Fatal food anaphylaxis  pey
{in those w/ known food allergy)

*” .
| 1 | |
110100 1101000 11010 000 110100 000 Tin 1 million
Risk-fi ing is key to ignif of rare events

Tumer, Jerschowet al, Omalizumab

4 Aug 24:51081-1206{24)00494-0.

vine ahe

of peint

Food allergy yardstick: Where does omalizumab fit?
Alkaterini Anagnostou ¥, Matthew Greenhawt 7 Marcus Shaker ¥, Brian P Vickery 4, Julle Wang ¥

Affliations + expand
PMO: 39182580  DOL 10,1016/ anai 2024.07.034 T L ———

delivery must allow flexibility in patient care”

Abstract

Food aliergy management has greatly evolved in the last several yvars, moving from passive
appeoaches, such s strict food allergen avoidance, to more dctive treatments, inchuding regulatory
approval of the first specifically indicated immunotherapy product (for peanut) in 2020. In 2024, 8
second therapy, omalizumab, received regulatory approval for the treatment of 1 or more IgE -
meciated food aliergies, proVding cinicians with mutiple reatmant opHions to offer patients and
famibies. With this expanded armamentarium of food allergy treatment options, the practicing
clinician requires detaled knowledge of benefits and risks of omalizumab, how omalizumab fits into
the management landscape, and how 10 use shared decision-maling to optimize therapy. This
Yardstick aims to peovide the clinician with a review of data leading 10 omakzumab's f0od aliergy
indication 8nd an evicence-based expert opinion approach fegarding on how best 1o use this and
other therapies avalable to optimize patient mansgement




Omalizumab is a treatment option
for IgE mediated food allergy...

Without * Treatment

restriction based | e s s . outcomes

on disease 32000 T4 OBO L 3034 Nov 22 should be

severity or prior | The use and implementation of omalizumab as food individualized,

treatment allergy treatment: Consensus-based guidance and an OFC may be

failure Work Group Report of the Adverse Reactions to considered after

For patientsin | F00d8 Committee of the American Academy of 16-20 weeks if
or_pa lents in Allergy, Asthma & Immunology desired

dosing range RS X

with likely Dot et .6 Off-label use

allergy e with OIT an

OFC not [P eTp— optu?n

required, either Lo meens oo mw e iy * Vaccines not

contraindicated
Option of home
dosing

for diagnosis or
threshold

10/17/25

“In respecting
patient
autonomy,
healthcare
delivery must

allow flexibility
in patient care”

Shared Decision
Making

Shared Decision Making and Risk

Clinician
Expertise and
Experience in

Clinical Science

Patient

Expertise in their
Values and
Preferences

Blaiss et al. Annals of Allergy, Asthma, and Immunology 2019

Social
Determinants of Quality

Education
Access and

e S of Aoy o P

In Practice

Economic
Stability

Social and
Community Context

www.healthy.gov

Patient Factors

« Race & Ethnicity
Educational Attainment
Employment Status
Trustworthiness
Language & Literacy

Health Systems Factors
Provider Bias
Geographic Access
Staff Diversity
Research Infrastructure
Quality of Care

i

Multilevel )
Determinants of
Pharmacoequity

Chalasani et al. J Health Policy Law 2022

Pharmacoequity and race

e
FILTESFESS LS 65 nvorectamanzon

M
t
i
H

Cl

In a 2021 evaluation of the IQVIA (a sample of 3,700-4,100 office-based physicians)
national database no biologics were recorded for those without insurance

Biologic use is lower in those publicly insured

Among the publicly insured, Black patients are particularly under-represented compared
to White patients

10
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Cost-Effectiveness of Biologics for Allergic -] Cost-Effectiveness of Biologics for Allergic =
D Diseases

Ann Chen Wy, MO, MPH", Anne L. Fuhibrigge. MD, MSc", Maria Acosta Robayo, BA®, and Marcus Shaker, MD, MSc™

Bostom, Mass: Awora, Colo; and Lebanon and Hanover, NH

Ultimately, critical medications must =

T | affordable and available to patients g‘ Is Omalizumab cost-
Reslizumab $28,900 $6,500-10,400 who need them, and if this cannot be g effective for food allergy?
BemERE 527,800 38,300511,500 achieved, then the tremendous v « Cost-effectiveness of
[omatizumab $28,900 $9,000513300 | | jnvestment to discover specific & omalizumab will be
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One last update.

Thinking Fast,
Thinking Slow...

What is the Burden of lliness?

Patient Selection
is critical

Beyond IgE...
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Thinking Differently

Earty M, and Lat-Adoptorsof Inovation

Threshold Home FPIES challenges: Role of
Shared Decision Making

* Requiring all FPIES
challenge in clinic

theoretical death
prevented

*  $44K per severe
reaction treated

would cost $124M per

Sanders et al Annals of Allergy, Asthma, and Immunology 2025
Shaker et al. JACI In Practice 2025

= Another
Innovation

Threshold Home FPIES challenges: Role of
SDM =

Sanders et al Annals of Allergy, Asthma, and Immunology 2025
Shaker et al. JACI In Practice 2025

“The practice of
medicine is an art, not
a trade; a calling, not a

business; a calling in

which your heart will be
exercised equally with
your head”

Conditional Recommendations are Navigational Signals for Shared
Decision Making

T Take
Home

societal perspectives
Active treatment can be safe & effecti

many patients — but patient identifi
complex

Innovative approaches can improve value

Food allergy impacts patients, family,
community, and larger society
]

Points therapy must be considered from individal &
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@ Dartmouth
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