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e (Genentech manufactures and markets Omalizumab.

These t; got me into the allergy field (and medicine in general)!
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4. https://blog.nemours.org/2016/09/oral-immunotherapy-peanut-allergy/
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Image Credit: https://www.bloomberg.com/news/newsletters/2024-02-27/xolair-for-food-allergies-asthma-drug-prevents-severe-reactions-fda-finds




Omalizumab
dosing for food
allergy is based
on THESE two
patient
parameters.

Credit: https://www.medpagetoday.com/allergyimmunology/allergy/108798




Table 2. Recommended Dosages for Xolair in the Treatment of IgE-Mediated

led Dosages for Xolair in the Treatment of IgE-Med

>700- >800- >900 - >1200-| >1300-
‘ 800 900 1000 1300 1500
230 — 100 | >100 — 200 | >200 — 300 | >300 — 400 | >400 — 500 | >500 it || Bl - o i [
Serum .mL) | IU/mL U/mL U/mL U/mL 1U/mL -

Dose (mg) Every 2 Weeks

Body
Weight (kg)

Dose (mg) Every 4 Weeks

150mg  150mg 150 mg

210-12 kg 75mg 75 mg 75 mg 150 mg 150 mg 150 mg Table 1 150mg  150mg = 150 mg

>12-15 kg 75mg 75 mg 75 mg 150 mg 150 mg 150 mg

ke | See  See  See
>1520kg | Table1 Tablel Table1 Tablei Tablel 150mg 150mg 225mg  225mg 225mg 225mg 300mg  300mg

>15-20 kg 75 mg 75mg 150 mg 150 mg 225 mg 225 mg 225 mg See See See

See See
>2025kg | Table1 Table1 Table1 Tablel Table1 225mg 225mg 225mg 225mg 300mg 300mg 300mg = 375mg

>20-25 kg 75 mg 150 mg 150 mg 225 mg 225 mg 300 mg

See  See  See | See
>2530kg | Table1 Tablel Table1 Tablel 225mg 225mg 225mg 300mg | 300mg 300mg 375mg 375mg  450mg

>25-30 kg 75 mg 150 mg 150 mg 225 mg 300 mg 300 mg See Table 2

See See | See See See
>3040kg | Table1 Table1 Table1 Tablel Table1 300mg 300mg 375mg  375mg  450mg 450mg 525mg = 600mg

>30-40 kg

75mg 150 mg 225 mg 300 mg 450 mg 450 mg 450 mg

See  See  See  See  See
>40-50 kg 150 mg 300 mg 300 mg 450 mg 450 mg 600 mg 600 mg >40-50kg | Table1 Table1 Table1 Table! Tablel 375mg 375mg 450mg | 450mg | 525mg

See See | See See
>50-60kg | Table1 Table1 Table1 Tablel 375mg 450mg 450mg = 525mg

>50-60 kg 150mg ~ 300mg ~ 300mg ~ 450mg 600 mg 600mg  See Table 2

>60-70 kg 150 mg 300 mg 450 mg 450 mg 600 mg SeeTable2 See Table 2

See  See | See
>60-70kg | Table1 Tablel Tablei 375mg 450mg 450mg 525mg  600mg

>70-80 kg 150 mg 300 mg 450 mg 600 mg

SeeTable2 SeeTable2 See Table2

See See
>70.80kg = Table1 Table1 375mg 450mg 450mg 525mg 600mg

>80-90 kg 150 mg 300 mg 450 mg 600 mg SeeTable2 SeeTable2 See Table2

See See
>80-90kg ~ Table1 Table1 375mg 450mg

600mg

>90-125 kg 300 mg 450 mg 600mg SeeTable2 SeeTable2 See Table2

See
>90-125kg  Table1 450mg 525mg 600 mg

>125-150 kg 300 mg 600mg SeeTable2 SeeTable2 See Table2

>125450kg | 375mg  525mg | 600mg

Spaces marked in Ml indicate insufficient data to recommend a dose.
Abbrewa(lons: .lglE, |'mmunogllcbulln E; IU/mL, international units per milliliter; kg, kilograms; mg, milligrams. Abbreviations: IgE, immunoglobulin E; IU/mL, interat
Xolair®. Prescribing information. Genentech, Inc.; 2024. Accessed February 26, Xolaire. Prescribing information. Genentech, Inc.; 202
2024. https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/103976s5245Ibl.pdf 2024. https:/lwww.accessdata.fda.gov/drugs’aﬁd;_do

Minimum Age:

Spaces marked in [l indicate insufficient data to recol

Max Dose
600 mg
Q 2 wks'

1 year’

Image Credit: https://www.empr.com/cch/xolair-for-the-treatment-of-ige-mediated-food-allergies/



Omalizumab is
approved to reduce
the risk of severe
reactions to food
and may allow
patients to
consume THESE
products safely.

LU ALY
Xolair®
(omalizumab) In,

Image Credit: https://nypost.com/2024/02/19/lifestyle/drug-to-treat-severe-food-allergies-including-nuts-gets-fda-approval/



Percentage of Participants Who
Consumed Threshold Dose
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Between 41 and
75% of active
OMA group could
tolerate 1,000
mg of other
allergen protein.2

Percentage of eating occasions that would result in a predicted allergic
reaction (risk for a peanut allergic individual)

ption of Pr ified Threshold Dose at Week
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Omalizumab is
currently being
studied in
conjunction with
this food
treatment
modality.



OUtMATCH DY SUM Y

r

SCREENING
Oral Food Challenges x
'l

(Placebo, Peanut, and
2 Other Food
Allergens) upto 4
weelks

2 or 3 additional Oral
Food Challenges
(Placebo and 1 or 2
Other Food Allergens)
1P 10 2-3 weeks may
be neaced

STAGE 1

1. Omalizumab or Placebo
Riven as an injection every 2 or 4 weeks
for 16-20 weeks

2. Oral Food Challenges x 4
(Placebo and 3 Food Allergens) up

STAGE 1
OPEN-LABEL EXTENSION

1. Omalizumab given as an injection
every 2 or 4 weeks for 24-28 weeks

2. Oral Food Challenges x 4
|Placebo and 3 Food Allergens) up to 4
weeks

3. Continue to STAGE 3

STAGE 2

1, Omalizumab given as an injection
every 2 or 4 weeks for B weeks

/

2a. Multi-Allergen
OIT* and continued
Omalizumab
injections for 8
weeks

3a, Continue Multi- |

Allergen OIT*, now
with Placebo
injections for 44
weeks

Placed on either

\

| 2b. Placebo OIT*

and continued
Omalizumab

i injections for 8 weeks

3b. Continue Placebo

| OIT* and Omalizumab

injections for 44 weeks

¥ you react 10 the lowmt dose during isitial dose wecal
OF you Cam not reach the malntenance dose within 24
you will e removed from the study.

4. Oral Food Challenges x 4
(Placebo and 3 Food Allergens) upto 4

weeks

Length of Stage 1: 4 to 5§ months

Length of Stage 1 Open-Label Extension:

6 to 7 months

STAGE 3

Using the results of the Stage 2 or Stage 1 Open-
Label Extension Oral Food Challenges, go on 1 of the
following 3 plans for each food:

Food
Avoidance
Plan

Rescue OIT Plan
for 52 weeks

Eatfood |
in clinic l
l i Oral Food

Challenge to
! Food
Add food to diet

.

Diet Plan or

DietPlanor | i
Rescue O plan | 000 Avokdance |

1 1

Followed until December 2023

Diet Plan

OMA dosing Q 2-4
weeks, per dosing
table.

Max OIT dose of
1,000 mg protein x
3 foods.*

OFC cumulative
dose 8,044 mg
of protein of
each food.*

Lel of Stage 2: 14 10 15 ths
* OIT - Oral Immunotherapy

Begin OIT with
OMA x 8 more
weeks

Active OIT group progression:*

OMA or Placebo x
16-20 weeks followed
by OFC (Stage 1)

OIT without
OMA x 44
weeks

Begin Stage 2:
OMA x 8 weeks

Image Credit: Wood, Robert A., et al. "Protocol design and synopsis: omalizumab as monotherapy and as adjunct therapy to multiallergen OIT in children and adults with food
allergy (OUtMATCH)." Journal of Allergy and Clinical Immunology: Global 1.4 (2022): 225-232.



Image Credit: https://turnkeyallergysolutions.com/allergy-immunotherapy-drops/




This adverse
event is the
most common
symptom we
see with food
SLIT.

Image Credit: https://www.aspireallergy.com/




of PN SLIT doses reported
ORAL ITCH in a cohort of
12-40 year olds.®

Fleischer et al. peanut SLIT (2013)
Excluding oral itch, 95.2% of doses were
symptom-free.®

Only 1 epinephrine treated reaction in the
cohort of 40 patients.®

of milk SLIT doses reported
ORAL SYMPTOMS during

the updose phase.®

Keet et al. milk SLIT (2012)

Gl sxs = ~3% of doses, Skin sxs = ~2.2%
of doses.®

Upper respiratory sxs = 0.59%, Lower
respiratory sxs = 0.45% of doses.®

of PN SLIT doses reported
ORAL ITCH in an open label
study of 1-11 year olds.’

Kim et al. peanut SLIT open label study
(2023)

No epinephrine use reported.”

Skin sxs were the second most common
at 0.14%.”




Food SLIT doses
are very small
and comparable
to a dose we
would see on
THIS day of OIT
treatment.



Aspire PN OIT Day One Doses

4 | 0.05mg/mL

0.5mg/mL

Smg/mL

For perspective: A

50mg/mL

single peanut

Dose

Peanut
Protein

(mg)

kernel weighs
about 1 gram and

Dilution - (mL)

contains 250-300

# | Planned

0.025

4 0.5

mg of protein.®

0.05

1

0.1

0.2

0.4

SLIT maintenance

0.8

1.5

doses range from 1-7

C|RXIQA | N | W | -

mg of protein of the

—

allergen per day,

depending on the

study/protocol.®



Caleb is a 6 year-old who has
completed a year of
maintenance for peanut SLIT.
His serum IgE and skin prick
wheals have declined nicely
since beginning SLIT. The
family would like to know if
Caleb could tolerate candy that
is cross contaminated with
peanut. You schedule Caleb for
THIS appointment to find out.

Image Credit: https://www.liimixins.com/blogs/news/how-doctors-test-your-child-for-food-allergies



o j : Ice Cream is the highest
‘MUNCHIES S35 AR A risk peanut cross
WONCHMX ' AN ¢ contaminated snack food
iy ' with a predicted reaction
rate of ~0.3% upon eating
occasion at a 300 mg
tolerance threshold. CC
risk for other allergens is

HOW WELL DOES SLIT WORK? \ not well-defined.

In three randomized controlled peanut SLIT studies — after 1 year
of SLIT, the median successfully consumed cumulative dose was A MODIFIED OFC
496 mg of protein.® Protocol:

DOSE 1

In the same studies, after 2-3 years in treatment, the the median DOSE 2
successfully consumed cumulative dose rose to 996 mg.® DOSE 3

DOSE 4
DOSE 5

In a peanut SLIT study of 1-11 year olds, two-thirds of
participants could successfully consume 750 mg.®

Image Credits: 1. https://www.christiecookies.com/p/chocolate-chip-18 2.https://www.pepsicoschoolsource.com/brands/munchies-snacks/munchies-munch-mix-snack-mix-8750z 3.
https://shipleydonuts.com/locations/fc6077/ 4. https://www.shawsicecream.com/product/cotton-candy/



https://www.christiecookies.com/p/chocolate-chip-18
https://www.pepsicoschoolsource.com/brands/munchies-snacks/munchies-munch-mix-snack-mix-875oz
https://shipleydonuts.com/locations/fc6077/

Image Credit: https://www.heallergies.com/latest _news/climate-change-and-pollen-counts/



https://www.heallergies.com/latest_news/climate-change-and-pollen-counts/

Brooke is an 8 year-old
in cashew OIT who has
been experiencing
intermittent nausea
and vomiting between
3 and 23 hours after
her daily OIT dose. You

become concerned : “

that Brooke has ..
G

developed THIS U

condition.

Image Credit: https://www.kidsstreeturgentcare.com/treating-nausea-and-stomach-aches-in-kids/




~2.7%

Of patients in OIT trials were
diagnosed with
biopsy-proven EoE."®

Biopsies are rarely
performed because
generally symptoms
dissipate once OIT is
stopped.™”

8-11%

Of patients in OIT may
experience eosinophilic
esophagitis-like OlT-related
syndrome (ELORS).""

Symptoms of nausea and

vomiting hours after dose.’
Rise in serum peripheral
eosinophils above
baseline.™

90-75%

Of patients with ELORS
symptoms are able to
continue OIT."

Down dose to a tolerated
level and hold 4-12 wks.™3

Recheck peripheral Eos.™®

Slowly updose as
tolerated.™




Jackson is a 13 year-old
with a severe oak pollen
allergy who is also in
OIT for cashew.
Jackson is most likely
to experience a
significant reaction to
his dose during this
month.




Seasonal Peaks of OIT Adverse Events in Patients with Allergic Rhinitis

Number of AEs

(o]
= _ No allergic rhinitis (n=56) |l Allergic rhinitis (n=48)
S |
e
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S
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o | | | |
Jan Feb Mar v May Jun Jul Aug Sep Oct Nov Dec
FIG 3. Distrib&#ons of AEs, by month and by AR status. P < .001.

Image Credit: https://www.jacionline.org/action/showPdf?pii=S0091-6749%2816%2930894-6



Ellie, a 14 year-old milk OIT
patient, dosed at midnight
because she had been out late
that evening. She had cramps
from her period earlier in the
evening and took some
acetaminophen around 10pm.
You receive a message from her
at 1am that she is having a
reaction to her dose. These two
co-factors may have played a
role in her reaction.

Image Credit: https://www.medicalnewstoday.com/articles/296564#types_of_milk_and_milk_products




Triggers for IgE-Mediated Reactions'® and Prevention Strategies:

©)

@)
@)
@)
@)
@)
@)
@)
@)
@)
@)

— consider down-dosing if pattern of reaction
— skip dose, no dosing after 9pm
lliness — skip dose
Dental Procedures or cuts/sores in mouth — skip dose
Uncontrolled asthma or allergic rhinitis — medications/AIT
Exercise — avoid 2 hours after dose
Heat (rise in body temperature) — avoid 2 hours after dose
Missed Doses — gradual build up back to current dose
Dosing on an empty stomach — carbs before dosing
NSAIDs — treat pain/fever with acetaminophen
Alcohol — avoid consumption before or after doses




Image Credit: https://blog.nemours.org/2016/09/oral-immunotherapy-peanut-allergy/




Mia is a 5 year-old OIT
patient who skipped
dosing yesterday due
to illness. Mia is
feeling better now, and
mom contacts you to
ask how to safely
restart the dose. You
tell mom that Mia
should start back
today at this fraction
of a dose.




Guidelines for resuming OIT doses vary by practice and by patient.

At our practice we use the following guidelines with most patients:

1 day missed Resume at 1/2 dose Full dose the following day

: Resume at 1/2 dose the 3/4 dose the
20 GRS TS Eee 1/4 dose next day following day Fulllelose
: Resume at
4-7 days missed 1/10 dose 1/4 dose 1/2 dose 3/4 dose Full dose
In office

1/4 dose x 1/2 dose X 3/4 dose X

2-3 days 2-3 days 2-3 day Fullelose

>7 days missed 1/10 +
home 1/10

Factors that can influence rate of dose resumption:
e Patients who have been in maintenance for years and/or who only dose a
few days a week — can usually resume faster
e Patients who have a history of anaphylaxis to doses or ELORS — may need
to resume more slowly




Walker is a 14
year-old who
completed walnut
OIT two weeks ago.
maal > iYou schedule him

~ =3 for afood challenge
to this nut, due its
high cross reactivity
with walnut.

O

P



Two-thirds of walnut
allergic patients are
allergic to pecan.
Virtually ALL pecan
allergic patients are
allergic to walnut.™
Therefore, by treating
walnut, pecan is

E S EWEVE
covered, but the

reverse is not always
true.™®

The same data
applies to cashew
and pistachio.’
Treating cashew
allergy generally
covers pistachio.’®

Image Credit: 1. https://www.theproducemoms.com/produce/walnuts/ 2.https://www.millerchemical.com/crops-and-solutions/pecans/ 3. https://redriverfoods.net/products/cashews/
4 https://www.millerchemical.com/crops-and-solutions/pistachios/



https://www.theproducemoms.com/produce/walnuts/
https://www.millerchemical.com/crops-and-solutions/pecans/
https://redriverfoods.net/products/cashews/

Brendan is an 18 year-old male
who completed egg OIT eight
years ago. He is currently
dosing 18 mL of liquid egg
white three days a week. He is
going to college next year, and
mom would like to know if he
can go even longer between
doses. You consider scheduling
Brendan for THIS specific type
of food challenge a month from
now.




FIGURE 3 Sustained unresponsiveness
key parameters of evaluation. There we
five studies with exactly the same off
therapy and treatment duration (2 and
52 weeks, respectively); for the graphical
representation, these were slightly
separated. Arrows link data from the sam
study where participants either were
subjected to the same weeks on therapy
or elimination diet with longer eliminatio
diets or therapy periods, respectively.
None of the hen's egg trials evaluated
different periods in the same population.
Longer period off therapy was only
considered in peanut trials.

More likely to pass an SU challenge:

250

Mik O
Egg
Peanut O

200

150

@
a
@
&

Weeks on therapy

50 )
Waning tolerance with longer dose avoidance.!®17:18

Increasing SU rates with longer therapy.'®°

0 10 20 30 40 50 60

Weeks of elimination diet

To be eligible for an SU trial at our practice:
° In maintenance at FULL maintenance dose for at least a year
(preschoolers) or at least 2 years (school-age/teens)
NO reactions in the last year
75% reduction in SPT wheal and/or sigE

lower baseline sIge?°
smaller SPT wheal?'

less reactive on basophil activation testing?'
higher levels of slgG4?'
epiptope mapping at baseline — 81% accuracy??

Image Credit: Rodriguez Del Rio P, Alvaro-Lozano M, Arasi S, et al. Evaluation of clinical outcomes of
efficacy in food allergen immunotherapy trials, COFAITH EAACI task force. Allergy. 2024;79(4):793-822.
doi:10.1111/all.16027



THANKS!
QUESTIONS? _

b

Reach out with any further questions:
katie.larson@aspireallergy.com

CREDITS: This presentation template was
created by Slidesgo, including icons by A\
Flaticon, infographics & images by Freepik )

Please keep this slide for attribution
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