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Objectives
Right patient, right treatment, right time

➔ Review
Current FDA indication of
omalizumab

➔ Discuss other possibilities
Why consider it? How to utilize it?

➔ Consider other biologics
How they may help some who could
not previously consider treatment,
now be a candidate
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Keys of 
Indication
OUtMATCH Stage 1

XOLAIR is indicated for the reduction of allergic reactions 
(Type I), including anaphylaxis, that may occur with 
accidental exposure to one or more foods in adult and 
pediatrics patients aged 1 year and older with IgE-mediated 
food allergy.

XOLAIR is to be used in conjunction with food allergen 
avoidance. 

Limitations of Use: XOLAIR is not indicated for the 
emergency treatment of allergic reactions, including 
anaphylaxis.
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Questions/Objections
What do patients ask and what do you need to consider?

➔ Cost
What is the cost going to be for the patient and the
health care system?

➔ Recurrent injection
Need to consider with young children especially

➔ Risks
Is the Risk:Benefit worth it?

➔ Will it really work and how will I know?
Given the data…
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How Risks 
Compare to 
Avoidance 

Key aspects
Anaphylaxis with omalizumab:
In premarketing clinical trials, anaphylaxis was reported in 3 of 3507 
(0.1%) patients

In post-marketing reports, the frequency of ANA was ~0.2% of patients 
based on an estimated exposure of about 57,300 patients from June 
2003 through December 2006

Anaphylaxis with avoidance and accidental exposures:
A study published in JACI found that ~11.5% of FA patients experienced 
at least one accidental exposure over a 2-year period

Research in Pediatrics found ~14.3% of FA children had experienced an 
accidental exposure in the previous year

Another study from Clinical and Experimental Allergy showed up to 
55% of  FA children had accidental exposures over a 3-year period.
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Risks 
Of 
Malignancy 

Key aspects
Malignancy:
Malignant neoplasms were observed in 20 of 4127 (0.5%) XOLAIR-
treated patients compared with 5 of 2236 (0.2%) control patients in 
clinical studies of adults and adolescents (≥12 years of age) for a 
different indication and other allergic disorders. 

A subsequent 5-year observational study of 5007 XOLAIR-treated and 
2829 non-XOLAIR-treated adolescent and adult patients for a different 
indication found that the incidence rates of primary malignancies (per 
1000 patient years) were similar in both groups (12.3 vs 13.0, 
respectively)

**This has not been assessed in children 
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Dosing is similar but different than asthma

Reference: XOLAIR [prescribing information]. Genentech USA, Inc. and Novartis Pharmaceuticals Corporation.
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Will it work AND 
How will I know?
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Primary 
Endpoint Key Secondary Endpoints Other Secondary Endpoints

OUtMATCH Stage 1 and OLE Final Analysis (N=180)

PRIMARY AND SECONDARY ENDPOINT RESULTS

Note:  *Up to a dose of 600 mg of peanut protein for a maximum cumulative dose of 1,044 mg.  **Dose of up to 1000 mg of food protein for a maximum cumulative dose of 2,044 mg.  
Reference:  Wood et al.  N Engl J Med 2024. Figure 1.

Omalizumab

Placebo
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Open-label extension study

Reference: XOLAIR [prescribing information]. Genentech USA, Inc. and Novartis Pharmaceuticals Corporation.

The first 60 patients (59 pediatric and one adult) 
who completed the double-blind, placebo-
controlled phase of the study could continue into 
the Open Label Extension (OLE)

Of these, 38 pediatric patients who received 
Xolair continued on Xolair for 24 to 28 weeks in 
OLE. While efficacy cannot be established from 
uncontrolled, open-label studies, the percentage 
of patients who were able to tolerate protein 
levels set for primary (≥600 mg) and secondary 
endpoints (≥1000 mg) was maintained.1
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What do we do? 

I suggest we do what 
allergists are trained 
to do when food 
allergy status is in 
doubt…Challenge I 

Tip
There may be a role for 
Basophile Activation 
Testing (BAT) in this 
situation
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How to challenge and 
when?
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DOSING SCHEDULE FOR DBPCFCS: OUTMATCH

  
Baseline* Stage 1 Open-label Extension

Dose 
#

Food Protein/ 
Placebo (mg)

Cumulative 
Dose (mg)

Food Protein/ 
Placebo (mg)

Cumulative 
Dose (mg)

Food Protein/ 
Placebo (mg)

Cumulative 
Dose (mg)

1 1 1 1 1 1 1
2 3 4 3 4 3 4
3 10 14 10 14 10 14
4 30 44 30 44 30 44
5 100 144 100 144 100 144
6 300† 444 300 444 300 444
7 600 1044 600 1044
8 1000 2044 1000 2044
9 2000 [Dose 1] 4044 2000 [Dose 1] 4044
10 2000 [Dose 2] 6044 2000 [Dose 2] 6044
11 2000 [Dose 3] 8044
*Baseline=Screening. 
†During the double-blind, placebo-controlled food challenge to peanut at Baseline, the 300 mg dose was actually placebo to preserve blinding and to not surpass a maximum dose of 100 mg of peanut protein.
All food challenges were double-blind, placebo-controlled.

How to challenge in the real world?
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Patient Considerations 
for ”on-label use”

Anxiety
Asthmatics 
Travel
Label reading 
For those not ready for OIT/SLIT
Adults

Tip
Any patient whether 
on-label or used as 
an adjunct 

Story for illustration purposes only
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OUtMATCH STAGE 2

  Stage 2 evaluates how a short course of omalizumab combined with multiallergen OIT 
compares with a longer course of omalizumab in decreasing allergic reactions

Secondary Endpoints

Number of participants who successfully consume ≥1 dose of 2000 mg protein of all 3 foods without dose-limiting symptoms during the 
DBPCFC at the end of Stage 2

Notes:  *OIT will be multifood.
Abbreviations:  DBPCFC=double-blind, placebo-controlled food challenge; OIT=oral immunotherapy; OLE=open-label extension.
Reference:  Clinicaltrials.gov https://clinicaltrials.gov/ct2/show/NCT03881696. Accessed January 11, 2022.

Omalizumab

Omalizumab + OIT* Placebo Omalizumab 
+ OIT*Participants from 

Stage 1 who 
complete all 

DBPCFC and do not 
enter the Stage 1 

OLE
(N=165)

Open label

8 weeks

DBPCFC1:1 n=106

Secondary 
Endpoints

54-58 weeks

Omalizumab + Placebo OIT*

8 weeks

8 weeks
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Stop omalizumab at 
week 24 prior to final 
challenge

2nd challenge 
after washout

Daily 
maintenance 
dosing, no free 
eating

Free 
eating 

• Total 24 weeks of omalizumab as opposed to 16. 
• 2 challenges: one on omalizumab and the second after a washout 
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Day 1 
and 
updosing
protocol
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Omalizumab 
as 
OIT adjunct
Why?

What do you need to consider?

Cost
Fixed as opposed to indefinite
Bio-similar’s on the way

Patient considerations
Adults
Shrimp
Salvage
Extenuating circumstances
Make treatment a reality for some who would not consider it 
otherwise

Is this the sweet spot?
Desensitization, freedom, speed, efficacy, safety, and reduction 
of side effects?

Key Aspects
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Other Biologics 
+/- 
Comorbidities

What do you need to consider?

Previous absolute or relative contraindications or 
poses higher risk to patients
Severe asthma
Severe eczema
Severe anxiety 
EoE
MCAS
CSU

Utilize to shift from contraindication to feasible

If no co-morbidities: Omalizumab > Others

Key Aspects
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Build the bridge 
Meet patients where they are and lead them to 
where THEY want to go—build the bridge for 
them

Right patient, right treatment, right time
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24. Do you intend to use 
Xolair in your practice?

Please download and install the 
Slido app on all computers you 
use

ⓘ Start presenting to display the poll results on this slide.
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25. If you will use Xolair, will you do 
oral food challenges after a few 
months to see if it is working?

Please download and install the 
Slido app on all computers you 
use

ⓘ Start presenting to display the poll results on this slide.
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26. For those who will 
challenge, how will you 
do it?

Please download and install the 
Slido app on all computers you 
use

ⓘ Start presenting to display the poll results on this slide.
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Instagram: 
@drdouglasjones.  
@farah.khan.md
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