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Open, single-blind, double-blind?
Preparing the patient
Preparing the food
- Choosingtheplacebo



http://www.niaid.nih.gov/topics/foodAllergy/clinical/Documents/guidelines.pdf

~threatening anaphylactic reactions.
It would be desirable to have a
simple diagnostic-test that could
render resource-consuming oral

- food challenges unnecessary.
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challenges. Clin Exp Allergy 2005; 35:1220-6

Fiocchi A, Schunemann H. WAO Special Committee on F|;
Action against Cow’s Milk Allergy. The DRACMA guideli

Should skin prick tests be used for the diagnosis of IgE-mediated
cow’s milk allergy (CMA) in patients suspected of CMA?
« If oral food challenge required for IgE mediated allergy — do only
food challenge and no other tests
R =~

« High pretest probability: No food challenge — use SPT with 23
mm cut-off to diagnose FA

« Average pretest probability - do only food challenge and no other
tests to diagnose or rule out FA

 Low pretest probability: No food challenges — use SPT < 3 mm to
rule out FA
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No useless tests
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How can | be sure
that it's milk?
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cow's milk allergy (CMA) in patients suspected of CMA?
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« If oral food challenge required for IgE mediated allergy — do only
food challenge and no other tests

\V/ « High pretest probability: No food challenge — use SPT with 23 mm
cut-off to diagnose FA

« Average pretest probability - do only food challenge and no other
tests to diagnose or rule out FA

* Low pretest probability: No food challenges — use SPT <3
mm to rule out FA
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Should skin prick tests be used for the diagnosis of IgE-mediated
cow's milk allergy (CMA) in patients suspected of CMA?
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« If oral food challenge required for IgE mediated allergy — do only
food challenge and no other tests

« High pretest probability: No food challenge — use SPT with = 3 mm
cut-off to diagnose FA
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« Average pretest probability - do only food challenge and no
other tests to diagnose or rule out FA

« Low pretest probability: No food challenges — use SPT < 3 mm to
rule out FA
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How can | be sure
that it's milk?
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Preparing the patient
Preparing the food

wAZ@#® Which kind of challenge should | administer?
Open, single-blind, double-blind?

Courtesy of Sami Bahna
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Clinical situation Indication Challenge ~ Setting
CMA hylaxis: not indi at di i Verify every 12 Open Hospitall
months for
assessment of
tolerance onset
Generalized, important allergic reaction in a single Not indicated at Open Hospitall
organ (such as urticaria, angioedema, or vomiting, or  diagnosis.
pil y occurred i I (within 2 Verify every 9-12
hours after ingestion) with positive CM IgE tests. months, depending
on age, for
assessment of
tolerance onset
Clinical history of Food Protein Enterocolitis from Not indicated at Open Hospital

cow's milk with at least one previous episode, both in  diagnosis.

presence and absence of CMA-specific IgES Verify every after 18-
24 months, for
assessment of
tolerance onset
Moderate to severe atopic dermatitis (AD) resistant to Indicated DBPCFC Hospitall

properly done topical therapy for a reasonable period
in presence of IgE antibodies to CM.
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. AT (T
- Open or blinded? - Il PN

SPEDALE PEDIATRICO - =

Clinical situation Indication Challenge  Setting

Clinical situation not suggestive and/or clinical response Indicated  Single-blind Hospital

not immediate (eg. EOE) when patient or her family are (placebo

convinced of the existence of CMA and thus inclined to first)

interpret any clinical signs as related to cow’s milk or

ingestion . DBPCFC

First introduction of cow's milk in CM-sensitised children. Indicated Open Hospital

Reintroduction of cow's milk excluded from the diet for Indicated Open Hospital

several months on a mere detection of specific IgE in the
absence of a suggestive clinical history

Clinical subjective symptoms (nausea, abdominal pain, Indicated DBPCFC  Hospital
itching, oral etc.) after CM ingestion

Delayed allergic reaction (eczema, chronic diarrhea, colitis, Indicated Open Hospital
allergic proctocolitis, gastroesophageal reflux) without CM- or home
specific IgE

In the context of clinical studies Indicated DBPCFC  Hospital

Fiocchi A, Schunemann H. WAO Special Committee on Food Allergy. Diagnosis and Rationale for

Preparing the food
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Last dose before OFC

Oral antihistamines 3-10d
Cetirizine 5-7d
Diphenhydramine 3d
Fexofenadine 3d
Hydroxyzine 7-10d
Loratadine 7d
Antihistamine nose spray 12h

Oral H2 receptor antagonist 12 h
Antidepressants 3 d -3 wk, drug-dependent
Oral/im/iv steroids 3d-2wk
Leukotriene antagonist




- Antihistamine eye drops
Inhaled/intranasal corticosteroids

R Topical steroids

. Topical pimecrolimus & tacrolimus _

Cl JA. Food allergy: a practice Annals Allergy Asthma 2006;
96:53,1-68 |

Nowak-Wegrzyn'A, Assa'ad AH, Bahna SL. Work Group report: oral food challenge testing.

J Allergy Clin Immunol 2009;123(6 Suppl):S365-83
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Milk, wheat: sIgg > 17.5 kU/I
Egg: slgE > 3.5 kUI/L

Reibel S et al. What safety measures need to be taken in oral food
challenges in children?. Allergy 2000;55:940-4 SSIiEins

Preparing the patient
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Table 3. Reacton of Presantetion to Reaction of Challenge’

Reaction on food challenge

Iniial reaction on presentation
Anaghylaxis  Cutaneous

Gastrointestinal ~ Respiratory  Multiple-organ system

Cutaneos, % (n = 218) 12

Gastrointestinal, % (1 = 3] §

Refusal to eat, % n = 37) k)
Anachylaxis. % i = 69) * kil
Multole-orgar systam, % 1 = 47) 2 kid
Wheal size, mean * SEM, mm 1012089 8214035

Dosaon challenge, mean £ SEM,mL 416143 7764108
Ace at challnge, mean * SEM, y 21:0%  28t04
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Spergel J.M. Correlation of initial food reactions to observed reactions on challenges.
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Hourihane-J.Does severity of /= dot Selll placebo= food reflect

severity of allergic reactions to peanut in the community? Clin Exp Allergy 2005; 35:1227-33
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When
Open, single-blind, double-blind?
Preparing the patient
Preparing the food
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* 31% - 51% at 8 years

0% at 35 months
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Age(years)

Skripak JM. The natural history of IgE-mediated CMA.
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MICMAC cohort: survival curve G .

Persistent CMA%
3
2
child referrals: the Milan CMA Cohort study. Ann

Allergy Asthma Immunol. 2008;101:166-173.

Fiocchi A. Incremental prognostic factors
associated with CMA outcomes in infant and

Months from diagnostic DBPCFC

Preparing the food
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