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Food Industry Guide to the 

Voluntary Incidental Trace 

Allergen Labelling (VITAL®) 

Program

• Primary reference document for the 

implementation of the VITAL Program

• Updated from version 2.0 to version 3.0







New to the 
VITAL Guide

• Aligns with new VITAL Standard

• Incorporates 2019 VSEP recommendations

• Directs to new VITAL resources 

o Allergen Risk Review website

o VITAL Best Practice Labelling Guide

o VITAL Standard

o Allergen Risk Review Anomaly for dark 
chocolate



Recommended PAL Statement



Reference Dose Definition



2019 VSEP 
Recommendations

• Released in October 2019

• Includes the changes from 2018 & 2019 
meetings of the VSEP

• Methodology moved to model averaging 
(robust science is the key for all stakeholders)

• Reference Dose recommendations based on 
ED01 (1 in 100 allergic consumers reacting)



Clinical Trial Data

• Recommendations for Reference 
Doses are based on clinical trials of 
allergic individuals

• Increased from >1800 (2011) to >3400 
(2019)

• e.g. peanut clinical trial data 744 (2011) 
to 1306 (2019) & cashew  clinical trial 
data 31 (2011) to 245 (2019)



The VSEP impacts 
for VITAL®

• Some Reference Dose 

levels have changed

• New Reference Doses 

added

• Consistent approach 

across all Reference 

Doses



Impacts for VITAL - what we need 
to consider

• Tree Nuts

o New Reference doses for Walnut, and Cashew and their 

relatives

o Default reference dose for ‘all other tree nuts’

• Soy Flour & Soymilk

o Combined data

• New Reference Doses

o Supports other country regulations – Celery & Mustard

• Reference Dose levels that are changing

o Transition plan is key – Help in VITAL Online - 2.0 vs 3.0



Transition

• Allergen management due diligence should 

include an assessment of any impacts to your 

products from the changes to Reference Doses

• Case-by-case review to determine the 

appropriate action

• Some changes may be significant (that is, 

changing from Action Level 1 to Action Level 2) 

and may trigger the requirement to update 

product labelling

• VITAL is a voluntary program there is no 

timeline imposed by the Allergen Bureau for 

labelling changes
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CONTACT US:

Visit the Allergen Bureau website www.allergenbureau.net

Join us & enjoy the benefits of the Allergen Bureau membership 
www.allergenbureau.net/about-us/join-us/

Subscribe to our free monthly Allergen Bureau eNews
www.allergenbureau.net/news/
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