















































EXECUTIVE SUMMARY

Knowledge of thresholds constitutes a critical requirement to assessing the risk
from allergens, as they are a characteristic of the hazard that allergens present to the
food-allergic population. Their establishment, which is a focus of the terms
of reference (ToR) for the second meeting, is thus essential to evidence-based
application of risk management and mitigation strategies, such as precautionary
allergen labelling (PAL).

The expert committee followed the ToR as formulated, except that they considered the list
of priority allergens decided at the  rst meeting of this FAO/WHO Consultation. The
ToR clearly signalled that the thresholds that the Codex Committee on Food Labelling
(CCFL) looked to being de ned were health-based guidance values (HBGV). Guided
by the de nition of HBGV in Environmental Health Criteria 240 (EHC) Chapter 5,
the expert committee considered and deliberated four approaches to de ne thresholds
(analytical-based, no observed adverse effect level [NOAEL] + uncertainty
factor [UF], benchmark dose [BMD] with/without margin of exposure, and
probabilistic hazard assessment) with the focus being on identifying which one(s)
were most suited to derive an HBGV as de ned above. After discussion of each
approach, the expert committee concurred that the benchmark dose/probabilistic
hazard assessment approach aligned most closely with the requests of the Codex
Committees.

The approach having been de ned, the expert committee was then able to discuss
and agree on the safety objective. The expert committee agreed that it could be
described as:

to minimise, to a point where further refinement does not meaningfully
reduce health impact, the probability of any clinically relevant objective
allergic response, as defined by dose-distribution modelling of minimum
eliciting doses (MEDs) and supported by data regarding severity
of symptoms in the likely range of envisioned Reference Doses (RfD).

The expert committee further identi ed several important considerations to guide
decisions. These included a clear de nition of criteria to be met by quantitative data
on which reference doses (RfD) are based; supporting data on health manifestations
(severity) at the proposed RfD; quality, quantity, availability and accessibility
of data (for priority allergens), as well as how to deal with priority allergens for
which information supporting one or more of those considerations was lacking.

The expert committee then considered the form of the outputs, starting from the
eliciting dose (EDp) values predicted to result in reactions (as de ned earlier) in no
more than 1 percent (EDo1) and 5 percent (EDos) of the allergic population for the
priority allergens, values which have already been shown to be protective in other
analyses. They agreed as a general principle that the RfD values should be expressed
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CHAPTER 1
INTRODUCTION

At its 45th session in May 2019, the CCFL requested the Food and Agriculture
Organization of the United Nations (FAO) and the World Health Organization
(WHO) to provide scienti c advice to validate, and if necessary, update the list of
foods and ingredients in section 4.2.1.4 of the General standard for the labelling of
prepackaged foods (GSLPF) (FAO and WHO, 2019). This request was addressed
at the rst meeting of the Ad hoc Joint FAO/WHO Expert Consultation on Risk
Assessment of Food Allergens by  rst establishing the criteria for assessing additions
and exclusions to the priority food allergen list, then evaluating the available evidence
for foods of concern. The establishment of thresholds below which the majority of
allergic consumers would not suffer an adverse reaction (FAO and WHO, 2020c)
for the priority allergens identi ed at the rst meeting forms part of the Codex
requests.

In response to the requests from the Codex Committee on Food Hygiene (CCFH)
(FAO and WHO, 2018), the objectives of the Expert Consultation were:

> What are the threshold levels for the priority allergens below which the majority
of allergic consumers would not suffer an adverse reaction?

> For the priority allergens, what are appropriate analytical methods for testing
food and surfaces?

> What should be the minimum performance criteria for these different analytical
methods?

Thus, FAO and WHO reconvened the Ad hoc Joint FAO/WHO Expert
Consultation on Risk Assessment of Food Allergens for a second meeting to provide
scienti c advice on this subject.

The term threshold is used in many contexts, including (but not limited to)
individual, clinical, analytical, regulatory and so forth. The phrasing of the terms
of reference indicates that any proposed thresholds should be based on health
outcomes and protect consumers with food allergies. Characterization of the risk
according to levels of exposure underlies the derivation of those thresholds, while
the population we are aiming to protect and against what adverse effects should be
clearly described. It also implies consideration of issues such as what degree of risk
is tolerable to those affected.






CHAPTER 2
OVERVIEW OF PROCESS

Figure 1 depicts the overall structure and ow of the process and logic adopted by
the expert committee to derive its conclusions and recommendations.

Most discussions took place as plenary sessions, with consensus sought and achieved
for the outputs. In the interests of efficient ways of working and to meet time
constraints, the expert committee divided into break-out groups, which reported
back to the whole expert committee with their conclusions and recommendations.
Thus, for Selection of approach to establish thresholds , four break-out groups
were formed, each one to discuss one of the approaches. Hazard characterization
and Analytical capabilities were each similarly discussed by one of two break-out
groups. After conclusion of the break-out groups, any ndings, results or outcomes
were then summarized and discussed in plenary sessions to achieve consensus.

Numbers next to the boxes refer to the report sections.






































































































































































































































































































































































































