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“Re-evaluation of the risks to public health related to the presence of 
phthalates, structurally similar substances and replacement substances 

from food contact materials (FCMs)”

Background information on mandate
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1st part:

currently ongoing

Task 1: 
by March 2022

Identification and 

prioritisation of substances

Task 2: 
by Nov 2022

Protocol development
A) Exposure

B) Hazard

Task 3:

- Call for data on occurrence in:
i) food

ii) FCMs;

- Literature search

2nd part:

upon completion of 1st part

Comprehensive 
evaluation of the 

risks to public health 
related to the 

presence of the 
prioritised substances 

in foodstuffs 
originating from FCMs

(via specific risk assessment 
mandates from EC)

published

Under 
publication

published

Via annual chemical monitoring data collection: April-October 2022

Via ad hoc data collection: June-November 2022

Terms of Reference 
request close 

collaboration with 
ECHA

context:
1S1A* approach

*one substance, one assessment

Via procurement



▪ Prioritise and identify those

▪ phthalates,

▪ structurally similar substances and

▪ replacement substances based on the
list in annex II to this mandate letter

that may be relevant for eventual inclusion
in an assessment of the risks associated with
their presence and migration from FCM.

▪ Identify existing relevant information, such
as that which may be held by ECHA.

▪ Identify use and occurrence of phthalates and
non-phthalate plasticisers in FCM other than
plastic, most notably rubber.

Task 1: identification & prioritisation
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Scientific opinion and report on public 
consultation results available under:

https://efsa.onlinelibrary.wiley.com/doi/1
0.2903/j.efsa.2022.7231

https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2022.7231


▪ Annex II of the mandate
= list of substances of
potential relevance for the
work

▪ EC Industry survey

▪ MS monitoring data
gathered under EC
recommendation (EU)
2019/794

▪ Authorisation in plastic
FCM and regenerated
cellulose film (RCF)

→Provisional list:

45 substances

→ Necessary to look 
beyond Annex II

Identification of substances
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▪ European Commission – Chemicals 
strategy for sustainability (2020)

→ “The Commission will: 

extend the generic approach to risk 
management to ensure that consumer 
products – including, among other things, 
food contact materials, toys, childcare 
articles, cosmetics, detergents, furniture 
and textiles - do not contain chemicals
that cause cancers, gene mutations, 
affect the reproductive or the endocrine 
system, or are persistent and 
bioaccumulative...”

Categorisation of substances
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• dicyclohexyl phthalate 
(DCHP; CAS No 84-61-7)

• dibutyl phthalate 
(DBP; CAS No 84-74-2)

• benzyl butyl phthalate 
(BBP; CAS No 85-68-7)

• bis(2-ethylhexyl) phthalate 
(DEHP; CAS No 117-81-7)

• diisobutyl phthalate 
(DIBP; CAS No 84-69-5)

Exclusion group

76 substances 72 substances



Prioritisation of substances
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Assessment 
before 2001

YES

Data generation 
ongoing?

YES

NO Proceed with 
risk assessment

High priority

NO

Assessment 
before 2011

YES

Medium priority

Low priority

Relevant for risk 
assessment in the 
context of FCM?

NO

Park

Upon finalisation of data 
generation and/or, confirmation 
of severe hazards under REACH 

and/or CLP 

NO

YES

YES

Substance moved 
to ‘exclusion 
group’ for CMR 
Cat 1/ 
ED/PBT/vPvB 

NO

Process  to 
confirm hazard 

properties under 
REACH or CLP 

ongoing?

YES

NO

Rationale for cut-off date 
of 2001: 

year of publication of the ‘Guidelines of the Scientific 
Committee on Food (SCF) for the presentation of an 
application for safety assessment of a substance to be 
used in food contact materials prior to its authorisation’



▪ Top-heavy distribution of
substances

→Refinement of the ranking
of substances within and
possibly between their
priority groups needed

→ Information collected via
calls for data in support
of the exposure
assessment will be used.

→Expected input to calls:
information/data on the
prioritized substances as
regards migration from
and occurrence in FCM,
as well as occurrence in
food

Prioritisation results
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Priority 
group

EU-authorised 
substances

Nationally authorised 
substances

High Proposed for risk 

assessment

54 

(36 individual substances; 

7 group entries)

55

Parked 5 11

Medium Proposed for risk 

assessment

10

(7 individual substances; 

3 group entries)

2

Parked 4 1

Low Proposed for risk 

assessment

0 1

Parked 3

(2 group entries)

2



▪ With a view to ensuring transparency
and efficiency during the second part of
the mandate, establish a protocol for:

▪ a) A dietary exposure
assessment of the prioritised
substances, with the aim of
addressing the relative contribution
from FCM to dietary exposure
considering data on migration from
FCM and eventual comparison of
these contributions with the overall
exposure of EU consumers;

Task 2a: exposure assessment protocol
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Protocol and report on public consultation 
results available under:

https://efsa.onlinelibrary.wiley.com/doi/10.
2903/sp.efsa.2022.EN-7288

https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2022.EN-7288


Assessment questions and sub-questions
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▪ Q1: Dietary exposure

▪ Q2: Dietary exposure 

from FCMs

▪ Q3: Overall exposure



SQ2.1

• FCMs in which the substances are intentionally used or may be present unintentionally;

• concentration of the substances in FCMs;

• information on market share.

SQ2.2

• Step(s) in the food chain (e.g. processing, packaging,…) in which the FCM is in contact with food under a given 
time/temperature, surface-to-volume (s/v) ratio and single vs repeated-use conditions, and where migration might occur. 

SQ2.3

• Concentrations of the substances in food that migrated from the FCM (alternatively food simulants or migration 
modelling data).

SQ2.4

• Description of the FCM (e.g. nature of the material, chemical composition, type of article, thickness, number and order of 
layers if it is a multilayer, sampling year);

• test conditions (s/v ratio, food simulant, time and temperature conditions);

• test method used and LOD/LOQ.

SQ2.5

• Individual consumption data for the foods for which migration data were obtained in different population groups and 
age classes in the EU. 

Evidence needs for Q2 
(dietary exposure from FCMs)
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▪ Establish a call for data on occurrence of the prioritised substances in food to
support dietary exposure estimates. Data on migration levels from plastic and
rubber FCMs as well as other materials which may be relevant such as printed
paper and board should also be collected, where available. This should include
articles throughout the whole food chain, including food manufacturing and
processing equipment, as well as packaging, kitchenware and tableware. A
search and identification of potentially relevant literature on exposure should
also be started as part of this task

Task 3: calls for data
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Occurrence in food

▪ Via Chemical Monitoring data collection 
(ChemMon2022, contaminants domain)

▪ Data on presence of plasticisers in foods, e.g. after 
migrating from FCMs or as 
background contaminants

▪ Data reporting targeted to:

▪ Occurrence data in food collected and analysed
during food monitoring campaigns

▪ Data on plasticiser concentration in the 
respective food’s packaging, if applicable

▪ Reporting period: 1st April – 1st October 2022

Occurrence in/migration from FCM

▪ Via ad-hoc data collection 

Plasticisers_FCM_2022

▪ Data on migration of plasticisers from FCMs (using 
food/food simulants) and data on concentration of 
plasticisers in FCMs, generated through experimental 
studies on FCMs before their actual use (e.g. obtained 
from the supplier).

▪ Reporting period: 1st June – 1st November 2022

Task 3: calls for data
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→ Two calls for data launched:



• Country of sampling

• Country of origin

• Year/month/day of sampling
Sample identification

• Format (e.g packaging, processing articles)

• Material

• Intended food/use conditions
Sample Description

• Solvent

• Test parameters

Concentration 

test parameters

• Food/food simulant

• Contact mode/temperature/time

Migration

test parameters

• Result value

• LOD, LOQ
Result

Plasticisers_FCM_2022: data elements
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▪ Examples of data elements:



▪ Examples of catalogues (= list of pre-defined data model entries)

Plasticisers_FCM_2022: catalogues
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▪ With a view to ensuring 
transparency and efficiency during 
the second part of the mandate, 
establish a protocol for: 

▪ b) A hazard exposure 
assessment for the prioritised 
substances, detailing the criteria 
for inclusion and appraisal of the 
toxicological evidence publicly 
available since 2005 and not yet 
assessed by EFSA

Task 2b: hazard assessment protocol

15

→ Final endorsement of protocol as revised 

after public consultation: 26 October 2022



Assessment questions and sub-questions
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▪ Methods for answering the questions 
and sub-questions

1. Eligibility criteria

2. Retrieval of studies

3. Study selection process

4. Data extraction from included studies

5. Systematic appraisal of genotoxicity 
studies and weight of evidence 
assessment

6. Systematic appraisal of toxicity 
studies other than genotoxicity

7. Narrative appraisal of mode of action, 
adverse outcome pathway and 
toxicokinetic studies

Outline of the hazard assessment protocol
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1. Inclusion/exclusion criteria, e.g. 
language, time, publication type, study 
type, endpoints, population

2. Bibliographic databases, search 
terms, reference management

3. Title & abstract → full text screening

5. Assessment of reliability (Klimisch) 
and relevance (EFSA guidance 
documents)

6. Assessment of external (Scirap) and 
internal validity (adapted NTP-OHAT)



▪ Weighing the body of evidence 
1. Organisation of the body of evidence for relevant endpoints

2. Assessment of the likelihood of a health effect

3. Integration of human and non-human mammal evidence for the final assessment of 
the likelihood of a health effect in humans

▪ Method for performing hazard characterization

▪ Uncertainty analysis

▪ Plans for updating the protocol, and for updating the 
literature searches and dealing with newly available evidence

Outline of the hazard assessment protocol
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa

Follow us on Instagram

@efsa_eu
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https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fcontact%2Faskefsa&data=02%7C01%7C%7Cdda0d77411614bc0ac3e08d7b14ffa95%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw%2FAoziza8DQg167yWO1M%3D&reserved=0

