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▪EFSA contributes to the safety of the EU food chain by 
providing scientific advice on food and feed safety

▪ The assessment process includes collection, appraisal and 
analysis of existing evidence

▪EFSA core values when carrying out such assessments are 
impartiality, excellence, transparency and openness
and responsiveness.

Scientific assessments
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Transparency and openness requires structure
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▪ PROmoting METHods for Evidence Use in 
Scientific assessments (PROMETHEUS) is 
an EFSA initiative designed to foster these 
principles. 

The protocol is a part of a bigger picture
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It has its logical place and function within the 
assessment process 
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Protocol = planning before doing

6



▪ It ensures transparency and openness

▪ It acts as a guard against arbitrary decision making 
during the assessment process. 

▪ It protects against cognitive biases, as outcomes 
are unknown when methods are defined 

▪ It makes HARKing “Hypothesing After the Results 
are Known” more difficult 

▪ “Asking questions at the design stage saves 
headaches at the analysis stage”

Advantages for the work process



▪ Sharing and submitting the protocol for public
consultation prior to initiating the assessment
makes it more likely the work addresses the
requestors´ needs

▪ It allows relevant stakeholders and others to assess
what will be done and provide input (for
consideration)

▪ Both for the requestor and stakeholders there
should be fewer elements for surprise

Advantages for stakholders



▪Draft protocol for the assessment of 
hazard identification and 
characterisation of sweeteners

▪A separate protocol for exposure 

Two protocols were developed
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▪A large group of different 
substances

▪Data density varies 
substantially 

▪Describing what method 
will be applied in detail in 
such a case is challenging

Challenges
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E Number Food additive(s) Substance

E 420 Sorbitols E 420 (i)
E 420(ii)

Sorbitol
Sorbitol syrup

E 421 Mannitols E 421(i)
E 421(ii)

Mannitol by hydrogenation
Mannitol manufactured by 
fermentation

E 950 Acesulfame K

E 951(a) Aspartame(a)

E 952 Cyclamates E 952(i)
E 952(ii)
E 952(iii)

Cyclamic acid
Sodium cyclamate
Calcium cyclamate

E 953 Isomalt

E 954 Saccharin and its Na, K and 

Ca salts

E 954(i)
E 954(ii)
E 954(iii)
E 954(iv)

Saccharin
Sodium saccharin
Calcium saccharin
Potassium saccharin

E 955 Sucralose

E 957 Thaumatin

E 959 Neohesperidine 
dihydrochalcone

E 961 Neotame

E 962 Salt of aspartame-

acesulfame

E 965 Maltitols E 965(i)
E 965(ii)

Maltitol
Maltitol syrup

E 966 Lactitol

E 967 Xylitol

E 968 Erythritol



Not everything can be planned for 
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▪ There should always be room for 
adapting and responding to new 
reality

▪…but any such changes need to 
be documented and justified

A protocol does not mean being inflexible
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▪A protocol provides structure, 
but that on its own is not 
sufficient

▪A protocol does also not 
guarantee a more valid 
output. 

▪ It just makes right or wrong 
decisions more transparent

Important to avoid and be aware of

13



▪ The two published protocols 
define what will be done in a 
transparent way.

▪ For that to be successfully 
implemented you need a group 
of experts

You can newer take expertise out of the equation
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Stay connected

www.efsa.europa.eu/en/engage/careers
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