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Objective: ensuring a full understanding of the comments submitted prior final adoption by 
June/July-2025. This meeting is not intended as a forum for submitting new or additional 
comments, nor for providing any prior indication of the GMO Panel’s final conclusions
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Summary of the comments 
provided – all to present
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PROTEIN SAFETY ASSESSMENT MANDATE



PUBLIC CONSULTATION
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PUBLIC CONSULTATION
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Main comments: 

1) Overall agreement on the spirit of the document and the need to modernise 

approaches/methods

2) Need to work further on priorities

- History of safe use (HoSU), read-across, phylogeny, etc

- Fit-for-purpose databases (including ‘known safe’ proteins)

- Regulatory acceptance/validation (e.g. new in silico & in vitro studies) in risk assessment

3) Few modifications to Figure 3

4) Additional improvements of ToR4 – mainly on development needs

5) Proceed towards finalisation for adoption in June/July GMO Panel meeting 
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Outcome of the protein safety assessment

Risk assessment can proceed further 

Is the safety of the NEP or donor organism described in the literature?

Is there a HoSU*?

Is there 100% sequence identity?

1. Protein characterisation (protein quantification, amino acid
sequence and Mw confirmation, description of the biological
function/MoA, PTMs determination and substrate specificity for
enzymes)

2. BI analysis for similarity to safe proteins (functional, structural
equivalence)

3. BI analysis for similarity to toxins/allergens (sequence,
structure)

4. BI phylogeny for source organism/protein family

5. Protein stability studies (pH, T, in vitro gastrointestinal fate)

Yes

Is required information lacking or have 
hazards been predicted? There is well documented knowledge 

on the safety of equivalent NEPs

NoNo Is read-across possible?

Yes

1. Protein characterisation (protein quantification, amino acid sequence
and Mw confirmation, description of the biological function/MoA, PTMs
determination and substrate specificity for enzymes)

2. BI analysis similarity to safe proteins (functional/structural
equivalence)

3. BI analysis for similarity to toxins/allergens (sequence/ structure
analysis)

4. BI phylogeny for source organism/protein family

e.g. case study Vip3A & membrane-bound protein A

Yes

Risk characterisation analysis linked to
specific intended uses and exposure
considerations

e.g. case study 8-Unknown 
membrane-bound proteins

Information 
lacking

In vitro / in vivo testing required

e.g. case study Insecticidal 
Y protein and GAT protein 

Hazards 
predicted

No

No

No further testing required

e.g. case study DGT-28 
EPSPS, Insecticidal Z 
protein & membrane-

bound protein B

Yes

Protein characterisation 
- Protein quantification
- Amino acid sequence and Mw confirmation 
d- Description of the biological function/MoA

e.g. case study Zmm28

No

1. Protein characterisation

- Protein quantification
- Amino acid sequence and Mw confirmation 
- Description of the biological function/MoA
- Substrate specificity for enzymes

2. BI analysis similarity to safe protein:       
(functional/structural equivalence)

3. BI analysis similarity to toxins/allergens 
(sequence/structure analysis)

e.g. case study AvHPPD-03
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Thank you very much!!!!
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STAY CONNECTED

SUBSCRIBE TO
efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu – job alerts

FOLLOW US ON TWITTER
@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

FOLLOW US ON INSTAGRAM
@one_healthenv_eu

CONTACT US
efsa.europa.eu/en/contact/askefsa

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

LISTEN TO OUR PODCAST
Science on the Menu –Spotify, Apple Podcast and YouTube 
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