
Preparatory support on 
bioinformatics for the 
evaluation of the risk 

assessment of GMO dossiers

Tommaso Raffaello

Nutrition and Food Innovation Unit

GMO Stakeholders Meeting November 16th 2022



Tender specifications

2

As part of the pre-market RA requirements for genetically modified (GM) plants:
• Bioinformatic analysis (BI) using updated databases
• Singles and stacks
• According to applicable regulations and EFSA guidances

Aim: Preparatory support on bioinformatics for the evaluation of the risk assessment of 
GMO dossiers



Timeline:

▪Publication date: 22/12/2021

▪Question deadline: 21/02/2022

▪ Time limit for receipt of tenders: 01/03/2022

▪Conditions for opening tenders (date): 02/03/2022

▪Start of the contract: 30/6/2022

Launch
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Objectives 1:

▪ Preparatory work on completeness, compliance and 
quality of the BI analysis provided in GMO dossiers for 
the risk assessment of GM plants. Each dossier may 
contain BI analysis for a single event or a number of 
stacked GM events.
▪ Step 1: Completeness check -> Qs? -> an interim report to 

EFSA 

▪ Step 2: Assessment of the compliance and quality of the BI 
analysis -> Qs? -> final report

▪ Step 3: Archiving the outcome of the BI analysis
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Objectives 2:

▪ Propose a harmonized structure for the BI analysis
submission in GMO applications (after 1 year).
▪ The proposed structure must be compliant with the

requirements described in the relevant guidance documents

▪ If needed, the structure of BI analysis submission and
reporting by applicants shall be revised, based on the
applicants’ feedback after the implementation of the
harmonised structure
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Contract’s deadline:

▪Task 1 (Completeness): 6 working days

▪Task 2 (Question on completeness): 3 working days

▪Task 3 (Compliance and quality): 12 working days

▪Task 4 (Question on Task 3): 6 working days

▪ In case of BI update: 12 working days

▪ Proposal for harmonized structure: 12 months from start FWC
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Details:

▪EcoMole s.r.o (Czech Republic)
▪UK-based company with an EU-based branch 
established in Prague, Czech Republic in January 
2019

▪OC/EFSA/GMO/2021/06

▪4 years

Awarded contractor

7



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

Stay connected

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

