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ADDITIONAL DATA REQUEST — DEADLINE EXTENSION
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ADDITIONAL DATA REQUEST - REPLY
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PUBLICATION TIMELINE

24H AFTER 11 WD AFTER ADOPTION 48H BEFORE PUBLICATION UPON PUBLICATION

03/10/2024 9 ersa  Publication Pre-Notification
11:32
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| View Opinion |
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17/10/2024 ° EFsa  Opinion Adopted
11:50 - e P e e S Comment Deadline
Cutput Adoption Date: 16 Oct 2024
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Dossier Overview

Expected publication date
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./ \.
| Wiew Opinion )
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Opinion to be Published

File link
File link
File link

- Comment on confidentiality matters
- Signal objective inaccuracies

~
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- Submit new confidentiality requests
- Send attachments
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GUIDANCE DOCUMENT ON RNAI-BASED GM PLANTS

* Legal basis: ,
section 1.2.2.3 (e)

- Based on previous EFSA work: ,
, and recent literature findings

» Superseded
 Areas covered: molecular characterisation, dietary exposure
 Published at the beginning of 2025:


https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:157:0001:0048:EN:PDF
https://efsa.onlinelibrary.wiley.com/doi/abs/10.2903/sp.efsa.2017.EN-1246
https://www.efsa.europa.eu/en/supporting/pub/en-1688
https://www.efsa.europa.eu/en/supporting/pub/en-1688
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7186845/
https://www.efsa.europa.eu/sites/default/files/event/171025-m.pdf
https://www.efsa.europa.eu/sites/default/files/event/171025-m.pdf
https://www.efsa.europa.eu/sites/default/files/event/171025-m.pdf
https://www.efsa.europa.eu/sites/default/files/event/171025-m.pdf
https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2025.9321
https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2025.9321

3.1.1 PARAMETERS FOR IN SILICO SEARCH FOR PLANT
ENDOGENOUS OFF-TARGET TRANSCRIPTS

The applicants will be requested to report on possible off-target plant transcripts
complying with all the following rules for all 21nt small RNAs potentially produced:

()

The transcriptome of the GM plant species (the most up-to-date version available)
should be used for off-target searches. Moreover, the search should also be
performed on all newly expressed transcripts in the event (either single or stack)
under assessment. If it is not feasible to perform an off-target search on all newly
expressed transcripts, the applicant should provide a supplementary theoretical
analysis, considering the likelihood of novel transcript formation and its potential
impact on off-target silencing based on known mechanisms of RNA..



3.1.2 CONSIDERATIONS ON HOW THE RESULTS SHOULD BE
DISCUSSED

The RA of the potential off-target gene silencing in the plant should be based on:

« The number of different small RNAs showing significant similarity to the same
potential off-target transcript. The potential for repression of a gene by a small RNA
is correlated with the number of different small RNAs that can bind the same
transcript (Hannus et al., ).

 Off-target transcripts with multiple hits should be the prime focus of the
assessment. However, in GMP applications where a single small RNA is produced at
high abundance (e.g. production of artificial miRNA), a single off-target sequence
within a transcript may also be of relevance.

« The established or predicted function of the potential off-target genes and their
potential impact on the safety of the GM plant and/or derived products as food/feed
and for the environment


https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2025.9321#efs29321-bib-0017

UPDATED PMEM PLAN
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UPDATED PMEM PLAN

- CompERA WG (January 2024) recommended to provide detail on the methodology

proposed for the General Surveillance of PMEM plans
- Agreement reached in June 2026

« Annex with Additional information on usual measures of operators to limit the exposure

of the environment to the GM crop in the context of General Surveillance

 Applicants are encouraged to submit the updated PMEM plan including Annex for all
running APs & RXs

- Avoid sending ADRs

A



CONTRACTOR'S REPORTS
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ISA SCHEME AND PROCUREMENT CONTRACTS

Areas of RA: Literature searches, Sequencing quality, Bioinformatics, Statistical

analysis of in vivo studies

Deliverables provided by contractors as preparatory work for the risk assessment,
can be shared with applicants, once EFSA acquires the ownership of the results for

the use and sharing of the reports.

*The ownership of the deliverables is acquired once the payment of the service has
been concluded, according to the provisions present in each contract (ISA-Article 10,
Direct and FWC- Article 1.10)

*If the reports cannot be shared upon the publication of the scientific opinion, they

will be shared soon afterwards. 14 w



UPDATE ON GLP STUDIES
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UPDATE ON GLP STUDIES

- Info on GLP requirements and acceptance of GLP studies in application dossiers
» EFSA GLP webpage (link)
» GMO Administrative guidance documents
> Previous GMO applicants’ meetings (19/03/2025 & 30/10/2025)

- In case of ad hoc study audit request during completeness check
» Validity of application on hold till GLP monitoring authority confirms GLP status of study/ies


https://www.efsa.europa.eu/en/applications/good-laboratory-practice

STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

Science on the Menu —Spotify, Apple Podcast and YouTube

@efsa.bsky.social

; : : Linkedin.com/company/efsa
@efsa-animals.bsky.social @efsa-plants.bsky.social

@onehealth_eu efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY




	Default Section
	Slide 1: 4. Update from EFSA Units ​on GMO Applications RA and GLP studies
	Slide 2: GMO APPLICANT MEETING 25 March 2026
	Slide 3
	Slide 4
	Slide 5
	Slide 6: PUBLICATION TIMELINE
	Slide 7: Risk assessment considerations for RNAi-based genetically modified plants
	Slide 8: Guidance document on RNAi-based GM plants
	Slide 9: 3.1.1 Parameters for in silico search for plant endogenous off-target transcripts 
	Slide 10: 3.1.2 Considerations on how the results should be discussed 
	Slide 11: Updated pmem plan
	Slide 12: Updated pmem plan
	Slide 13: Contractor's Reports
	Slide 14: ISA SCHEME AND Procurement contracts
	Slide 15: Update on GLP studies
	Slide 16: Update on GLP studies
	Slide 17: Stay connected


