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 6 

ABSTRACT 7 

According to Articles 11(6) and 23(6) of Regulation (EC) No 1829/2003 on genetically modified food 8 

and feed, the European Food Safety Authority should publish detailed guidance to assist applicants in 9 

the preparation and presentation of their applications for the renewal of authorisations of that GM 10 

food and feed. This Guidance document describes the mandatory requirements for renewal 11 

applications, which should contain the identification of the transformation event(s), a copy of the 12 

authorisation, post-market monitoring and post-market environmental monitoring reports, systematic 13 

search and evaluation of literature, updated bioinformatics and any additional documents or studies on 14 

the GM food and feed. Applicants are requested to assess the collected information and conclude 15 

whether the assumptions made during the previous risk assessment remain valid. The applicants 16 

should also make a proposal, if appropriate, for amending or complementing the conditions of the 17 

original authorisation, inter alia the conditions concerning future monitoring. 18 
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SUMMARY 24 

This Guidance document describes the mandatory requirements for renewal applications, which 25 

should contain the identification of the transformation event(s), a copy of the authorisation, post-26 

market monitoring and post-market environmental monitoring reports, systematic search and 27 

evaluation of literature, updated bioinformatics and any additional documents or studies on the GM 28 

food and feed. The collected information should be assessed to see whether the assumptions made 29 

during the previous risk assessment remain valid. If appropriate, the applicants should also make a 30 

proposal, for amending or complementing the conditions of the original authorisation, inter alia the 31 

conditions concerning future monitoring. 32 
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BACKGROUND AS PROVIDED BY EFSA  54 

According to Articles 11(6) and 23(6) of Regulation (EC) No 1829/2003
4
 on genetically modified 55 

(GM) food and feed, the European Food Safety Authority (EFSA) should publish detailed guidance to 56 

assist applicants in the preparation and presentation of their applications for the renewal of 57 

authorisations of GM food and feed
5
 (hereafter referred to as ‘renewal applications’). Currently, a 58 

Guidance Document is in place for the renewal of authorisations of existing GM products for food and 59 

feed uses lawfully placed on the market and notified according to Articles 8 and 20 of Regulation (EC) 60 

No 1829/2003 (EFSA GMO Panel, 2006). Since the renewal of the GM food and feed authorised 61 

directly under Regulation (EC) No 1829/2003 falls under Articles 11 and 23 of that same Regulation, 62 

a new Guidance Document is needed to assist the applicants in the preparation and presentation of the 63 

renewal applications.   64 

 65 

The first renewals of GM food and feed authorised under Regulation (EC) No 1829/2003 are expected 66 

in 2016. The new Guidance Document on the risk assessment of renewal applications of GM food and 67 

feed should consider the highest scientific standards and up-to-date data requirements for the risk 68 

assessment of GM food and feed as laid down in EFSA Guidance documents.   69 

 70 

On 18 July 2013, the EFSA GMO Panel proposed to EFSA to establish a self-tasking Working Group 71 

with the aim of developing a Risk assessment Guidance for Renewal Applications of Genetically 72 

Modified Food and Feed authorised under Regulation (EC) No. 1829/2003. On 26 July 2013, the 73 

proposal was accepted by EFSA and the Renewal Guidance Working Group had a first meeting on 9 74 

December 2013
6
. 75 

76 

                                                      
4
 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on 

genetically modified food and feed. OJ L 268, 1-23. 
5
 Articles 3 and 15 of Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 

September 2003 on genetically modified food and feed. OJ L 268, 1-23. 
6
 http://www.efsa.europa.eu/en/gmowgs/documents/guidanceRAofGM1829-2003.pdf 
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TERMS OF REFERENCE AS PROVIDED BY EFSA  77 

The EFSA GMO Panel is asked: 78 

 79 

- To prepare a Guidance Document for the risk assessment of GM food and feed already 80 

 authorised under Regulation (EC) No 1829/2003 in the frame of the renewal of authorisations, 81 

- To consult the public in the frame of a public consultation,  82 

- To review the draft Guidance Document considering the relevant comments gathered from the 83 

 public consultation. 84 

85 
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ASSESSMENT 86 

1. INTRODUCTION 87 

 88 

In 2006, the first GM food and feed
7
 were authorised in the European Union under Regulation (EC) 89 

No 1829/2003. This Regulation foresees a ten year authorisation period that is renewable following 90 

the provisions laid down in Articles 11 and 23.  91 

 92 

According to these legal provisions, each renewal application of GM food and feed shall contain the 93 

following information:  94 

 95 

(a) a copy of the authorisation for placing the food/feed on the market; 96 

(b) a report on the results of the monitoring, if so specified in the authorisation; 97 

(c) any other new information, which has become available, with regard to the evaluation of 98 

the safety in use of the food/feed and the risks of the food/feed to animals, humans  or the 99 

environment; and 100 

(d) where appropriate, a proposal for amending or complementing the conditions of the 101 

original authorisation, inter alia the conditions concerning future monitoring. 102 

 103 

Additional requirements for renewal applications are detailed in Article 8 of the Commission 104 

Implementing Regulation (EU) No 503/2013
8
 where the specifics for the methods of detection, 105 

identification and quantification of GM food or feed are laid down.  106 

 107 

This document provides guidance on data requirements and assessment of renewal applications of GM 108 

food and feed for import and processing in the European Union (EU). Section 2 lists the mandatory 109 

data requirements that need to be assessed according to the principles described in Section 3.  110 

2. MANDATORY DATA REQUIREMENTS  111 

On the basis of Regulation (EC) No 1829/2003 the EFSA GMO Panel established a set of data 112 

requirements for the risk assessment of renewal applications of GM food and feed authorised for 113 

import and processing in the EU. Any deviation of the hereunder listed mandatory requirements 114 

should be explained and justified.  115 

2.1. Identification of the transformation event(s) 116 

Since naturally occurring mutations cause genomes to evolve, a GM event(s) for renewal may not 117 

always have sequences identical to those originally assessed. Furthermore, detection of the event(s) 118 

with the method provided in the original application cannot be used as evidence of sequence identity, 119 

since mutations in either the insert, or flanking regions, or both do not necessarily result in a loss of 120 

detection capacity.  121 

Therefore, applicants are requested to confirm the identity of the event(s) for renewal authorisation by 122 

sequencing. In addition, the characterisation of the flanking sequences should provide updated 123 

sequence data for subsequent bioinformatic analyses (see Section 2.4.2). Unless the insertion site is 124 

located in specific regions (e.g. transposon rich regions), and taking into consideration the average size 125 

of plant introns (Wu et al., 2013), a length of 1kb on each side of the insert is normally considered the 126 

minimum requirement for the characterisation of flanking sequences.  127 

                                                      
7
 i.e. GMOs for food/feed use, food/feed containing or consisting of GMOs and food/feed produced from or 

containing ingredients produced from GMOs (according to Articles 3 and 15 of Regulation (EC) No 1829/2003) 
8
 Implementing Regulation (EU) No 503/2013 of 3 April 2013 on applications for authorisation of genetically 

modified food and feed in accordance with Regulation (EC) No 1829/2003 of the European Parliament and of 

the Council and amending Commission Regulations (EC) No 641/2004 and (EC) No 1981/2006. OJ L 157, 1-48. 
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In case the sequence is not identical to the one of the initially authorised event(s) the genetic changes 128 

(SNPs, insertions or deletions) should be further considered, discussed and risk assessed (see Sections 129 

2.4.2 and 3). In some cases it may be necessary to extend the sequence analysis further into the plant 130 

genomic DNA (see Section 3).The material used for sequencing should be selected from GM plants 131 

only containing the event(s) for which renewal is sought. The data should be generated from a 132 

representative number of current varieties of GM plants from different geographical areas that 133 

typically export to the European Union. Applicants should justify the choice of varieties and 134 

geographical areas. 135 

 136 

For commercialised GM food and feed, sequence data should be collected from the latest grown 137 

generation, or from the last generated batch of homozygous parental lines for those crops typically 138 

marketed as hybrids (e.g. maize, oilseed rape). For single events that are not or no longer 139 

commercialised, sequence data should also be collected. Applicants are requested to explain the 140 

rationale applied for selecting the GM plant material. 141 

2.2. Copy of authorisation for placing the food/feed on the market  142 

The renewal application should contain a copy of the EU authorisation for the placing on the market of 143 

the GM food and/or feed. 144 

2.3. Post-market monitoring and post-market environmental monitoring reports 145 

Following the placing on the market of a GMO in the EU, applicants have the legal obligation to 146 

propose and implement a post-market environmental monitoring (PMEM) plan, according to the 147 

conditions specified in the authorisation
9
 

10
. Applicants are requested to report on the PMEM in 148 

accordance with the standard reporting formats established by the European Commission Decision 149 

2009/770/EC
11

. In addition, where requested, reports for the post-market monitoring (PMM) activities 150 

for that GMO should be included. 151 

 152 

According to Articles 11 and 23 of Regulation (EC) No 1829/2003, the PMEM and, whenever 153 

available, PMM reports should be provided by applicants to support the assessment of renewal 154 

applications.  155 

Applicants should consider and comment the results of the PMEM and PMM reports, indicating 156 

whether their outcomes change in any way the conclusions of the original risk assessment or require 157 

modifications to the implemented management or monitoring measures of the GMO (see Section 3). 158 

Applicants need to describe any unintended environmental exposure and adverse impacts observed 159 

during the PMEM.  160 

2.4. New information  161 

2.4.1. Systematic search and evaluation of literature. 162 

As a tool to provide information on the safety of the GM food and feed for renewal, all relevant 163 

scientific databases should be searched for new scientific information in a comprehensive and 164 

structured manner.  165 

                                                      
9
 Directive 2001/18/EC of the European Parliament and of the council of 12 March 2001 on the deliberate 

release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC. OJ 

L 106/1-38 

10
 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on 

genetically modified food and feed. OJ L 268, 1-23. 

11
 Commission decision of 13 October 2009 establishing standard reporting formats for presenting the 

monitoring results of the deliberate release into the environment of genetically modified organisms, as or in 

products, for the purpose of placing on the market, pursuant to Directive 2001/18/EC of the European Parliament 

and of the Council. OJ L 275, 9-27. 



Risk assessment Guidance for the authorisation renewal of GM Food and Feed 

(subject to Public Consultation) 

 

EFSA Journal 20YY;volume(issue):NNNN 8 

Applicants should perform a literature search that ensures methodological rigour and coherence in the 166 

retrieval and selection of publications, transparency, and reproducibility. Applicants should apply 167 

criteria for the search strategy as recommended in the EFSA Guidance on the application of systematic 168 

review methodology to food and feed safety assessments. 169 
 170 
The databases examined, search terms used, total and relevant hit rate and any restrictions used should 171 

be stated. The database searches should cover all literature on the GM food and feed for renewal, 172 

produced since the publication of the most recent EFSA scientific opinion. Results of the systematic 173 

search should be documented. Copies of the relevant papers should be provided.  174 

 175 

All information retrieved from the systematic search and relevant for the molecular characterisation, 176 

GM food and feed safety assessment and environmental risk assessment should be evaluated and 177 

discussed in the context of the renewal application (see Section 3).  178 

 179 

2.4.2. Updated bioinformatics 180 

Applicants are requested to provide updated bioinformatic analyses of the event(s) in the GM food and 181 

feed for renewal. The requirements are laid down below:  182 

 In order to assess any interruption of plant genes by the insert(s) in GM food and feed, 183 

applicants are requested to provide bioinformatic analyses of the regions flanking the insert 184 

and an analysis of inter- and intra-species sequence similarities. The similarity searches should 185 

be performed using up-to-date EST, general nucleotide and general protein databases (e.g. 186 

non-redundant nucleotide and protein).  187 

 In order to identify whether the newly expressed proteins show relevant similarity with known 188 

toxic and/or allergenic proteins, applicants are requested to perform such a study, using up-to-189 

date databases. 190 

 In order to identify whether ORFs present within the inserts and spanning the junctions 191 

between the inserts and the flanking DNA, potentially encode peptides with similarity to 192 

known allergenic or toxic proteins, applicants are requested to perform a similarity search 193 

using up-to-date databases for all open reading frames between stop codons without applying 194 

a size limit.  195 

For these searches, applicants should follow relevant EFSA Guidance Documents for the risk 196 

assessment of food and feed from GM plants and the assessment of allergenicity.  197 

Given that databases are regularly updated, bioinformatic analyses should be performed not earlier 198 

than one year prior to the submission of the renewal application. Based on the outcome of these 199 

analyses, further data and/or considerations may be necessary on a case-by-case basis (see Section 3). 200 

In addition, applicants should provide information on the similarities of inserted plant DNA sequences 201 

with microbial DNA sequences. Applicants should assess whether this information would alter the 202 

assessment of the likelihood of gene transfer from plant material to the microorganisms present in the 203 

receiving environment(s) (e.g. into soil, or inside the gastro-intestinal tract of human or animals fed 204 

GM food/feed), and should evaluate the consequences of horizontal gene transfer for human and 205 

animal health and the environment (see Section 3). 206 

 207 

Applicants should use the sequences obtained from the identity confirmation of the event(s) presented 208 

in the renewal application (see Section 2.1), as these are considered the most appropriate and relevant 209 

sequences for the bioinformatic searches in updated databases. 210 
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2.5. Additional documents or studies performed by the applicant or third party 211 

Applicants are requested to report any authorisations for the GM food and feed granted by third 212 

countries. Information on any conditions for release/use and specific restrictions attached to the 213 

authorisations should also be included. 214 

 215 

In addition, applicants should list all applications either under assessment, or pending authorisation 216 

submitted within or outside the EU that include the event(s) for renewal, for example in the context of 217 

stacked event applications. This list should also mention unsuccessful applications, providing the 218 

reasons for such negative or inconclusive opinion(s).  219 

 220 

Applicants should consider relevant documents or studies on the GM food and feed for renewal, 221 

produced since the publication of the most recent EFSA scientific opinion. In particular, applicants are 222 

requested to provide any relevant information gained from the introduction of the event into other 223 

varieties, such as protein expression levels or agronomic and compositional characteristics which 224 

could further support the evaluation of the GM food and feed.  225 

 226 

3. RISK ASSESSMENT 227 

Applicants are requested to evaluate if the collected information leads to the identification of new 228 

hazards or modified exposure or adds new scientific uncertainties and therefore challenges 229 

assumptions made during the previous risk assessment. It is the applicants’ responsibility to make an 230 

initial assessment of all new information and to provide a scientific rationale for the need to further 231 

address any newly characterised hazards or uncertainties. When new hazards or uncertainties are 232 

identified, the risk assessment may require that new studies are performed in accordance with current 233 

legislation and the most recent EFSA guidance documents. 234 

 235 

4. MONITORING PLAN AND PROPOSAL FOR IMPROVING THE CONDITIONS OF THE ORIGINAL 236 

AUTHORISATION. 237 

If new or additional risks and/or critical uncertainties linked to the GM food/feed or the environment 238 

are identified, there may be the need to revise the management and/or monitoring measures proposed 239 

and conducted by applicants. Based on the conclusions of the overall assessment of the GM food and 240 

feed  for renewal, applicants will update their monitoring plan and, where appropriate, propose 241 

changes to the existing restrictions and conditions of release/use as laid down in the initial 242 

authorisation.  243 

244 
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1. Proposal by the GMO Panel for a self tasking activity to develop a Guidance Document for the 246 

 risk assessment of the renewal of GM plant products authorised under Regulation (EC) No 247 

 1829/2003. 18 July 2013 .Submitted by the Chair of the EFSA GMO Panel. 248 

2. Acceptance of the self-task mandate of the EFSA GMO panel to develop a Guidance Document 249 

for the risk assessment of the renewal of GM plant products authorised under Regulation (EC) 250 

No 1829/2003. 26 July 2013. Submitted by the EFSA Executive Director. 251 

 252 
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Submitted by DG SANCO. 254 

 255 
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