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1.Executive summary

FSA/FSS have reviewed an assessment of application RP1565 for the renewal
authorisation of genetically modified (GM) insect-resistant soybean MON 87701 for

food and feed uses, import and processing.

This GM application has been made to renew the authorisation in Great Britain
(GB) as it is 10 years since the event was authorised and placed on the market in
the EU. The same event has been authorised for food and/or feed use in 23 other
territories worldwide as the information and data demonstrate that the regulatory
science and safety criteria are satisfied according to the regulatory requirements
in those territories. This Genetically Modified Organism (GMO) had its
authorisation renewed by the European Food Safety Authority (EFSA) in 2022.

FSA/FSS have reviewed the information provided by the applicant and the EFSA
renewal Opinion' and confirmed that genetically modified soybean MON 87701, as
described in this application, is unlikely to have any adverse effect on human or

animal health or on the environment in the context of its intended uses in GB.

2.Background and purpose of review

In accordance with assimilated EU Regulation 1829/2003? on genetically modified
food and feed, the application RP1565 for the renewal of authorisation of
genetically modified soybean MON 87701, has been submitted for authorisation in

each nation of Great Britain (GB).

Whilst it was a Member State of the EU, the UK accepted the risk assessments of
the European Food Safety Authority (EFSA) in respect of authorisations for
regulated food and feed products. When GB left the EU it retained the same
regulations for food and feed regulated products; FSA/FSS also adopted
equivalent technical guidance and quality assurance processes to be able to

undertake GB risk assessments for regulated product applications.



To ensure our regulatory systems are risk proportionate and resources are used
effectively, FSA/FSS have used the evidence submitted by the applicant and other
information in the public domain, including the EFSA Scientific Opinion, to provide

a summary assessment of the evidence of safety presented in this report.

Specifically, in reviewing the risk assessment that EFSA have recently completed,
the reviewers have verified that the standard approach taken, when compared to
the relevant guidance, is appropriate for GB and the conclusions made are
consistent with the data summarised in the Opinion. Consideration has been given
to the processes undertaken by EFSA to ensure that the Opinion is robust and
whether there are any aspects that would require further review, such as specific
issues for the countries of the UK. The conclusion of the assessment is that there
is sufficient evidence of safety to conclude without requiring further risk

assessment activities at this time.

2.1 Applicant

Name: Bayer CropScience LP

Address: 800 N. Lindbergh Boulevard
St. Louis, Missouri 63167
USA

(represented by)

Name: Bayer CropScience Ltd

Address: 230 Cambridge Science Park

Milton Road
Cambridge
England
CB4 OWB

2.2 Source/organism

Soybean (Glycine max L.).


https://www.isaaa.org/gmapprovaldatabase/crop/default.asp?CropID=19

2. 3 Genetic modification step

The MON 87701 event contains a single insert consisting of a cry1Ac expression
cassette, encoding the Cry1Ac protein. The Cry1Ac protein confers resistance

against specific lepidopteran pests.

3.Details of other Regulators’ opinions

This event has been authorised for food and/or feed use in 23 other territories

worldwide.

Specifically, reviewing the EFSA risk assessment (2022) and renewal data provided
by the applicant, it was found that there is no evidence for new hazards, modified
exposure or scientific uncertainties that would change the conclusions of the
original risk assessment on soybean MON 87701, which were that MON 87701
soybean is “as safe as the conventional counterpart and the tested non-GM
reference varieties with respect to potential effects on human and animal health

and the environment”.

3.1 Methodology applied in the EFSA Opinion

EFSA GMO Panel (EFSA Panel on Genetically Modified Organisms), 2015. Guidance
for renewal applications of genetically modified food and feed authorised under
Regulation (EC) No 1829/2003 3.

3.2 Specification

In accordance with Commission Regulation (EC) No 65/2004*, the unique identifier
for MON 87701 soybean is MON-877(1-2. MON 87701 soybean provides resistance to
specific lepidopteran insects such as velvet bean caterpillar (Anticarsia
gemmatalis), soybean looper (Pseudoplusia includens), soybean anxil borer
(Epinotia aporema) and sunflower looper (Rachiplusia nu) through introduction of

the insecticidal Cry1Ac protein from Bacillus thuringiensis.



Information provided on the identity, composition and specification of the plant
does not raise safety concerns. In the context of this renewal application, new
bioinformatics analyses were provided to assess the potential interruption of
endogenous soybean genes. Results confirmed previous conclusions which did

not identify interruption of endogenous genes.

3.3 Exposure assessment

EFSA undertook an exposure assessment as part of their Scientific Opinion. In
order to verify if it was still relevant for GB, data from National Diet and Nutrition
Survey databases were reviewed by FSA/FSS, showing UK soy consumption has
increased in the last few years but remains lower than several European

countries. These data confirm the suitability of the risk assessment for GB use.

3.4 Toxicological data

Updated bioinformatics analyses did not identify any similarities with known
toxins or allergens. No new safety concerns were identified from the literature

review.

3.5 Analytical Method Review

FSA/FSS accepted the European Union Reference Laboratory for Genetically
Modified Food and Feed (EURL GMFF) report, showing that the detection method
for MON 87701° was previously validated and declared fit for purpose.

3.6 Post Market Environmental Monitoring Plan (PMEM)

FSA/FSS reviewed and accepted the EFSA GMO Panel conclusions about the PMEM
plan proposed by the applicant for soybean MON 87701, considering the scope
consistent with the intended uses. FSA/FSS accepted the proposed PMEM plan and

did not require additional monitoring.



3.7 Proposed labelling

The applicant proposed no additional labelling of MON 87701 soybean on the basis
that it is equivalent to the conventional counterparts, and its intended use is the
same as for conventional soybean. The FSA/FSS accept the applicant’s conclusion

and do not require specific or additional labelling.

4. Other regulators’ opinion and conclusions

EFSA (2022) found that there is “no evidence for new hazards, modified exposure
or scientific uncertainties that would change the conclusions of the original risk
assessment” for this event, herein denoted as Soybean MON 87701. The
conclusions of the original EFSA risk assessment, that Soybean MON 87701 is “as
safe as the conventional counterpart and the tested non-GM reference varieties
with respect to potential effects on human and animal health and the

environment”, therefore remain unchanged.

It is noted that Soybean MON 87701 is not authorised for cultivation in the UK/EU.
“Accidental release of viable GM soybean would not cause an environmental
safety concern and as with conventional soybean varieties, would be unlikely to
persist under European environmental conditions”. No post market monitoring of
food and feed is necessary. The proposed PMEM plan was acceptable and did not

require extra monitoring.

5. Caveats and uncertainties

No caveats and uncertainties were identified.

6. FSA/ FSS conclusion for GB risk analysis

The application has been assessed in line with the applicable guidance and is
partially based on considerations of detailed proprietary information available to
the Panel. Whilst this is only briefly summarised, this description is consistent
with the conclusions. The conclusions of the EFSA Opinion have been reviewed in

detail by FSA/FSS and are considered appropriate and applicable to GB.



7. Outcome of assessment

FSA/FSS have reviewed the applicant’s renewal application, supporting
documentation, and other regulators risk assessments, most notably, the EFSA
Scientific Opinion (2022) and consider sufficient evidence has been provided to

conclude without further questions or risk assessment activities.

The environmental and human safety of soybean MON 87701 has been well
characterised by the applicant under the Annex Il to the Cartagena Protocol.
FSA/FSS therefore accept the conclusion that soybean MON 87701 poses no
increased risk to conservation and sustainable use of biodiversity, or to human or
animal health in terms of allergenicity or toxicity compared to conventional

soybean.

FSA/FSS conclude that genetically modified soybean MON 87701, as described in
this application, poses no new hazards, modified exposure or scientific

uncertainties that would change the conclusions of the original risk assessment.
In making this assessment the following principles have been applied:

1) There is no legal duty to perform a separate risk assessment for GB and
there was sufficient scientific evidence to make a conclusion on safety with
no further questions to the applicant, and therefore no further risk
assessment activities are necessary.

2) The application is for a renewal or authorisation where the UK/GB already
has accepted the established risk of the products on the market.

3) Sufficient evidence was available in the literature, for example, where other
National food safety authorities had positively assessed the application
using the same risk assessment guidance in principle and legal
requirements in GB with the exception to changes in the General Food Law.

4) Applicants provided sufficient relevant information as requested by
FSA/FSS.

5) FSA/FSS review did not find any issues of divergence from guidance or

mutual approaches or new scientific issues for consideration.



6) There were no other specific issues that would require an assessment for

the UK or the nations of the UK.
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Government Licence v3.0 except where otherwise stated. Where we have identified
any third party copyright information you will need to obtain permission from the
copyright holders concerned.

For more information and to view this licence:

e visit the National Archives website

e email psi@nationalarchives.gov.uk

e write to: Information Policy Team, The National Archives, Kew, London, TW9
4DU

For enquiries about this publication, contact the Food Standards Agency.

Follow us on Twitter: @foodgov

'i Find us on Facebook: facebook.com/FoodStandardsAgency
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