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covering the period 1 April 2000 to 31 March 2001

BACKGROUND

On 3 May 2000 Scottish Ministers agreed that the Scottish Agricultural Science Agency
(SASA) should be authorised to inspect and enforce the conditions attached to deliberate
release consents of genetically modified organisms (GMOs) in Scotland.  The Health and
Safety Executive previously provided this service. This involves inspecting release sites,
enforcing the GMO regulations on deliberate releases, and monitoring and advising on
compliance with the conditions attached to the consents.  These functions are exercised in
relation to the Genetically Modified Organisms (Deliberate Release) Regulations 1992 (as
amended in 1995 and 1997) in conjunction with Part VI of the Environment Protection
Act 1990. 

The Countryside and National Heritage (C&NH) Division of the Scottish Executive
appointed under Section 114 of the Environmental Protection Act 1990 a team of six SASA
staff to undertake these duties. These staff bring a wide range of experience in varietal
identification, crop husbandry, seed certification, microbiology and molecular biology to
this work. Testing facilities for identifying GMOs were set up to support the work of the
Inspectorate.  Training seminars on enforcement issues and the legislation on deliberate
release were also conducted before inspections started in June 2000.

The work plan followed by the Inspectorate until 31 March 2001 is given in Annex 1 of this
report.

1. DELIBERATE RELEASE SITE INSPECTIONS

Thirty-one inspections of deliberate release sites were carried out throughout the reporting
period. Inspection Reports were sent to the GM Co-ordination Team of the Scottish
Executive after each inspection.

1.1 Field Trials

Transgenic oilseed rape was the only crop species released in Scotland during the
reporting year.  Five sites were part of the Farmscale Evaluation programme. The
remaining nine sites consisted of either Research or Variety Testing Trials.  During
the year eleven sites were inspected (Table 1).  Three inspections for winter oilseed
rape sites containing R&D or Variety Testing Trials, planned for spring 2001, were
delayed until May 2001 due to the outbreak of Foot and Mouth Disease.
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Table 1: Inspections undertaken from 27 June 2000 and 31 March 2001

Sites with active field trials 14
No. of inspections of active field trial sites 11*
Sites undergoing post-trial monitoring 16
No. of inspections of post-trial monitoring sites 17
No. of additional inspections 3
Total number of inspections conducted 31

* 3 active trial sites were not inspected until May 2001

Most sites were inspected once during the release period. Inspections took place at
different times of the growing season: after sowing, before and at flowering, and
during harvest. At one site, two additional inspections were made to monitor the
harvest of trial crops and check that harvested seed taken from plants growing
within the separation distance did not enter the human food and animal feed chains.
A farmscale evaluation site was inspected twice: at the start of flowering and after
the harvest. In many cases follow-up action was not required. Where action was
taken, additional information was often sought from consent holders so that the
Inspectorate could be satisfied that site operators were complying with the
conditions of the relevant consents. In all cases where this was done the consent
holders supplied the necessary information. Some non-enforcement action was
recommended to assist later post-trial monitoring. e.g. placing site identification
markers in field boundaries.

With one exception (see section 7), the Inspectorate was satisfied that all the trials
that were inspected were being conducted in accordance with the conditions of their
consents. No issues of harm to human health or the environment were identified.

1.2 Post-Trial Monitoring

All the release sites currently undergoing post-trial monitoring in Scotland were
inspected. This involved 15 sites for oilseed rape and 2 for potato. One of the potato
sites was visited twice. In all cases the Inspectorate considered monitoring
procedures were being conducted satisfactorily. The sites return to normal
cultivation was being undertaken through appropriate use of follow-on crops and
control of volunteer plants.

One consent holder reported to the Inspectorate a high incidence of potato
volunteers at one of their sites. The site was in the fourth and final year of
monitoring.  The persistence of volunteers was thought to have arisen from true
potato seed that had remained viable over a succession of mild winters. Two visits
were made to the site to ensure volunteer management was effective in this final
phase of monitoring. The consent holder agreed to continue to monitor the site for a
further year.  The release site will be fallow in 2001, which will assist the control of
any remaining volunteers. The Inspectorate did not consider that the incident was a
safety issue for the crop. The Scottish Executive and the Joint Regulatory Authority
(DEFRA) were informed of the incident. Whilst assessing a recent application for
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the release of a potato, the Advisory Committee on Releases to the Environment
(ACRE) took account of the case when reviewing the conditions for monitoring.

2. CONDUCTING MANAGEMENT AUDITS ON SCOTTISH CONSENT
HOLDERS

Management audits of Scottish consent holders were not conducted during the year.
However, on 18 April 2001, official inspectors from the Central Science Laboratory1 (CSL)
and SASA conducted a joint management audit at a consent holder’s HQ in Cambridge.
The operational procedures for conducting their GM field trials were audited.  The general
principles of that audit will be used as a model for future audits in Scotland.

3. AUDITING MARKETING CONSENTS, INCLUDING INSPECTION AND
TESTING OF SHIPMENTS

There were no field releases in Scotland of GM plant varieties that had marketing consents
during the reporting year.  The Inspectorate is not aware of any seed companies that are
importing live seed of Part C plant varieties directly into Scotland.

4. AUDIT SCOTTISH SEED IMPORTERS WHERE THERE IS SUSPICION OF
SEED CONTAINING GENETICALLY MODIFIED PRODUCTS

In May 2000 Government announced that some conventional oilseed rape imported from
Canada, and sown in 1999 and 2000 in Great Britain, and several other Member States of
the European Union, contained GM elements. This led to the destruction of field crops of
this particular oilseed rape in 2000. In the light of the incident, the GM Inspectorates were
asked to devise programmes for checking seed imports for the presence of adventitious
GM events in conventional seed. Initially audits would be made on the import of winter
oilseed rape taking account of the conditions required for the marketing of GM products
under the European Directive 90/220/EC and the European Commission’s interim measures
for the adventitious presence of GM events in conventional seed2. These would be followed
by audits on beet, spring oilseed rape, maize, soya bean and tomato.

With the assistance of the Food and Agriculture Group of SEERAD, the Inspectorate
undertook two studies to find out whether seed of certain species was being imported
directly into Scotland from outside the United Kingdom. In October 2000, a study was
made on winter oilseed rape. One hundred and ninety-three questionnaires were sent out to
Scottish Registered Seed Merchants, Processors and Packers. This was followed in
March 2001 by a wider study on beet, maize, spring oilseed rape, soya bean and tomato. In
the second study 210 questionnaires were sent out.  In both cases the response was high:

                                                     
1   The GM Inspectorate for England and Wales.
2   European Commission: .Standing Committee on Agricultural, Horticultural and Forestry Seeds and Plants.
Short report of the meeting held on 10 July 2000. Further exchange of views on findings of adventitious
presence of GMO seed in non-GMO varieties. http://www.europa.eu.int/comm/food/fs/rc/scsp/rap15_en.html.
An EU working document on draft legislative measures to supplant these interim measures is currently under
consideration.
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91% and 92% respectively. None of the companies that replied import live seed of these
species directly into Scotland. Seed is bought from importers in England and Wales. During
the year a comprehensive inspection regime has and is being carried out by CSL on seed-
importing companies to ensure compliance with the GMO legislation in England and
Wales. In order to avoid unnecessary duplication, SASA uses the results provided by CSL
to monitor seed traded in Scotland. Co-ordination between the Inspectorates and the UK
Competent Authorities is essential, especially for cases of non-compliance as this may lead
to SASA issuing Prohibition Notices on companies that market seed in Scotland.

5. ATTENDANCE AS REQUIRED AT ACRE MEETINGS

SASA representatives attended six of the eight meetings of the Committee held during the
reporting period.

6. LIAISON WITH THE SCOTTISH EXECUTIVE AND THE JOINT
REGULATORY AUTHORITY IN THE DEVELOPMENT OF STANDARDS,
TECHNICAL GUIDANCE AND PUBLICATIONS IN CONNECTION WITH
INSPECTION AND ENFORCEMENT FUNCTIONS

SASA has regularly commented throughout the year on applications for consent to release
GMOs, consent holder’s proposals for managing release sites, accidents, incidents and
breaches of consent.

7. INSTITUTE APPROPRIATE ACTIONS WHERE BREACHES OF CONSENT
HAVE OCCURRED, TO REMEDY THE BREACH AND PREVENT REALISATION
OF HARM

The Inspectorate wrote to a consent holder over a breach of one of their consents.  This was
a technical issue where the rate for drilling seed at a release site had been exceeded. A
seedlot had been used which had low germination and an unusually high seed weight.  The
Inspectorate was satisfied that there were no safety issues involved. The number of plants
that were released on the site did not exceed the maximum population density specified in
the consent. The Company was informed of the incident and was reminded of their legal
responsibilities for adhering to the conditions of their consent.

8. PARTICIPATION IN THE EUROPEAN ENFORCEMENT PROJECT –
DELIBERATE RELEASE AND MONITORING

Throughout the year representatives from the Inspectorates of 12 EU Member States, as well
as those from Iceland, Norway and Switzerland, have been sharing knowledge and expertise
on inspection of the deliberate release of genetically modified organisms. The project was
started in September 1999 and was concluded by a conference in Florence in February 2001.
CSL attended earlier meetings on behalf of the United Kingdom. SASA attended the final
conference. Some outcomes of the project have been to produce guidelines for conducting
inspections, a logbook for those who release GMOs, a classified list of European risk
assessment and monitoring research, a report on sequence availability and reference material,
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a ‘who-is-who‘ list of inspectors and a thematic website including a database.  The website is
currently being assessed (March -June 2001) by the participants. Eventual use could be
extended to other inspectors and the Competent Authorities (CA) under EEC/90/220, other
CA’s and the public (parts of the site only). The website will have an ‘accidents, incidents
and violations’ page where countries can notify others of interest and suggest how cases
might be dealt with. Some aspects of the project will continue through a new year-long study,
started in March 2001, which will investigate the monitoring of environmental effects of GM
plants.

9. DEVELOPMENT OF PCR TESTS AT SASA

The Diagnostics and Molecular Biology Section has been using Qualitative DNA –based
(polymerase chain reaction {PCR}) analyses to detect the presence of GM elements in both
seed and plant material. These tests use a range of primers that detect common elements
used in GMOs for both authorised and non-authorised events. In March 2001 a Sequence
Detection System (real-time PCR) was purchased for quantitative PCR analyses. This
instrument will allow the development and implementation of assays, which will be used to
quantify the percentage of GM seed within seedlots.

SASA GM Inspectorate
25 June 2001
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1. At least one active site will be inspected for every successful application to release
GMOs in Scotland. The sites inspected will include all active field trials. A proportion
of monitoring sites will be visited, determined largely by the level of risk posed to the
environment. Priority will be given to consents and sites perceived to have any
potential risk, i.e. new applications and selected consent holders and growers. Provision
will be made for emergency inspections. Monitoring reports in an agreed format will be
provided as soon as possible after an inspection. The number of planned inspections for
the forthcoming year will be reviewed in the annual workplan.

 
2. Conduct management audits of Scottish consent holders.
 
3. Audit marketing consents, including inspection, sampling and testing of shipments.
 
4. Audit Scottish seed importers where there is suspicion of seed containing genetically

modified products.
 
5. Attendance as required at ACRE meetings.
 
6. Liaison with the Scottish Executive and the Joint Regulatory Authority in the

development of standards, technical guidance and publications in connection with
inspection and enforcement functions.

 
7. Institute appropriate actions where breaches of consent have occurred, to remedy the

breach and prevent realisation of harm. 
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