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This update outlines the work of the Office of the Gene

Technology Regulator (OGTR) in ensuring compliance
with Australia’s Gene Technology Act and Regulations.

This update complements the OGTR Annual
Report and other publications.

Gene technology is widely used in Australia: in

agriculture, research, health, education and industry.

The primary purpose of the Gene Technology
Regulator is to protect people and the environment
by regulating certain activities involving genetically
modified organisms (GMOs) in Australia.

The Regulator decides, on the basis of a science-
based risk assessment, whether or not to allow

a GM crop to be planted or a GM vaccine to be
released and what restrictions should be put in
place to contain and control the GMO. Work with
gene technology in laboratories and other contained
facilities are also regulated. The legislation has
provisions for compliance and enforcement of
authorisations. These are monitored by OGTR

staff to ensure compliance with requirements.

The Regulator has substantial powers under the
legislation. These powers are a useful deterrent
to ensure adherence to the legislation. To date,
issues have been appropriately managed through
cooperative compliance, creating an environment
in which organisations understand the benefits of
compliance, and the risks of non-compliance.

In addition to assessing an organisation’s
capacity to adhere to authorisation conditions,
inspections are an opportunity for OGTR staff to
actively identify issues before adverse outcomes
arise, and promote best practices.

Since the commencement of the legislation,
the range of authorisations includes:

e Over 9,000 applications and notifications for
work with GMOs of which over 8,000 were
low risk and are generally overseen by the
applying organisation

e 735 applications for work with GMOs
required assessment by the OGTR

e 134 licences for release of GMOs into the
environment (including field trials of crops
in controlled conditions)

e Six varieties of canola approved for use
by farmers

e FEleven varieties of cotton approved for
use by farmers

e Four human vaccines approved for use
e One animal vaccine approved for use

e One ornamental plant variety (carnations)
permitted to be grown without oversight

e QOver 200 accredited organisations
e About 4,300 applications to certify facilities

for work with GMOs I
e About 10,000 applications for variations

to those facilities. ‘




The OGTR takes a ‘cooperative compliance’
approach, with an emphasis on education,
engagement and awareness-raising. Open
communication by the OGTR, backed by strong
regulation, has helped to create an environment
in which cooperative compliance works from
day to day, year to year.

The focus of OGTR
is prevention of adverse

outcomes before they
can arise

We achieve compliance by:

e Actively monitoring higher risk activities

e Cooperative compliance supported by the
availability of enforcement action if necessary

e Education and awareness raising for the
regulated community and others

e Collaboration with other regulators

¢ Providing feedback into OGTR evaluation
processes

e Actively supporting organisations seeking
to develop best practice models.

Generally, organisations working with GMOs strive
to minimise risks (including reputational risks), with
many organisations performing to a high standard
when delivering on their compliance obligations.
OGTR’s active inspection program also provides
an effective deterrent.

Our cooperative compliance principles

Monitoring

We assess compliance with the gene technology
legislation through monitoring activities including:

¢ Profiling of work with GMOs to aid strategic
planning of monitoring activities

¢ Routine inspections of crop field trials,
certified laboratories, and vaccine clinical trials

e Unannounced inspections (spot checks)
which can occur at any time

e Conducting audits and practice reviews

e Performing incident reviews in response to
‘self-reported’ issues or non-compliances

e Conducting investigations in response to
allegations of non-compliance or breaches
of the legislation.

Enforcement

We have a range of enforcement powers starting
with the power to direct individuals or organisations
to return to compliance and undertake necessary
actions to protect the safety of humans and the
environment. In extreme circumstances, significant
financial penalties or prison terms may be imposed
by the courts.

However, our cooperative compliance approach
has been effective. Since the establishment of the
legislation every issue has been resolved without
the need for prosecution.



Compliance approach

Our Compliance approach considers many factors in each case including:

The extent of risk to the health and safety of people and the environment

The severity of the issue or event involved in the finding

The culpability of the licence holder or other relevant persons in bringing about the issue or event
e.g. whether there was a bona fide mistake involved

The types of mechanisms available to address the issue or event

The compliance history of the licence holder or other relevant persons

Mitigating factors such as self-reporting or steps taken voluntarily by the licence holder to
address the issue or event

The need for deterrence.

Inspection findings are routinely reported by the OGTR in annual reports available at
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/reports- 1 4
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The compliance pyramid

Organisational
culture

Prosecution Prosecution is reserved for breaches of the legislation Disregard

Intentional disregard can trigger cancellation

Cancellation of licences then criminal prosecution

o ) ) ) Resistance
. Continuing failure to correct compliance issues

~can trigger injunctions and court orders

Corrective action

If organisations fail to address our concerns we
may issue warning letters and notices, vary
licence conditions, and may incur costs Reduced

commitment

If organisations aren’t following all

Monitoring and our advice we enhance monitoring,
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3 P ’ routine monitoring, reviews 9
W compliance and seminars to encourage to do the

organisations willing to do right thing
the right thing

Compliance starts with educational interactions with organisations willing to do the right thing.
If our monitoring shows changes in compliance commitment we provide firm direction. If
organisations fail to correct compliance issues, we move to non-criminal sanctions. Intentional
disregard would lead to referral for criminal prosecution.
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Improving regulation Licence
through monitoring

We draw upon findings and lessons learned in

our monitoring activities, and from new research
to ensure that authorisations for work with
GMOs continue to be scientifically sound,

with appropriate, practical and enforceable

risk management measures. ;
Risk assessment

application

Our inspection programs form a ‘feedback loop’
to ensure that risk management measures are
followed (and effective) and to identify any gaps
or areas of improvement for individual licences,
for the broader risk assessment process, or
even for legislative reform.

Risk management plan

Monitor and review

Issue a
licence?

Monitor for
compliance




Input into intentional release,
contained dealings and guidelines

During 2017 Monitoring and Compliance staff
provided feedback to risk assessment and risk
management plans on proposed intentional
releases of GMOs into the environment, on
licence conditions for contained dealings and
into the development of physical containment
guidelines, namely:

Two commercial crop release licences
(canola and cotton)

Seven limited and controlled licences
(barley, cotton, Indian mustard, potato,
rye grass and wheat)

One licence for a vaccine (Dengue virus)

Recommendations for varying licence
conditions for four field trials

Ten licences for contained dealings

Guidelines on the operation of physical
containment facilities (PC2 Large scale
and PC3).

Inspection activities

Inspections are conducted to monitor compliance
with licence conditions, to check implementation of
laboratory containment measures, and to identify
opportunities to undertake preventative action.
Recent inspection activity by the Monitoring and
Compliance section includes:

e Inspections of 12 crop trials at 47 sites,
as well as one vaccine trial site

¢ Inspections of 68 laboratories and associated
licences for research work (including four
unannounced inspections)

e Continuing surveillance for illegal imports
of GM ornamental fish.
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Case study Auditing seed imports

In 2016-17 the OGTR continued to work with the Australian Seed Federation and a range
of government agencies implementing a risk-based national strategy to manage the
unintended presence of unapproved GMOs in seeds imported for sowing in Australia.

The Low-Level Presence (LLP) strategy encompasses a risk management approach, with
resources dedicated to the areas posing the highest likelihood of unintended presence of GMOs,
and includes auditing of seed breeding organisations. No issues of concern have been identified
for the organisations that have participated in the audits.

Case study GM petunias

In 2017 the Gene Technology Regulator identified that GM petunia varieties had unintentionally
entered the Australian and international markets. These petunia varieties were genetically modified
to produce an orange pigment found naturally in other flowering plants.

The Regulator found that GM petunias do not pose a risk to humans or the environment.

Nonetheless audits of nurseries, disposal arrangements, and a series of interactions with the industry
were initiated to manage the issue and ensure that unapproved GMOs are not sold or propagated.

Unapproved GM petunias — supply chain engagement

* Australian importers
contacted to verify supply

* OGTR made direct contact to
ensure that they ceased supply

* Australian importers contacted
suppliers to verify GM status of stock

« Contacted by importers and
also by their peak industry
association to inform

* OGTR monitored

Wholesalers

« Contacted by importers and
wholesalers, and by their
peak industry association

* OGTR monitored

Retailers

* Retailers to inform customers
 Fact sheet on OGTR website

Households




Improving reporting — for users and OGTR

We successfully piloted a system to streamline
routine reporting by licence holders, such as their
notification of planting, harvesting, cleaning and
post-harvest monitoring of crop trial sites. The
OGTR are now extending the use of the system.

Licence holders submit over 1,000 reports a
year to the OGTR. For field trials of GM crops
this includes details of flowering, harvest, site
cleaning, with ongoing monitoring for residual
GM plants — overlayed with information on
land management practices and rainfall data.

We developed a project to streamline data
management and enhance data integrity,
reducing the burden for licence holders by
providing a standardised data reporting format.

These forms could then feed automatically into
a tailor-made database to assist the OGTR’s
handling and analysis of data. This required
significant surveying and collaboration with
stakeholders to establish a feasible model that
would cater to a wide range of organisations,
practices, and reporting formats.

This project was successfully applied to canola,
cotton and wheat/barley field trial licences, and
expanded in 2016/17 to include additional crops
(sugarcane). Licences for work in laboratories,
vaccine trials, commercial licences along with
integration of historical and ongoing inspection
findings/trends have also been incorporated

into this new database.

The new reporting system was well received
by licence holders and by OGTR staff:

e Licence holders reported that their

workload had been reduced

The OGTR noticed improvements in
reporting by licence holders, including
an increase in on-time reporting

A reduction in the amount of time

OGTR staff required to assess reports
from licence holders and an enhanced
ability to analyse site data and trends.
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Inspection date

This sample analysis of monitoring of a GM cotton field trial site for three years after the crop has been harvested
illustrates that germination of residual seed at the trial area (known as volunteer plants) was greatest after high
rainfall. It also shows that they were effectively managed until the seed bank was depleted.



PraCt|Ce reviews Dryland cotton developmental

From time to time the OGTR conducts reviews growth over time
of ‘best practice’ to determine whether licence
conditions can be, and are being, effectively
implemented. These reviews help accredited
organisations to assess the effectiveness of
their systems. The reviews also helped in refining
the processes.

Two practice reviews were conducted: dryland
cotton agronomic practices; and transport,
storage and disposal at research institutes.

Dryland cotton

The dryland cotton review was initiated as part of

the OGTR educational and knowledge building
exercise of GM dryland cotton trials, with special
reference to skip row planting. Several visits were
made to sites to assess the effectiveness of the pollen
trap during the development of the cotton plants.

The review found that the trial was effectively
managed, despite factors such as rainfall being
beyond their control. This review contributed
to OGTR's ongoing capacity to assess future

GM dryland cotton licences. TSD regulatory requirements

Transport, storage and disposal

During 2017, the OGTR conducted a practice review
focussing on GMO storage and disposal. Inspectors
from the Monitoring and Compliance section visited
stakeholders in NSW to review decontamination
methods and disposal routes. The participating
accredited organisations were found to have efficiently
tailored arrangements to comply with and manage
transport, storage and disposal guidelines.




Reporting and
transparency

Routine monitoring and compliance activity is
reported quarterly on the OGTR website at
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/
Content/mc-activities-1.

The locations and details of field trial sites are
available via an interactive map at http://www.ogtr.
gov.au/internet/ogtr/publishing.nsf/content/map.

Anyone can report issues of concern to the OGTR.

We will review information and assess any potential
non-compliance. Any information concerning alleged
non-compliant conduct of work with GMOs provided
to the OGTR will be treated in the strictest confidence.
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Other interactions /
education /collaborations

Education and communication are important
components of our compliance work. This also
includes communication with other agencies
and international regulatory agencies to promote
mutual learning and international best practices.
In 2017 the OGTR engaged the horticultural and
seed industry to promote awareness of the
gene technology scheme.

Other groups that we interact with in order to
ensure compliance and prevent issues arising in
future include Do It Yourself (DIY) researchers

(e.g. Biohackers) and third-party industry members.

International liaison

The OGTR shares information with its international
peers. In 2017 we hosted a five-member visiting
delegation from the Indian Ministry of Environment,
Forest and Climate Change from 6 February 2017
to 10 February 2017.

As well as sharing information about our respective
gene technology regulatory systems, the delegation
visited GM crop field trial sites and several physical
containment facilities throughout Victoria and
Queensland.

Please see the OGTR 2016/17 Annual Report for
more details http://www.ogtr.gov.au/internet/ogtr/
publishing.nsf/content/reports-1



Sharing information with colleagues from the Indian Ministry of Environment,
Forest and Climate Change

Forums and capacity building

In 2017 the OGTR hosted the 7th national forum for
Institutional Biosafety Committee representatives
which presented an opportunity to hold discussions
with the regulated community, promote best practice,
and address queries or concerns.

OGTR also regularly attend and present at various
fora, including:

e Association of Biosafety for Australia &
New Zealand (ABSANZ) conference
e Australian Seed Federation Convention

e Australasian Environmental Law Enforcement
and Regulators Network (AELERT) conference.
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Australian Government

“ Department of Health
Office of the Gene Technology Regulator

Find out more

Online www.ogtr.gov.au

Email ogtr@health.gov.au

Mail Office of the Gene Technology Regulator, MDP 54, GPO Box 9848, Canberra ACT 2601
Free call 1800 181 030

Fax 02 6113 8303

Further information on our monitoring and compliance work:
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/mc-index-1

Maps of field trial sites:
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/map

Low level presence website:
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/mon-unintended- 1

Supporting documents

OGTR website

OGTR Strategic Plan

Risk Analysis Framework 2013

OGTR Science Strategy 2013-2018

OGTR 2016-17 Annual Report

National Framework of Ethical Principles in Gene Technology 2012
OGTR Compliance and Enforcement Policy

OGTR Service Charter Department of Health Stakeholder Engagement Framework



