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Introduction

® The Environmental Protection Agency

B Legislation & Definitions

B Containment Measures

B Enforcement, Annual Reports & Site Inspections
@ Notifications

B Waste Inactivation & Disposal

Deliberate Release

Advisory Committee
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Mission Statement

To protect and improve the natural environment
for present and future generations taking into
account the environmental, social and
economic principles of sustainable development
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2020 Vision Protecting and Improving Ireland’s

Environment

Clean Alir

Cur air will be healthy and
clean. Ireland’s emissicons
to the atmosphere will
meet all international and
national targets.

Protected Soil
and Biodiversitwy

The soil of Ireland wwill be protected from
contamination and loss and will support
dependent plants and animals. Qur biodiversity
wiill be protected and managed for future

generations to enjoy.

Limiting and Adapting
to Climate Change
Ireland will achiewve major reducticons
imn greenhouse gas emissions and
will be prepared for the unawvoidable
impact of climate change.

Protected
WViwater Resources

Our surface water and

2020 VISION:
Protecting

groundchwater will not be
depleted and will be of
excellent quality,
meeting all national and
imternaticonal standards.

and Improving
Ilreland’s
Environment

Sustainable WUse of Resources

The overall goal is a more efficient use of
rescources hwater, energy and materials).

Wiaste will be prevented and minimised, with

the balance safely collected, recycled or recowvered.
Final disposal will be completed in a way that
does not harm the environment.

Integration and Enforcement

Enwvironmental considerations will be at the
heart of policy-making and decisicon-making.
Responsible envircnmental behaviour will be
the norm across all sectors of society
and those wheo flout environmental laws

will b2 held to account.




EPA Structure

Advisory Committee Director General and Directors

Office of Environmental
Communications, Environmental Research and Licence Enforcement
Strategy & Governance Licensing Assessment
Information Technology Resource Use Laboratory Services Public Authority
and Finance Enforcement
HR and Corporate Climate Change Aquatic Environment Legal Enforcement
Services

Cross-Cutting Teams




EPA GMO Team
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Senior Inspector
Inspectors Administrative Staff
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Regulating GMOs in Ireland

B Government responsible for policy

B Dept of Environment, Community & Local Government
B Contained Use (CU) and Deliberate Release (DR) into environment of GMOs

B Dept of Health & Children
B Food safety aspects (FSAI)

B Dept of Agriculture, Fisheries & Food
B Seed for cultivation
B Animal feed
B Co-existence
B Use of Plant Protection Products on GMO crops
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EPA’s Role in Regulating GMOs in Ireland

® [Implement the Regulations only

B Contained Use — laboratories & industry

B Deliberate Release into the environment
B Research & Development Purposes - field trials, clinical trials

B Placing GMO products on the market
M European Food Safety Authority
M European Medicines Agency
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Legislation

B Genetically Modified Organisms (Contained Use)
Regulations, S.I. 73 of 2001

B Amended by S.I. No. 442/2010 — Genetically Modified
Organisms (Contained Use) (Amendment) Regulations
2010

SEPANTHEITY
S
) THE PNTON,

B Genetically Modified Organisms (Deliberate
Release Regulations), S.I. 500 of 2003

Large er | Feedback |

i i Welcome to the Acts of the Oireachtas
Irish Statute Book (elSB) 1922 to 2012

> Browse Acts

n of the Acts of th htas and Statutory Instruments
Statutory Instruments remains the printed version 1922 to 2012
> Browse Statutory Instruments
5 Latest Statutory Instruments in PDF
anion ===
. ) o
Legislation Directory -:?\‘l"‘r“’-‘.. 1
1922to 28th July 2012 “fg -““\33;
Ve et » B ual Acts of the Oireachtas
> Constitution of Ireland/Bunreacht na hEireann 1937

Other Sources of Irish Legislation

> Browse Directory

> Iris Oifigiil / Official Irish State Gazette

Help Desk elSB Available as
Ahelpdesk service is available forthe Iish Statute Book  APP u

on CD-ROM and the web_ However neither the O

of As part of the overall optimisation
the Attorney General o the helpdesk provide assistance e
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B Genetically Modified Organism (GMO)

means an organism in which the genetic material has been
altered in a way that does not occur naturally by mating or
natural recombination, or by a combination of both

B Genetically Modified Micro-organism (GMM)

means a micro-organism in which the genetic material has
been altered in a way that does not occur naturally by mating
or natural recombination, or by a combination of both

' Environmental Protection Agency
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Definitions contd.

B Contained Use

‘any activity in which micro-organisms are genetically modified or
In which such micro-organisms are cultured, stored,
transported, destroyed, disposed of or used in any other way
and for which specific containment and other protective
measures are used to limit their contact with the general public
and the environment’
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Definitions contd.

B User

‘any legal or natural person responsible for a contained use or for
giving notification of, or for meeting any other requirements in
relation to, a proposed contained use’

® Article 5 of the Regulations - Obligations

' Environmental Protection Agency
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Types of registered premises in Ireland

® Industrial
m Academic

W State

' Environmental Protection Agency
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Notification to the Agency

] Risk Assessment
) Part A or B of 5" Schedule of Regulations - GMMs
1 7t Schedule of Regulations - GMOs

1 Pay the relevant fee for the class of GMM

1 No fee for GMOs




Notification Forms

Information to be submitted

Contained Use Notification under
2001 to 2010

2 GMO (GM Animals/GM Plants)
Contained Use) Regulatio

Information to be submitted for
notification under the GMO {Col

=Y
cpPa.

OFFICE OF CLIMATE,
LICENSING & RESOURCE
USE

=
cpa.__

OFFICE OF CLIMATE,
LICENSING & RESOURCE
USE

Name of User and Address for
correspondence:

Information required under Part & of Fifth Schedule of the GMO

([Contained Use) Regu

lations, 2001 to 2010

Contact details of User:

Tek

Name of User and Address for
correspondence:

E-mait

Mames of those responsible for
supervision and safeby:

Contact details of User:

Ted

Names of those Epﬂnmhle for
supervision and

Information on the training and
qualifications of the persons
responsible for supervision and
safety:

Information on the training and
qualifications of the persons
responsible for supervision and
safety:

Address and general description of
the premises (animal house or glass
housa):

Address and general description of
the premises:

A description & purpose of the work
to be undertaken:

The class of the contained use:

Summary of the assessment
referred to in Art. 36 of the GMO
(Contained Use) Regulations, 2001
to 2010. and information on waste
management Mozl

Summary of the assessment
referred to in Art. 13 of the GMO
(Contained Use) Regulations, 2001
to 2010. and information on waste
management ¥t 2

Risk Assessment - Environmental
Protection Agency, Ireland

A description of the nature of the
work to undertal [ehis
of the risk assessment abovek

Details of Biological Safety

Environmental Protection Agency
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CGAIMMIAGARIO Contadned Use flow chart
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Notification Process

B Agency receives valid application

B Register entry sent to user for approval

B Inspector’'s Report and draft Consent Conditions sent to OCLR Director
for approval

B Timelines: Agency must issue a decision within:
B Class 1/2/IGMO - 45 days for first time use
B Class 2 — 10 days for subsequent use
B Class 3/4 - 90 days for first time use
B Class 3/4 — 45 days for subsequent use
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Notification to the Agency — Fees

® Eight Schedule of GMO (Contained Use) Regulations

B First time contained use of a Class 1 GMM under Article 16 —
€250

B First time use of a premises (Class 2) under Article 16 —
€1,875 (€250 + €1,625)

B Subsequent use of Class 2 GMM — €625




Notification to the Agency — 5" Schedule (GMMSs)

Name of User

Training & Qualifications

Biological Committees or sub-committees
Address & General Description of the premises
A description of the nature of the work

The class of the contained use

Risk Assessment

Information on waste management

Emergency Response Plan

Supervision & safety personnel




Notification Process - Register of Users

1 Name and address of notifier

) Location of the Contained Use

l Description & Purpose of each GMO/GMM
] Date of receipt of a record, notification

] Date of request/receipt of further information

] Date & nature of the decision




GM Animal Users

B Viewing of such files will be by prior appointment only

® The request will be dealt with by a member of the GMO
Inspector team,;

B Certain information will be redacted from the file,

B Such as the information not available on the public register (names of
people involved in the work)

cpa
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Register of GMO users in Ireland — December 2012

= 492 registered users

= 78% contained use consents (Class 1 & 2)

OClass 1 mClass 2 OClass 3 OClass 4 oGMO O Deliberate Release

cpa
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Common Omissions in notifications

B Contact details (Phone number, email address)

B GM animals
B Number of animals to be used during project
B Description of the GM animals
B Overall purpose of the work, e.g. Alzheimer's research

B GMMs

B Separate RAs for GMMs

B Laboratory name/number

B Waste inactivation (time, temperature & pressure)

cpa
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Containment Measures — GMMs Iin a Laboratory

Containment levels

rodents and insects)

Measures
1 2 3 4
1 ILLaboratory suite: isolation Not required Not required Required Required
2 ILLaboratory: sealable for fumigation Not required Not required Required Required
Equipment
3 Surfaces resistant to water, acids, Required for Required for Required for Required for
alkalis, solvents, disinfectants, bench bench bench and bench, floor,
decontamination agents and casy to floor ceiling and
clean walls
4 Entry to laboratory via airlock Not required Not required Optional Required
5 Negative pressure relative to the Not required Not required Required Required
pressure of the immediate
cnvironment :
6 Extract and input air from the Not required Not required Required Required for
laboratory should be HEPA —filtered input and
extract air
7 Microbiological safety cabinet Not required Optional Required Required
8 Autoclave On site In the building En suite Double-ended
autoclave in
laboratory
System of work
o Restricted access Not required Required Required Required
10 Biohazard sign on the door Not required Required Required Required
11 Specific measures to control acrosol Not required Required to Required to Required to
dissemination minimise prevent prevent
12 Shower Not required Not required Optional Required
13 Protective clothing Suitable Suitable Suitable Complete
protective. . protective protective change of
clothing clothing; clothing and clothing and
footwear footwear footwear
optional before entry
and exit
14 Gloves Not required Optional Required Required
15 Efficient vector control (e.g. for Optional Required Required Required




Containment Measures

B Training & Awareness
B Containment equipment

B Fourth Schedule of the
Regulations

B General principles of Good
Microbiological Practice (GMP) and
Good Occupational Safety and
Hygiene (GOSH)

B Tables of containment measures

' Environmental Protection Agency
y COnk . M om Dhacmbny Canmbsreod!
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Inactivation of GMMs/GMOs

GMM-GMO Solid Wa

B Autoclave and/or chemical

1 by John Rushe.

Please log o n the dnte mnber 1 bags and your initials in the table below when
bagf P

Inactivation

d and d by John Rushe.
Date

Bag shoi ldb 2/3 ﬁnll doubl bagg d, tied up and dated and initialled (MT/9)
before being 1 1

Number of Bags

Name

B Annual validation

B Maintain records

T

B Monthly use of control measures
(e.g. spore strips)

cpa
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Inactivation of GMMs/GMOs, contd;

® Class 1 GMM — off-site inactivation facility
W Off-site facility must registered
B Records of GMM inactivation must be retained

B Class 2 GMM — inactivation on same site as contained use

B GM animals or animals inoculated with GMMSs

B on-site decontamination is not feasible/practicable, the animal remains
containing any surviving GMM may be sent off site to a
decontamination facility

cpa
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GMP & GOSH

® Provide washing & decontamination facilities

B Adequate records & codes of practice

W Safe storage

W Effective disinfectants & decontamination procedures

® Prohibit eating, drinking, smoking, etc

' Environmental Protection Agency
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Biological Safety Committee

W Statutory requirement B Review risk assessments
® Include external, non-GM B Contact point for the Agency
users

B Meetings & Minutes
M Biological Safety Officer —
executive responsibility

B Provide advice




GMO Advisory Committee

B Part VI Deliberate Release Regulations
B Government Departments
B Government Organisations
B Support Organisations
B Non-Governmental Organisations

® 14 Members
B Three year Term of Office
B Meetings approx once/yr

W Electronic correspondence

cpa

nvironmental Protection Agency
Dhacembny Comhseoil

An GdnlomAgireacht om U




Confidential Information

B Certain information

B Request in writing

B Separate documentation

B Memo to the Director

W Approval letter to notifier

cpa
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] To ensure compliance

- Risks to human health & environment - managed properly

) Promote high standard of biological safety

1 Allay public concerns




Enforcement — Annual Reporting

Annual Report for the contained use of Genetically Modified

Organisms (GMOs) (i.e. GM Animals) for 2010.

A complztad Annual Report for the vear 2010 must bz submittad to the EPA baforz 217

Mlarch 2011.

Annnal reporting requirements
{referto notes 1 —15)=*

Annual reportine information

1. Mamszofusar
St 2. Contact =-mail addrass
3. Addrs fpramiss
B 31st March each year o
5. Projzetnummbar
6. Has tharzbazzn any :éf.l;[g]z to
1'?_=§i5tar Entryw -
L] Rizk
. Assazsmant
. For‘ms avallable On . Containment measures applisd
7. :I:':-_'ou ha:]E a.l?s\'-.'arsad '1":"25'}12-:::[:‘:-.' Dt-ﬂ]é_
. G p:m_ts .1.11: zr [tam 6, pleaszc wpronvida
M M S 3. irt:i: GM animals inocnlatad with
G
. G M P Iants _ ;_ Chhar li:uiologi:-al-_ag_ants :nun_G}.IJ
G Ifwounhavsanswersd “Yes” to anvof the

B GM Animals _

points under Item 8, plaass clarifiv'provids
da=tails.

. Thz numbear of GLID:s impeortad during

the 12 month reporting pericd to 31"
Dizcambar 2006

. Thanumbar of GMDs usad for breading

purposasdurine the 12 monthraporting
pariod te 31" Dacambar 2006,

2. The numbar of GHI0s brad duringtha 12

month reporting pariodte 21" Decambar

2006

i Thsatotalnumbear of GMOs hald in hous=

atths snd of the 12-month repoting
pariodto 21" Decambar 2006

. Thatotal number of GM animals disposad

of duringths 12 month reporting pericdto
11" Dzcambear 20046,

>. Providz datails of decontamination

disposal procadurss smplovad for GRI
animal ramains.

*Notes

1. Inadditionteo thz names of the usar, pleass provids the nams of the Principal Invastigator
undsar whoss names the GLIO containad use facilitv/activity is registarad.

clarification bea raguirad.

Environmental Protection Agency
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http://www.epa.ie/

Enforcement - Site Inspections

BEuropean Enforcement Project Checklist

General Information about the premises
Containment measures in place

= Restricted access
= Biohazard signs

= Procedures

= Training

= Microbiological Safety Cabinet

Personal protective measures
GMP / GOSH
Hand-washing facilities

Lab coats mus
be worn in this

Write up area

cCOaQ
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Enforcement - Site Inspections

® GMM Storage

Location /in lab?/ elsewhere? / inventory

B \Waste Inactivation

Location of autoclave relative to lab

Last date of validation

Procedure for decontamination

Procedure for treatment of spillages

Procedure for reporting of accidents / incidents
Log of waste inactivation

Please log on the date number of bags and your initials in the table below when
preparing a bag for disposal by John Rushe.

Reminder:
Bag should be 2/3 full, double bagged, tied up and dated and initialled (MT/9)
before being labeled and collected by John Rushe.

Date

Number of Bags

Name

i

B Are GMOs/GMMs used for teaching purposes? |

R

"BEl




Enforcement - Site Inspection Follow Up

= Site inspection report

= Letter of non-compliance to registered user (if required)
= Annual reporting
= Where user has relocated activity and has not informed the Agency
= SOPs
= Non-notified activity
= BSC - management structure

= Prosecution of Offences

= High Court injunction

= Notice to Take Measures

cpa
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Deliberate Release of GMOs

‘any intentional introduction into the environment of a
genetically modified organism or a combination of genetically
modified organisms for which no specific containment
measures are used to limit their contact with, and to provide
a high level of safety for, the general population and the
environment, and cognate words and expressions shall be
construed accordingly.’

cpa
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Deliberate Release of GMOs

B Part B Release — R&D purposes
® Field Trials for crops
M@ Clinical Trials

B Part C Release
M Placing a product on the market

' Environmental Protection Agency
Ay Comhire
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Deliberate Release — EPA Remit Clinical Trials

B The patient receiving the treatment insofar as they are part
of the general population and the wider environment

® The potential risk of the GMM moving from the patient to the
general population and the consequences of such a risk

B The potential environmental concerns from the use of GMMs




Deliberate Release — Remit of other Agencies

M Irish Medicines Board
‘8 B Patient risk from the treatment

B Clinical Trials Directive (2001/20/EC)
IRISH MEDICINES BOARD

WHealth & Safety Authority
B Worker protection legislation
B Safety, Health & Welfare at Work Act, 2005

HEALTH AND SAFETY
AUTHORITY

cpa
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To conclude....

The overriding concern of the Environmental Protection
Agency

* To ensure the use of GMOs does not have an adverse
effect on human health or the environment
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Useful Links
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http://www.epa.ie/
http://www.environ.ie/
http://www.hse.gov.uk/biosafety
http://www.irishstatutebook.ie/
http://www.gmoinfo.ie/
http://ec.europa.eu/environment/index_en.htm

Any Questions?




Go raibh maith agaibh




