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Section 1 — Memorandum of
Understanding

This Memorandum of Understanding (MoU) is between the following parties:

(1)  The Secretary of State for Environment, Food and Rural Affairs (Defra) (“Secretary
of State” or “Service Receiver”);

(2) Ministers from the Scottish Government (SG) ("Scottish Ministers” or “Service
Receiver”);

(3)  The Ministers from the Welsh Government (WG) (“Welsh Ministers” or “Service
Receiver”); and

(4)  The Health and Safety Executive (HSE or “Service Provider”).

Each a “Party” and together referred to below as the “Parties”.

Background

1. The purpose of the memorandum is to set out the arrangements for the competent
authorities responsible for overseeing the efficient and effective implementation of and
compliance with the Genetically Modified Organisms (Contained Use) Regulations
2014 (“the 2014 Regulations”). These arrangements are intended to ensure clarity of
roles and responsibilities and facilitate co-operation and co-ordination between the
various parties that comprise the competent authorities for the 2014 Regulations. The
statutory responsibilities of the competent authorities and the Welsh Government are
set out in Annex 1.

2. All the parties are committed to close co-operation in order both to protect the
environment and human health and safety and to ensure that those undertaking
contained use of genetically modified organisms (GMOSs) are not faced with conflicting
or duplicated demands.

Framework for liaison

Competent authorities

3. HSE and the Secretary of State for Defra, acting jointly are the competent authority in
England and Wales for the 2014 Regulations. In practice, these functions are
delegated to officials of HSE and Defra. In Scotland, the competent authority comprises
of HSE and the Scottish Ministers, acting jointly. In practice, these functions are
delegated to officials of HSE and the Scottish Government. Although not part of the
competent authority, officials of the Welsh Government are involved in all matters
related to GMO contained use in Wales and attend competent authority meetings.
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4. The 2014 Regulations cover all aspects of contained use involving genetically modified
micro-organisms (GMMs) and the human health aspects of contained use of larger
GMOs (eg genetically modified (GM) animals and plants). The environmental aspects
of the latter are covered by the Environmental Protection Act 1990 and the Genetically
Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996
(as amended). Defra is responsible for administering that legislation in England; Welsh
Ministers have responsibility in Wales and the Scottish Government in Scotland.
Separate agency agreements concerning regulatory oversight of the environmental
aspects of larger GMOs are in place and published on the HSE website.

5. Under the 2014 Regulations, there may be instances where a user has notified that
they have premises for contained use in both England and Scotland or both Wales and
Scotland. In such instances, the competent authorities for England and Wales and for
Scotland will act as a joint competent authority.

Notification of premises and contained uses

6. HSE will administer the notifications submitted under the 2014 Regulations on behalf of
the competent authorities. HSE will be the principal point of contact with those
considering or undertaking contained use of GMOs. HSE will ensure that contained use
notifications and any consequent correspondence with notifiers is shared with the other
members of the competent authority (ie Defra in England & Wales [with specific
information shared with officials from the Welsh Government for contained use in
Wales] and officials from the Scottish Government for contained uses in Scotland), with
sufficient time to assess and provide comments on the notifications (as per the
timeframe set out in Annex 2). Should any notification span all geographic locations
then HSE will ensure that all Parties will be informed.

7. Each party will nominate a contact point to be responsible for the receipt, circulation
and processing of papers relating to notifications, within statutory or other agreed
timescales, as set out in Annex 2. Any change in the nominated contact point will be
notified to HSE as soon as possible.

8. The timescales set out in Annex 2 for circulation of notifications to members of the
competent authority and the handling of consequent correspondence reflect the
statutory time limits prescribed in the 2014 Regulations. In those cases where the
competent authority has to ask a notifier more than once for additional information,
HSE may need to reduce those timescales to ensure that the notification can still be
processed in a timely manner. All parts of the competent authority should adhere to the
timescales identified by HSE to ensure the notification is still processed within the
statutory time limit (where applicable) or otherwise in a timely fashion. Where there is a
problem meeting the timescale, the nominated contact for that part of the competent
authority will inform HSE immediately.

Inspection of contained use premises

9. HSE will implement and operate an inspection and enforcement programme for the
2014 Regulations, that is proportionate to the hazards and risks associated with the
contained use of GMOs as defined in the 2014 Regulations. HSE will keep other
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parties informed of their regulatory activities during competent authority meetings and
more frequently when any other party may have an interest. HSE will ensure that
personnel are suitably competent to undertake these inspection and enforcement
activities.

Reporting and investigation of accidents involving GMOs

10.HSE is responsible for receiving and processing information in relation to accidents
involving GMOs in containment that present an immediate or delayed hazard to human
health or the environment. Whenever one party learns of an accident in which any
other party or parties may have an interest, the information should be passed on as
soon as practicable to HSE and the other interested party or parties.

11.Where accidents affect the interests of more than one party, the parties will agree
appropriate arrangements for the presentation of information to the public, press, UK
Parliament, and devolved administrations.

Oversight of the appeals procedure

12.The decisions that may be appealed are set out in the 2014 Regulations, in the form of
binding rules. Under the 2014 Regulations the appeal is to be made to either the
Secretary of State for Defra or the Secretary of State for Defra and the Scottish
Ministers acting jointly (“the Appropriate Person”) depending on which competent
authority has taken the relevant decision. In the first instance, Defra will act as a
contact point for receipt of any appeals from premises in England, Scotland and Wales.
Defra will forward any appeals from premises in Scotland to officials in the Scottish
Government. For appeals arising from contained uses in Scotland and where the
Appropriate Person is the Secretary of State for Defra and the Scottish Ministers acting
jointly, the Scottish Ministers will take the lead in decision making with respect to
deciding on the Appointed Person. Where the appeal relates to premises in England or
Wales and Scotland, mutual agreement on arrangements for the appointment of the
Appointed Person will need to be reached. Guidance on the appeals procedure has
been published on the HSE website. Timescales for the different steps in the procedure
are set out in the published guidance and summarised in Annex 2.

Coordination of policy and of technical standards

13.HSE will ensure the timely consultation of other parties, as appropriate, on any
proposals to amend the 2014 Regulations or to update any relevant technical
standards or guidance for which it is responsible.

14.1t is the responsibility of the signatories to this memorandum to ensure that it is brought
to the attention of all relevant staff.

Meeting of the competent authorities and joint review group

15.The various members of the competent authorities shall meet at least annually to
review the operation of the competent authorities and the implementation of the 2014
Regulations. This will include a review of performance of the notification regime, the
inspection programme, and any reported accidents.
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16. A Joint Review Group, comprising a Senior Civil Service member from HSE and Defra
(for contained use in England and Wales) and HSE and the Scottish Government (for
contained use in Scotland) will meet whenever the need arises or at the suggestion of
one of the members. If a contained use is to take place in Wales, an invitation will be
extended to the Welsh Government to be represented. In particular, the Joint Review
Group will meet to resolve any conflict of views between competent authority members
on notifications. Given the statutory timescales for the processing of notifications, this
may mean that meetings will have to be arranged at very short notice and sometimes
take the form of telephone conversations or exchange of emails.

Scientific Advisory Committee for Genetic Modification

17.Where technical advice is required on the contained use of GMOs, the competent
authority may request that HSE seek advice from the Scientific Advisory Committee for
Genetic Modification on Contained Use (SACGM(CU)). Members of the competent
authority are entitled to attend any of the SACGM(CU) meetings and to provide
relevant agenda items.

Duration/Expiry/Termination

18.The MoU shall come into effect as from 17 October 2022 and shall terminate on 31
March 2027, unless it is extended for any further period(s) on the same terms and as
mutually agreed between the Parties. The MoU or any extension to it may be
terminated early on the expiry of six months written notice given at any time by either
Party to this MoU to the other, or immediately with the consent of both Parties.

Interpretation

19.“UK GDPR” means Regulation (EU) 2016/679 of the European Parliament and of the
Council of 27th April 2016 on the protection of natural persons with regard to the
processing of personal data and on the free movement of such data (General Data
Protection Regulation) as it forms part of the law of England and Wales, Scotland and
Northern Ireland by virtue of section 3 of the European Union (Withdrawal) Act 2018.

20. “Confidential Information” means any information which has been designated as
confidential by either Party in writing or that ought to be considered as confidential
(howsoever it is conveyed or on whatever media it is stored) including information the
disclosure of which would, or would be likely to, prejudice the commercial interests of
any person or trade secrets or Intellectual Property Rights of either Party and all
Personal Data and Special Category Personal Data within the meaning of the Data
Protection Act 2018 (DPA2018) and UK GDPR but does not include information which:

a. was public knowledge at the time of disclosure (otherwise than by breach of
paragraphs 20-24 (Confidential Information));

b. was in the possession of the receiving Party, without restriction as to its disclosure,
before receiving it from the disclosing Party;
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c. is received from a third party (who lawfully acquired it) without restriction as to its
disclosure; or

d. is independently developed without access to the Confidential Information.

Confidential information

21.Each of the Parties understands and acknowledges that it may receive or become
aware of confidential information belonging to the other Party whether in the course of
the performance of the obligations under this MoU or otherwise.

22.Each party understands their responsibilities with respect to the processing of personal
data and special categories of personal data and agrees to fully comply with UK Data
Protection legislation (see Annexes 3-5).

23.Except to the extent set out in this paragraph or where disclosure is expressly
permitted elsewhere in this MoU, each Party must:

a. treat the other Party’s confidential information as confidential and safeguard it
accordingly;

b. not disclose the other Party’s confidential information to any other person except
their employees, agents and professional advisers to the extent to which such
disclosure is necessary for the purposes contemplated under this MoU, and subject
to procuring that such persons are made aware of, and comply with, these
obligations of confidentiality.

24.The obligations of confidentiality imposed by paragraphs 20-24 continue in force
notwithstanding termination of this MoU. They do not apply to any confidential
information to the extent that it is required to be disclosed by a requirement of law
placed upon the Party making the disclosure (including any requirements for disclosure
under the Freedom of Information Act 2000 (FOIA) and/or the Environmental
Information Regulations 2004 (EIRs), the Freedom of Information (Scotland) Act 2002
(FOI(S)A) or the Environmental Information (Scotland) Regulations 2004 (EIR(S)s), or
in accordance with HSE’s policy on open government. They are subject to any
government requirements as to transparency which may apply to the Parties from time
to time.

25.The Parties must not use the confidential information under this MoU for commercial
purposes without the prior written agreement of the supplying Party.
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Signatories

The duly authorised representative of the Parties affix their signatures below.
We agree to and accept all the terms and conditions of the above MoU.

Signed on behalf of the Secretary of State for the Environment, Food and Rural Affairs

b

Name: TIM MORDAN
Position: Deputy Director, Innovation Productivity and Science
Date: 30.08.2022

Signed on behalf of the Health and Safety Executive

m‘\ 22 T ~

{

Name: DAVID MURRAY
Position: Director of Planning, Finance and Procurement
Date: 12.10.2022

Signed on behalf of the Scottish Ministers

Jacha @/@S
Name: JACQUELINE HUGHES
Position: Acting Head of SASA
Date: 16.08.2022

Signed on behalf of the Welsh Ministers

(Da_M.D—>

Name: WILLIAM MACDONALD
Position: Deputy Head of Land, Nature and Forestry Division
Date: 07.10. 2022
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Annex 1 — Statutory and other
responsibilities underlying the
memorandum

Relevant legislation

1.

The Regulations are made under powers contained in the Health and Safety at Work
etc Act 1974 (HSWA) and section 2(2) of the European Communities Act 1972 (ECA)
as they deal with the protection of both human health and the environment. They give
effect to Directive 2009/41/EC on the contained use of genetically modified micro-
organisms, which lays down common environmental and human health and safety
measures for such operations.

The Regulations apply to England, Scotland and Wales. The subject matter of Part 1 of
HSWA is a reserved matter. The Secretary of State is designated for the purposes of
section 2(2) of the European Communities Act 1972 (ECA) in relation to the control and
regulation of genetically modified organisms, and notwithstanding that protection of the
environment is a devolved matter, is able to make Regulations that apply to Scotland
by virtue of section 57 of the Scotland Act 1998.

The Regulations also cover the human health and safety aspects of contained uses of
larger GMOs (eg animals and plants). The environmental aspects of such uses are
controlled under provisions in Part VI of the Environmental Protection Act 1990 and the
Genetically Modified Organisms (Risk Assessment) (Records and Exemptions)
Regulations 1996 (as amended).

Lead policy responsibilities

4.

The Health and Safety Executive (HSE) has lead responsibility in Great Britain for
direct effects on human health from all work activities involving contained use of GMOs
(GMMs and larger GMOs). However other parts of the competent authority can
comment on human health aspects.

The Department for Environment, Food and Rural Affairs (Defra) has lead responsibility
in England and Wales for all effects from the contained use of GMMs on the
environment or living organisms supported by the environment, including indirect
effects on human health that may result from environmental pathways. Other parts of
the competent authority can comment on environmental aspects. Defra is also
responsible for the environmental effects of larger GMOs in England, including
contained uses that affect, eg farmed animals (including fish and shellfish), plant
varieties and seeds, veterinary medicines, fertilizers, animal feedstuffs, food and
forestry, as well as the marine environment.

. Scottish Ministers have the same responsibility in Scotland for the effects of contained

use of GMMs on the environment as Defra has in England and Wales, and for the
environmental effects of larger GMOs as Defra has in England. It is also responsible for
those aspects of public health that do not come within the scope of the HSWA.
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7. The Welsh Government is able to comment and direct policy in relation to
environmental aspects of contained use activities when they occur in Wales. The
Welsh Ministers have the same responsibility for the environmental effects of larger
GMOs as Defra in England or Scottish Ministers in Scotland.
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Annex 2 — Provisions of the legislation
and responsibilities of the parties

[Unless otherwise stated, references are to provisions of the 2014 Regulations]

Notifications

1.1 HSE will be the 'post-box' for all notifications related to the 2014 Regulations. HSE will
send letters to the notifier, signing on behalf of the competent authority, and copy it to
the other members and, information on the title of the activity and general location
details, to the Welsh Government. Where appropriate, the designated signatory for the
Scottish Government will also sign letters (eg for additional information requests,
clearance for premises/contained use notifications, consents for class 3 and 4
contained use notifications in Scotland) and return to HSE within 3 days for issue.

1.2 Within 4 working days of receipt of applications from notifiers following clearance of
payment, HSE will copy notifications of premises or contained uses to Defra and/or
Scotland depending on the geographical location of the notifier. Within 10 working
days, HSE will acknowledge receipt of a notification to the notifier. Within 20 days,
Defra and/or, Scottish Government must provide comments (including nil return). HSE
will consider the comments and prepare a response to the notifier.

1.3 Where the notification does not raise a request for additional information, HSE will send
a clearance letter to the notifier (as per para 1.1), within 45 days of having
acknowledged receipt of the notification for premises notifications and class 2
contained uses.

1.4 Where further information is requested, HSE will circulate the further information
together with a copy of the letter requesting that information, within 4 days of having
received it, to Defra, or the Scottish Government as appropriate. A response is required
within 14 days indicating whether the information is satisfactory and that the notification
can be cleared. If further information from the notifier is still required, the above
procedure will be repeated until any outstanding concerns have been satisfactorily
resolved. The response time set by HSE for review of further requests for additional
information will be dependent on the number of days left for the statutory clearance of
the notification, where feasible.

1.5 Within 4 days of having received confirmation from the other members of the authority
that they are content to agree to the notification in the light of the further information
provided, and if HSE is also content to agree, HSE will send the clearance letter for
premises notifications and class 2 activities to the notifier (as per para 1.1).

1.6 Where any members of the competent authority have suggested conditions be
attached to the notified contained use, HSE will prepare a draft response, which sets
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out those conditions and the reasons for proposing them and circulate it to the other
members of the competent authority within 4 days of having received responses from
all members of the competent authority. Those other members will let HSE know
whether they agree to the condition within 3 days of receipt. Within 1 day of having
received endorsement from the other members, HSE will send the response to the
notifier (as per para 1.1).

1.7 If the members of the competent authority are at variance on a notification, HSE will try
to broker a unanimous decision as quickly as possible and, if necessary, refer the issue
to the Joint Review Group (see paragraph 18 of the Memorandum).

Notification of class 3 or 4 contained uses (regulation 11)

2.1 Upon receipt of a class 3 or 4 notification HSE will process this as per para 1.1). Within
20 days of HSE copying a notification, each member of the competent authority will
respond to HSE. If any member of the competent authority has no comments and is
willing to grant consent to the contained use in question, it will confirm that this is so
within the 20 day period.

2.2 If any member of the public makes representations on the notification within 30 days of
HSE dispatching acknowledgement of receipt to the notifier, HSE will circulate those
representations to the other members of the competent authority within 4 days of
having received them. Those members should respond to HSE confirming that they
have considered the representations and indicating whether their evaluation of the
notification has been affected. Where possible, members should take account of
representations before submitting their responses to the notification within the 20 day
period referred to above. In those cases where a member has not yet submitted a
response and a public representation is received within the last four days of the 20 day
period, that period may be extended to allow 5 days for consideration of the
representation. When a member of the competent authority has already submitted a
response to HSE at the time that representations are received from a member of the
public, that member of the competent authority will submit a supplementary response
addressing the representations within 5 days of having received them.

2.3 HSE will consider all comments from members of the competent authority and any
representations received from members of the public within the 30-day period before
preparing a draft response, including consent, to the notifier.

2.4 1f all members of the competent authority have indicated their consent to the notified
contained use without any questions or conditions and, the 30 day period for
representations from the public has elapsed with no representations having been
made, HSE will prepare and send a consent letter within 45 days for subsequent class
3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the
acknowledgement letter (as per para 1.1).

2.5 Where further information is requested, HSE will deal with those suggestions as
described at section 3. HSE will circulate the further information, together with a copy
of the letter requesting that information and members of the competent authority will
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respond accordingly (as per para 1.4). Having received confirmation from the other
members of the authority that they are content with the additional information and
therefore willing to grant consent, and if HSE is also content to grant consent, HSE will
prepare and send a consent letter to the notifier within 45 days for subsequent class 3
or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the
acknowledgement letter (as per para 1.1).

2.6 If there is unanimity within the competent authority that consent should be withheld, a
response to that effect should be sent to the notifier by HSE, within 4 days of HSE
having received such indications from the other members (as per para 1.1).

2.7 Where members of the competent authority have suggested the notification is subject
to conditions being attached to the consent, HSE will process this as per para 1.6).

2.8 If the members of the competent authority are at variance on a notification, HSE will try
to broker a unanimous decision as quickly as possible and, if necessary, refer the issue
to the Joint Review Group.

Requests for additional information to assist evaluation of a notification (regulation
24)

3.1 If Defra, or the Scottish Government wish to request additional information, it shall pass
the request to HSE within 20 days of HSE dispatching a copy of the notification to
them. HSE will amalgamate all requests with any that HSE wishes to make and send a
letter requesting the additional information to the notifier, signed by HSE and the
Scottish Government for applications made in Scotland, on behalf of the competent
authority, within 4 days of having received the requests from all members of the
competent authority.

Imposition of conditions on a contained use, suspension or termination of a
contained use and revocation or variation of a consent (regulation 25)

4.11f any member of the competent authority wishes such action to be taken, it will inform
HSE, who will send the comments to the other members of the competent authority for
agreement within 4 days of receipt. The members of the competent authority will
respond to HSE within 7 days of receipt. The action will not be taken without
unanimous agreement.

4.2 For a contained use in England or Scotland, HSE will communicate any agreed
decision to the person responsible for the contained use in question within 4 days of
receipt of responses from the members of the competent authority. All responses will
refer to the option of the appeals procedure against the competent authority’s decision.
HSE will dispatch the final response to the notifier, on behalf of the competent authority
using the agreed procedure (as per para 1.1).

Notification of changes to previously notified details (regulation 15)

5.1 HSE will distribute copy notifications as per para 1.2).
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5.2With regard to notifications in accordance with regulation 15 of changes or other
information that would have significant consequences for the risk, any comments
should be returned to HSE within 20 days of dispatch by HSE.

5.3If all members of the competent authority are content with the notification, HSE will
send the response to the notifier (as per para 1.1).

5.4Where further information has been requested and obtained, HSE will circulate the
further information to other members of the competent authority, together with a copy
of the letter requesting that information within 4 days of receiving it from the notifier.
Within 14 days of dispatch by HSE, each member of the competent authority will
respond to HSE, indicating whether it is satisfied with the information and content to
agree now to the notification. If further information from the notifier is still required, the
above procedure will be repeated.

5.5Within 4 days of having received confirmation from the other members of the
competent authority that they are content to agree, and if HSE is also content, HSE will
dispatch the final response to the notifier (as per para 1.1).

5.6 Where members of the competent authority have suggested the notification is subject
to conditions being attached to the consent, HSE will process this as per para 1.6).

5.71f the members of the competent authority are at variance on a notification, HSE will try
to broker a unanimous decision as quickly as possible and, if necessary, refer the issue
to the Joint Review Group.

Derogation from full containment (regulation 19)

6.1 HSE will copy a notifier's case for derogation (usually part of the initial contained use
notification) to the other members of the competent authority and, where appropriate.
The derogation will be granted only with the unanimous agreement of the competent
authority. In case of disagreement that cannot be resolved at the normal working level,
HSE may refer the issue to the Joint Review Group. If a member does not agree to the
entirety of a proposed derogation, it should state to which elements, if any, it will agree.
The notifier will be informed as to whether the competent authority has accepted the
request for derogation in full or part, or if it has been rejected. If it has been rejected,
the response will outline the reasons why and the notifier will be directed to the appeals
procedure against the decision of the competent authority.

Information relating to accidents (regulation 22)

7.1HSE will copy any information about accidents to the other members of the competent
authority.

Request for non-disclosure from the notifier

8.10n receipt of a request for non-disclosure, HSE will check that the request meets the
qualifying criteria and where this is not the case will seek clarification from the notifier
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(eg request for non-disclosure of information for the whole notification or for data which
must always be disclosable) before proceeding with the notification review.

8.2Where, either in a notification submitted under regulation 9(2), 10(2), 11(2) or 12(2), or
in response to a request made in pursuance of regulation 24, or when providing
information in accordance with regulation 14 or 15, the notifier indicates that they are
providing information they do not wish to be disclosed on the Public Register, each part
of the competent authority should decide which, if any, information shall or shall not be
included in the Public Register. Decisions must be based on the exemptions and
exceptions available under the Freedom of Information Act (FOIA) 2000 and
Environmental Information Regulations 2004 (EIRS), or the Freedom of Information
(Scotland) Act 2002 (FOI(S)A) or the Environmental Information (Scotland) Regulations
2004 (EIR(S)s).

8.3If there are conflicting views on such claims, HSE will try to broker a unanimous
decision as quickly as possible and, if necessary, refer the issue to the Joint Review
Group.

8.4 The notifier will be informed of the decision of the competent authority in writing. At the
same time, the notifier will be informed that regardless of the initial decision in respect
of the Public Register, all notified information remains subject to the FOIA and EIRs.
Moreover, the confidentiality of information can change over time and according to the
specific circumstances of the request for information. Therefore, if a subsequent
request for information is received under the FOIA, EIRs, FOIS(A) or EIR(S)s it may, at
this time, be decided to release the information. In such circumstances the notifier will
be informed of this decision in writing in advance of disclosure.

8.51f Defra or the Welsh Government receive a request for disclosure of information, they
will promptly redirect it to HSE for a response under FOIA and EIRs.

8.61f the Scottish Government receives a request for disclosure of information pertaining to
environmental issues involved in premises/activities in Scotland, they would deal with
the request under the FOI(S)A or the EIR(S)s, seeking the views of HSE. All other
requests should be redirected to HSE for a response under the FOIA and EIRs. If HSE
receives a request for disclosure of information relating to environmental issues
involved in a notification from premises in Scotland they will immediately redirect it to
the Scottish Government.

Exemption certificates (regulation 26)

9.1 HSE will discuss with the other members of the competent authority whether or not an
exemption certificate should be issued or revoked. Exemption certificates shall only be
issued or revoked if there is a unanimous decision across the competent authority. In
case of disagreement that cannot be resolved at the normal working level, HSE may
refer the issue to the Joint Review Group. HSE will inform the person concerned of the
decision of the competent authority (as per para 1.1).
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Enforcement

10.1 The procedure covers the assessment of the available evidence, the preparation of a
prosecution report, its appraisal, and if approved, its referral to the Procurator Fiscal
(in Scotland) or the instigation of legal proceedings (in England and Wales), the legal
process followed in England and Wales (excluding appeals) and post-court action,
including contact with the duty holder.

10.2 With the agreement of HSE, staff from other members of the CA where appropriate,
or the Scottish Government (for premises in Scotland) may accompany inspectors or
make independent visits (with the agreement of the occupier) in relation to matters
covered by the 2014 Regulations.

10.3 Those staff will not give advice on technical matters, notifications, public register,
requests for non-disclosure or other matters covered by the 2014 Regulations. If they
observe any infringements during an independent visit, they will report them to HSE
as soon as practicable.

10.4 HSE’s guide on enforcement (for England and Wales) and (for Scotland) assists HSE
staff in the use of their discretion when making decisions.

Route of acquiring information

11.1 If members of the competent authority or the Welsh Government are incorrectly sent
any information, they shall not pass it to third parties, but shall immediately return it to
HSE.

Quality assurance schemes

12.1 All parts of the competent authority shall participate in quality assurance schemes, to
ensure that the administrative systems work at optimum efficiency. The competent
authority will discuss any proposed review of the system in the appropriate forum.

Appeals (regulation 31)

13.1 The guidance on the appeals procedure is published on the HSE website. The key
timescales are captured here.

13.2 Officials in Defra will email the Appellant within 5 working days of receiving the
Appellant’s notice of appeal to acknowledge that their appeal has been received and
forwarded to the competent authority.

13.3 Within 21 days of receiving the Appellant’s notice of appeal, HSE on behalf of the
competent authority should provide a written response to the appeal, stating whether
it contests the disputed decision and if so, commenting on the reasons given for
opposing the appeal. The Appellant then has 7 days to comment on the competent
authority’s reasons for upholding the decision or notice.

13.4 The Competent Authority may decide, as a result of receiving the appeal, to withdraw
the decision or notice that is the subject matter of the appeal rather than defend the
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appeal. They may make this decision at any time during the course of the appeal
process.

13.5 Where the appeal relates to premises in England or Wales and Scotland, mutual

13.6

13.7

agreement on arrangements for the appointment of the Appointed Person will need
to be reached. The Appropriate Person in England and Wales is the Secretary of
State for Defra; in Scotland, it is the Scottish Ministers and the Secretary of State
acting jointly. In the latter case, where the appeal relates to contained use in
Scotland, the Scottish Ministers will lead decision making on the appointed person or
in respect of an appeal if they don’t appoint an appointed person (although any
appointment will be by the Scottish Ministers and the Secretary of State acting
jointly); where the appeal relates to activities in England, then the Defra Minister will
lead decision making.

Whilst the Appropriate Person has discretion whether to delegate the function of
determining the appeal to an Appointed Person, in most cases it is expected that the
Appropriate Person will appoint an Appointed Person. The appointment will be made
as soon as possible after the Competent Authority has indicated its intention to
oppose the appeal. If an appeal concerns contained use in both England and Wales
and Scotland, and there is disagreement on the choice of an Appointed Person or
whether to use an Appointed Person, the Secretary of State for Defra and the
Scottish Ministers will make every effort to resolve this as quickly as possible, having
particular regard to the need to make a determination for the person bringing the
appeal. If the differences cannot be resolved, the aspects of the appeal concerning
Scotland may be handled separately from those concerning England and Wales
including, if necessary, by separate Appointed Persons (although a joint decision
must be issued).

In cases where an appeal relates to several premises north and south of the border
with Scotland and that appeal to the Appropriate Person (ie the Scottish Ministers
and Secretary of State acting jointly) is not upheld, the appellant may seek judicial
review (JR). Given the potential range of circumstances, including separate
jurisdictions, the JR will need to be dealt with on a case-by-case basis and by mutual
agreement between parties to agree terms of handling and payment of costs but
having regard to the following principles:

if a challenge relates to a determination made by the person acting as the
Appointed Person for which the Scottish Ministers took the lead under these
arrangements, then the Scottish Ministers should bear the costs: if the challenge
relates to a determination made by the person acting as the Appointed Person for
which the Secretary of State took the lead under these arrangements, then the
Secretary of State should bear the costs;

if the challenge relates only to sites in Scotland, then the Scottish Ministers should
bear the costs; if the challenge relates only to sites in England then the Secretary of
State should bear the costs.
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13.8 The Appointed Person will normally be someone with a legal background and from
outside Government. If the appeal raises technical and scientific issues, the
Appropriate Person may consider it necessary to appoint a technical or scientific
expert from outside Government to act as the Appointed Person, or a technical or
scientific expert and someone with a legal background to determine the appeal.

13.9 Appeals can be dealt with on the basis of either written submissions or a hearing. In
the case of a hearing, this should take place within 28 days of the latest of either the
appointment of the Appointed Person or receipt of the Competent Authority’s
response to the Appellant’s notice of appeal, or where this is not practicable, as soon
as possible after that time. Any decision of the Appointed Person should be issued as
promptly as possible, having regard to the circumstances of the case. The Appointed
Person should aim to issue the final decision within 21 days of the hearing or 28 days
of the appointment of the Appointed Person if decided on the basis of written
submissions. The Appellant should, normally, be informed of the Appointed Person’s
draft decision within 3 months of the appointment of the Appointed Person.

13.10 The Appellant and the Competent Authority will have an opportunity to make factual
written comments (eg to correct misunderstandings) to the Appointed Person on a
draft of the Appointed Person’s decision. The comments are to be copied to all
parties, and the Appointed Person is to consider them before finalising their decision.
This process should not take more than 28 days unless there are good reasons for
departing from this timescale.

13.11 The final decision must be submitted to the Appropriate Person, the Appellant and
the Competent Authority at the same time. The final decision is confidential between
the Appropriate Person, the Appointed Person, the Appellant and the Competent
Authority. If a copy is requested by a third party, or either the Appellant or Competent
Authority request that the decision be published, this will be considered by the
Appropriate Person, who will take into account the views of the parties in deciding
whether any material should be published and if any part of it should be kept
confidential.

Enforcement of retained EU law — Regulation 1946/2003 on the ‘Transboundary
Movement’ of class 3 and 4 genetically modified organisms (the ‘Cartagena
Protocol’)

14.1 On behalf of Defra, Scottish Government and Welsh Ministers, HSE assesses
compliance with the requirements of retained EU law Regulation 1946/2003 on the
transboundary movements of GMOs. There is also a requirement to provide this
information to the UK Biosafety Clearing House.

14.2 Within 4 days of HSE approving the risk assessment of class 3 or 4 GMOs which are
likely to be subject to transboundary movements (ie those entering or leaving Great
Britain), HSE will pass this information on to the Biosafety Clearing House and copy
this information to Defra or Scottish Government and, where appropriate,
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anonymised information to the Welsh Government, depending on the geographical
location of the notifier.
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Annex 3 — Article 26 of the GDPR, Joint
Controller Declaration for the Competent
Authority of England and Wales

Purpose

1.

The purpose of this annex is to explain the respective roles that Defra and HSE (all
parties) will play (in England and Wales) in managing the processing of personal data
associated with overseeing the implementation of the 2014 Regulations. Each are joint
controllers of the personal data collected, as all parties (independently) determine the
purposes and means of processing personal data as part of the functions defined in
this MoU.

Data protection

2.

All parties will comply with all relevant provisions of UK GDPR and DPA 2018, as
applicable.

All parties will act as joint controllers, in respect of any personal data pursuant to this
MoU; they will process such personal data only to the extent necessary to meet the
requirements of this MoU; and they will appoint external controllers/processors as
necessary.

. No parties will transfer any personal data it is processing outside the United Kingdom.

All parties will ensure that they have appropriate technical and organisational
procedures in place to protect any personal data they are processing. This includes
protection against any unauthorised or unlawful processing and any accidental
disclosure, loss, destruction or damage. Defra will promptly inform HSE, and vice
versa, of any unauthorised or unlawful processing, accidental disclosure, loss,
destruction or damage to any such personal data. All parties will also take reasonable
steps to ensure the suitability of their staff having access to such personal data.

Specific Defra responsibilities

6.

Defra has the following specific responsibilities:

Carrying out any required Data Protection Impact Assessment for any element of
business or process change.

Following Defra Data Security Guidance to ensure that the necessary measures are
taken to protect personal data.
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Ensuring Defra staff are appropriately trained in how to use and look after personal
data and follow approved processes for data handling.

Ensuring Defra staff have appropriate security clearance to handle personal data
collected as part of this process.

Ensuring secure transfer of personal data to HSE as necessary for fulfilment of
HSE’s regulatory functions.

Responding to Data Subject Access Requests (SARs) when required.

Reporting any Personal Data breaches within Defra to their Data Protection Officer,
who will determine in conjunction with the relevant Defra Data Protection Team
whether the breach needs to be notified to the Information Commissioner’s Office
(ICO) and the data subjects.

Maintaining any processing records for data held on Defra systems in compliance
with Article 30 of the UK GDPR.

If data held is found to be no longer accurate or up to date, they should notify the
other party so that they can amend or erase it, as appropriate.

Specific HSE responsibilities

7. HSE has the following specific responsibilities:

Vi.

Vil.

viii.

Carrying out any required Data Protection Impact Assessment for any element of
business or process change.

Following HSE Data Security Guidance to ensure that the necessary measures are
taken to protect personal data.

Ensuring HSE staff are appropriately trained in how to use and look after personal
data and follow approved processes for data handling.

Ensuring HSE staff have appropriate security clearance to handle personal data
collected as part of this process.

Ensuring secure transfer of personal data to Defra as necessary for fulfilment of
Defra’s regulatory functions.

Responding to SARs when and where required in relation to personal data being
processed as part of the regulatory function.

Reporting any data breaches within HSE to their Data Protection Officer and the
ICO (where appropriate).

Maintaining any processing records for data held on HSE systems in compliance
with Article 30 of the UK GDPR.
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ix.  Ensuring HSE staff taking enforcement measures adhere to standards set out
under Investigations for law enforcement purposes in HSE’s Privacy Policy
Statement.

X.  If data held is found to be no longer accurate or up to date, they should notify the
other party so that they can amend or erase it, as appropriate.

Individual rights

8. The UK GDPR specifies rights for individuals over the processing of their data. These
rights, and the processes individuals should follow when wishing to exercise their
rights, are listed in both Defra’s and HSE’s privacy notice. Both parties should ensure
they consult and comply fully with their respective privacy policies in the event of Data
Subjects exercising any of their rights under data protection legislation. Both parties will
handle and respond to a Data Subject’s request in relation to the exercising of her/his
rights under the UK GDPR, even if the s/he has not followed the processes set out in
the relevant privacy notice in making such a request, in accordance with the data
protection legislation.

9. Inresponse to any SAR, the controller that receives the request will undertake a
proportionate and reasonable search of data it holds and respond to the SAR applicant
within one month of receiving the original request, or within any extended time period
as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own
internal processes for handling SARs.

Personal data breach

10. Defra is responsible for reporting any personal data breach, as defined in Article 4(12)
of the UK GDPR, occurring within their authority to their Data Protection Officer, who
will determine in conjunction with the relevant Defra Data Protection Team, whether the
breach needs to be reported to the ICO DPO. Defra will also inform HSE of the breach
if there is any direct impact on HSE staff or other HSE interest.

11.HSE is responsible for reporting any data breaches within their authority to their Data
Protection Officer and ICO (where appropriate), as well as to Defra if there is any direct
impact on their staff or wider interests.

Liability for data processing

12.Should one party receive court action, relating to data processed under the Agreement,
they are to inform the other party.

13.Should one party become subject to investigation by the ICO and/or receive any notice
from them, under Part 6 of the Data Protection Act 2018 relating to data processed
under this arrangement, they are to inform the other party.
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If financial penalties are imposed by the ICO on a party in relation to any data
processed under this Agreement and, if in the view of the ICO, one party is responsible
for the breach of data protection legislation that resulted in the imposition of those
penalties, that party shall be responsible for the payment of the penalties imposed. If
the ICO expresses no view as to responsibility, then each party shall bear responsibility
for half of the penalty imposed.

If either HSE or Defra is the defendant in a legal claim before a court of competent
jurisdiction by a third party, including a data subject in respect of data processed under
this Agreement, the party determined by the final decision of the court to be
responsible for the damage and/or distress shall be liable for the losses arising from
such damage. Where both parties are liable, the liability will be apportioned between
the parties in accordance with the decision of the court. If the court does not apportion
liability between the parties then each party shall bear responsibility for half of the
penalty imposed, unless it can prove that it is not in any way responsible for the event
giving rise to the damage.

If either HSE or Defra receive from any person a claim for compensation for damage
and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed
under this Agreement, the party which receives the claim will handle it according to
their internal procedures. The party to this Agreement that receives a such a claim will
notify the other party to this Agreement of the claim if the other party is solely or jointly
responsible for the event giving rise to the claim. If HSE and Defra are jointly
responsible for the event giving rise to the claim, each shall bear responsibility for
payment of such compensation to the claimant as it determines as being reasonable,
subject to its being accepted by the claimant. The amount of compensation offered and
paid by each party to the claimant might be different, depending on the circumstances
of each case and the and the level of responsibility of each party for the event giving
rise to the claim.

The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual
agreement as to the apportionment of financial responsibility for any losses, cost claims
or expenses arising from the processing of data under this Agreement.

Data retention

18.

Defra and HSE will retain personal data associated with inspections of GMOs in
contained use, in accordance with their respective organisational disposal and
retention policies. Each party is responsible for ensuring appropriate technical and
procedural functions are in place to ensure the secure and timely destruction of
personal data.
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The Freedom of Information Act 2000 and Environmental
Information Regulations 2004

19.

20.

21.

HSE and Defra are subject to the requirements of the Freedom of Information Act 2000
(FOIA) and the Environmental Information Regulations 2004 (EIRs) and shall assist
and cooperate with each other to enable each party to comply with their obligations
under this legislation. It is accepted that the party that receives an FOIA or EIRs
request is responsible for making the final decision on disclosure in respect of any
information in scope of a request that they hold. However, that party will consult the
other party to this Agreement as outlined in paragraphs 20 and 21.

If a party receives a request for information that has been supplied by the other party
(“the Information Supplier”), the party that has received the request for information will
consult the Information Supplier as early as possible and before any information is
disclosed in response to the request to enable sufficient time for the views of the
Information Supplier, including any objections to disclosure, to be taken into account
when determining whether the information is to be disclosed or withheld.

If a party receives a request for information that it holds and knows or believes the
information is held by the other party, the party that received the request will inform the
other party as early as possible and before any information is disclosed in response to
the request. The purpose of this consultation is to ensure that each party is able to
share with the other party any concerns about information that might be disclosed to
the requester, that the party holding the information is able to take those concerns fully
into account in its decision-making, and that the parties can co-ordinate their handling
of requests for the same information.

Voluntary disclosures or publication of information

22.

If a party decides to voluntarily disclose or publish information received from another
party, it must obtain the written approval of the Information Supplier before disclosure
occurs.
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Data Protection Officers’ Contacts

The contact details of the Joint Controller Data Protection Officers are:

Defra HSE

Tim Beale Sean Egan

Data Protection Officer Data Protection Officer
Department for Environment, Food and Rural Affairs |Health and Safety Executive
(Defra), 1.3 Redgrave Court

Area 1E, Nobel House, Merton Road, Bootle
London, Liverpool

SW1P 3JR L20 7THS

Email: data.protection@defra.gov.uk Email: DPO@hse.gov.uk
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Annex 4 — Article 26 of the GDPR, Joint
Controller Declaration for the Competent
Authority of Scotland

Purpose

1.

The purpose of this annex is to explain the respective roles that the Scottish
Government (SG) and HSE will play (in Scotland) in managing the processing of
personal data associated with notifications and inspections of GMOs in contained use,
under the GMO(CU) on behalf of the SG. The SG and HSE are joint controllers of the
personal data collected, as both parties (independently) determine the purposes and
means of processing personal data as part of the functions defined in this MoU.

Data protection

2.

The SG and HSE will comply with all relevant provisions of UK GDPR and the Data
Protection Act 2018, as applicable.

The SG and HSE will act as joint controllers, in respect of any personal data pursuant

to this MoU; they will process such personal data only to the extent necessary to meet
the requirements of this MoU; and they will appoint external controllers/processors as

necessary.

. Neither the SG nor HSE will transfer any personal data it is processing outside the

United Kingdom.

The SG and HSE will ensure that they have appropriate technical and organisational
procedures in place to protect any personal data they are processing. This includes
protection against any unauthorised or unlawful processing and any accidental
disclosure, loss, destruction or damage. The SG will promptly inform HSE, and vice
versa, of any unauthorised or unlawful processing, accidental disclosure, loss,
destruction or damage to any such personal data. Both parties will also take
reasonable steps to ensure the suitability of their staff having access to such personal
data.

Specific Scottish Government responsibilities

6.

The SG have the following specific responsibilities:

Carrying out any required Data Protection Impact Assessment for any element of
business or process change.
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Following SG Data Security Guidance to ensure that the necessary measures are
taken to protect personal data.

Ensuring SG staff are appropriately trained in how to use and look after personal
data and follow approved processes for data handling.

Ensuring SG staff have appropriate security clearance to handle personal data
collected as part of this process.

Ensuring secure transfer of personal data to HSE as necessary for fulfilment of
HSE'’s regulatory functions.

Responding to Data Subject Access Requests (SARs) when required.

Reporting any Personal Data breaches within the SG to their Data Protection
Officer, who will determine in conjunction with the relevant SG Data Protection
Team whether the breach needs to be notified to the Information Commissioner’s
Office (ICO) and the data subjects.

Maintaining any processing records for data held on SG systems in compliance with
Article 30 of the UK GDPR.

If data held is found to be no longer accurate or up to date, they should notify the
other party so that they can amend or erase it, as appropriate.

Specific HSE responsibilities

7. HSE has the following specific responsibilities:

Vi.

Carrying out any required Data Protection Impact Assessment for any element of
business or process change.

Following HSE Data Security Guidance to ensure that the necessary measures are
taken to protect personal data.

Ensuring HSE staff are appropriately trained in how to use and look after personal
data and follow approved processes for data handling.

Ensuring HSE staff have appropriate security clearance to handle personal data
collected as part of this process.

Ensuring secure transfer of personal data to the SG as necessary for fulfilment of
the SG’s regulatory functions.

Responding to SARs when and where required in relation to personal data being
processed as part of the regulatory function.

27



MoU for the Regulation of Contained Use of GMOs

vii.  Reporting any Personal Data breaches within HSE to their Data Protection Officer,
who will determine in conjunction with the HSE Data Protection Team whether the
breach needs to be notified to the ICO’s Office and the data subjects.

viii.  Maintaining any processing records for data held on HSE systems in compliance
with Article 30 of the UK GDPR.

ix.  Ensuring HSE staff taking enforcement measures adhere to standards set out
under Investigations for law enforcement purposes in HSE'’s Privacy Policy
Statement.

X. If data held is found to be no longer accurate or up to date, they should notify the
other party so that they can amend or erase it, as appropriate.

Individual rights

8. The UK GDPR specifies rights for individuals over the processing of their data. These
rights, and the processes individuals should follow when wishing to exercise their
rights, are listed in both the SG’s and HSE's privacy notice. Both parties should ensure
they consult and comply fully with their respective privacy policies in the event of Data
Subjects exercising any of their rights under data protection legislation. Both parties will
handle and respond to a Data Subject’s request in relation to the exercising of her/his
rights under the UK GDPR, even if the s/he has not followed the processes set out in
the relevant privacy notice in making such a request, in accordance with the data
protection legislation.

9. Inresponse to any SAR, the controller that receives the request will undertake a
proportionate and reasonable search of data it holds and respond to the SAR applicant
within one month of receiving the original request, or within any extended time period
as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own
internal processes for handling SARs.

Personal data breach

10.The SG is responsible for reporting any personal data breach, as defined in Article
4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer,
who will determine in conjunction with the relevant SG Data Protection Team, whether
the breach needs to be reported to the ICO DPO. The SG will also inform HSE of the
breach if there is any direct impact on HSE staff or other HSE interest.

11.HSE is responsible for reporting any personal data breach, as defined in Article 4(12)
of the UK GDPR, occurring within their authority to their Data Protection Officer, who
will determine in conjunction with the HSE Data Protection Team, whether the breach
needs to be reported to the ICO DPO. HSE will also inform SG of the breach if there is
any direct impact on SG staff or other SG interest.
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Liability for data processing

12.

13.

14.

15.

16.

17.

Should one party receive court action, relating to data processed under the Agreement,
they are to inform the other party.

Should one party become subject to investigation by the ICO and/or receive any notice
from them, under Part 6 of the Data Protection Act 2018 relating to data processed
under this arrangement, they are to inform the other party.

If financial penalties are imposed by the ICO on a party in relation to any data
processed under this Agreement and, if in the view of the ICO, one party is responsible
for the breach of data protection legislation that resulted in the imposition of those
penalties, that party shall be responsible for the payment of the penalties imposed.
Where the ICO expresses the view that both parties were responsible then each party
will bear such responsibility for any penalty imposed as is expressed by the ICO. If the
ICO expresses no view as to responsibility, then each party shall bear responsibility for
half of the penalty imposed.

If either HSE or the SG is the defendant in a legal claim before a court of competent
jurisdiction by a third party, including a data subject in respect of data processed under
this Agreement, the party determined by the final decision of the court to be
responsible for the damage and/or distress shall be liable for the losses arising from
such damage. Where both parties are liable, the liability will be apportioned between
the parties in accordance with the decision of the court. If the court does not apportion
liability between the parties then each party shall bear responsibility for half of the
penalty imposed, unless it can prove that it is not in any way responsible for the event
giving rise to the damage.

If either HSE or the SG receive from any person a claim for compensation for damage
and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed
under this Agreement, the party which receives the claim will handle it according to
their internal procedures. The party to this Agreement that receives a such a claim will
notify the other party to this Agreement of the claim if the other party is solely or jointly
responsible for the event giving rise to the claim. If HSE and the SG are jointly
responsible for the event giving rise to the claim, each shall bear responsibility for
payment of such compensation to the claimant as it determines as being reasonable,
subject to its being accepted by the claimant. The amount of compensation offered and
paid by each party to the claimant might be different, depending on the circumstances
of each case and the and the level of responsibility of each party for the event giving
rise to the claim.

The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual
agreement as to the apportionment of financial responsibility for any losses, cost claims
or expenses arising from the processing of data under this Agreement.
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Data retention

18.

The SG and HSE will retain personal data associated with inspections of GMOs in
contained use, in accordance with their respective organisational disposal and
retention policies. Each party is responsible for ensuring appropriate technical and
procedural functions are in place to ensure the secure and timely destruction of
personal data.

The Freedom of Information Act 2000 (FOIA); the Freedom of
Information (Scotland) Act 2002 (FOI(S)A); the Environmental
Information Regulations 2004 (EIRs); and the Environmental

Information (Scotland) Regulations 2004 (EIR(S)s)

19.

20.

21.

HSE is subject to the requirements of the FOIA and the EIRs and Scottish Government
is subject to the requirements of the FOI(S)A and the EIR(S)s. They shall assist and
cooperate with each other to enable each party to comply with their obligations under
this legislation. It is accepted that the party that receives an FOIA; FOI(S)A; EIRs; or
EIR(S)s request, is responsible for making the final decision on disclosure in respect of
any information in scope of a request that they hold. However, that party will consult
the other party to this Agreement as outlined in paragraphs 20 and 21.

If a party receives a request for information that has been supplied by the other party
(“the Information Supplier”), the party that has received the request for information will
consult the Information Supplier as early as possible and before any information is
disclosed in response to the request to enable sufficient time for the views of the
Information Supplier, including any objections to disclosure, to be taken into account
when determining whether the information is to be disclosed or withheld.

If a party receives a request for information that it holds and knows or believes the
information is held by the other party, the party that received the request will inform the
other party as early as possible and before any information is disclosed in response to
the request. The purpose of this consultation is to ensure that each party is able to
share with the other party any concerns about information that might be disclosed to
the requester, that the party holding the information is able to take those concerns fully
into account in its decision-making, and that the parties can co-ordinate their handling
of requests for the same information.

Voluntary disclosures or publication of information

22.

If a party decides to voluntarily disclose or publish information received from another
party, it must obtain the written approval of the Information Supplier before disclosure
occurs.
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Data Protection Officers’ Contacts

The contact details of the Joint Controller Data Protection Officers are:

Scottish Government HSE
Stuart Gardener Sean Egan
Data Protection Officer Data Protection Officer
Scottish Government, Health and Safety Executive
Victoria Quay, the Shore, 1.3 Redgrave Court
Edinburgh, Merton Road, Bootle
EH6 6QQ Liverpool

L20 7HS
Email: dataprotectionofficer@gov.scot

Email: DPO@hse.gov.uk
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Schedule 1 - Details of data sharing for
the regulation of Contained Use of GMOs
for the Competent Authority of England
and Wales

1. The contact details of the Department Data Protection Officer are:

HSE: Sean Egan (DPO@hse.gov.uk)

Defra: Tim Beale (data.protection@defra.gov.uk)

2. Details overleaf
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Subject matter of the data
sharing

Data Minimisation

Shared Personal Data —
categories of personal data

Shared Personal Data -
categories of Data Subject

The purpose for which
personal data is collected

What is the legal basis/bases
which is relied upon to share
this data lawfully (in
accordance with the GDPR
and/or the Data Protection
Act 2018)

Please also clarify whether any
of the Shared Personal Data
gualifies as Special Category
Data and the exemption the
Department is relying on for
processing

Legal basis for the
Department’s processing of
Shared Personal Data

The data is collected in order to deliver inspections of
facilities working with genetically modified organisms
(GMOs) in contained use, to ensure compliance to the
2014 Regulations.

There is a legal requirement for HSE to share such data
with the relevant Competent Authority (CA).

On occasions where there has been a breach of the
law, HSE will investigate and carry out enforcement
action where necessary.

There is a legal requirement for HSE to collect personal
data of all sites working with GMOs in contained use.
Also, so that it can carry out inspections of such
premises.

HSE and Defra officials: Names, work addresses and
work contact details.

GMO contained use notifications: Job role, business
name and establishment address.

HSE and Defra officials, Duty holders.

The personal data enables HSE to write to consent
holders, serve enforcement notices, vary licence
conditions, prosecute etc.

Public task: the processing is necessary for HSE to
perform a task in the public interest or for your official
functions, and the task or function has a clear basis in
law.

The MoU provides the detail of how this is achieved.

The legal basis is set out in “The Genetically Modified
Organisms (Contained Use) Regulations 2014’.

The legal basis is set out in “The Genetically Modified
Organisms (Contained Use) Regulations 2014’.
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Frequency of the data Notifications data is shared as and when applications
sharing are received, in accordance with statutory timescales
set in the 2014 Regulations.

Method and format of HSE and Defra share information via Government
transferring the data secure e-mail when applications are received.

Detail the agreed secure
methods of transfer and the

frequency

Systems used in HSE processes notifications, inspection reports and
processing/limitation on data other information electronically. HSE will retain the
storage information on central record and information

management systems (called COIN and CM9). HSE
destroys most files when they are 10 years old,
however exceptions apply and are specified in the
business classification scheme and disposal policy.

Defra will retain the information on a central record and
information management system (called SharePoint).
Defra appraises files when they are 7 to 10 years old
(or as near as possible afterwards) and will not retain
records for more than 20 years.

Duration of the data sharing  For as long as the MoU is in operation, ie 17 October
2022 to 31 March 2027, unless the extended or
renewed in accordance with the terms of the MOU.

Monitoring and review of the  The effectiveness of the data sharing arrangement will

Data Sharing Annex be reviewed throughout the operation of the MoU as
part of service level management, and when the MoU is
renewed.

34



MoU for the Regulation of Contained Use of GMOs

Schedule 2 - Details of data sharing for
the regulation of Contained Use of GMOs
for the Competent Authority of Scotland

1. The contact details of the Department Data Protection Officer are:

HSE: Sean Egan (DPO@hse.gov.uk)

Scotland: Stuart Gardener (DataProtectionOfficer@gov.scot)

2. Details overleaf

35


mailto:DPO@hse.gov.uk

MoU for the Regulation of Contained Use of GMOs

Subject matter of the data
sharing

Data Minimisation

Shared Personal Data —
categories of personal data

Shared Personal Data -
categories of Data Subject

The purpose for which
personal data is collected

What is the legal basis/bases
which is relied upon to share
this data lawfully (in
accordance with the GDPR
and/or the Data Protection
Act 2018)

Please also clarify whether any
of the Shared Personal Data
gualifies as Special Category
Data and the exemption the
Department is relying on for
processing

Legal basis for the
Department’s processing of
Shared Personal Data

The data is collected in order to deliver inspections of
facilities working with genetically modified organisms
(GMOs) in contained use, to ensure compliance to the
2014 Regulations.

There is a legal requirement for HSE to share such data
with the relevant Competent Authority (CA).

On occasions where there has been a breach of the
law, HSE will investigate and carry out enforcement
action where necessary.

There is a legal requirement for HSE to collect personal
data of all sites working with GMOs in contained use.
Also, so that it can carry out inspections of such
premises.

HSE and Scottish Government officials: Names, work
addresses and work contact details.

GMO contained use notifications: Job role, business
name and establishment address.

HSE and Scottish Government officials, Duty holders.

The personal data enables HSE to write to consent
holders, serve enforcement notices, vary licence
conditions, prosecute etc.

Public task: the processing is necessary for HSE to
perform a task in the public interest or for your official
functions, and the task or function has a clear basis in
law.

The MoU provides the detail of how this is achieved.

The legal basis is set out in “The Genetically Modified
Organisms (Contained Use) Regulations 2014’.

The legal basis is set out in “The Genetically Modified
Organisms (Contained Use) Regulations 2014’.
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Frequency of the data
sharing

Method and format of
transferring the data

Detail the agreed secure
methods of transfer and the
frequency

Systems used in
processing/limitation on data
storage

Duration of the data sharing

Monitoring and review of the
Data Sharing Annex

Notifications data is shared as and when applications
are received, in accordance with statutory timescales
set in the 2014 Regulations.

HSE and the Scottish Government share information
via Government secure e-mail when applications are
received.

HSE processes notifications, inspection reports and
other information electronically. HSE will retain the
information on central record and information
management systems (called COIN and CM9). HSE
destroys most files when they are 10 years old,
however exceptions apply and are specified in the
business classification scheme and disposal policy.

The Scottish Government will retain the information on
a central record and information management system
(called the Electronic Record and Document
Management system), plus a separate shared drive
with restricted access. The Scottish Government
appraises files when they are five years old (or as near
as possible afterwards) and will not retain records for
more than 20 years.

For as long as the MoU is in operation, ie 17 October
2022 to 31 March 2027, unless the extended or
renewed in accordance with the terms of the MOU.

The effectiveness of the data sharing arrangement will
be reviewed throughout the operation of the MoU as
part of service level management, and when the MoU is
renewed.
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	Section 1 – Memorandum of Understanding 
	This Memorandum of Understanding (MoU) is between the following parties:  
	(1) The Secretary of State for Environment, Food and Rural Affairs (Defra) (“Secretary of State” or “Service Receiver”);  
	(2) Ministers from the Scottish Government (SG) ("Scottish Ministers” or “Service Receiver”); 
	(3) The Ministers from the Welsh Government (WG) (“Welsh Ministers” or “Service Receiver”); and 
	(4) The Health and Safety Executive (HSE or “Service Provider”).  
	Each a “Party” and together referred to below as the “Parties”. 
	Background 
	1. The purpose of the memorandum is to set out the arrangements for the competent authorities responsible for overseeing the efficient and effective implementation of and compliance with the Genetically Modified Organisms (Contained Use) Regulations 2014 (“the 2014 Regulations”). These arrangements are intended to ensure clarity of roles and responsibilities and facilitate co-operation and co-ordination between the various parties that comprise the competent authorities for the 2014 Regulations. The statuto
	1. The purpose of the memorandum is to set out the arrangements for the competent authorities responsible for overseeing the efficient and effective implementation of and compliance with the Genetically Modified Organisms (Contained Use) Regulations 2014 (“the 2014 Regulations”). These arrangements are intended to ensure clarity of roles and responsibilities and facilitate co-operation and co-ordination between the various parties that comprise the competent authorities for the 2014 Regulations. The statuto
	1. The purpose of the memorandum is to set out the arrangements for the competent authorities responsible for overseeing the efficient and effective implementation of and compliance with the Genetically Modified Organisms (Contained Use) Regulations 2014 (“the 2014 Regulations”). These arrangements are intended to ensure clarity of roles and responsibilities and facilitate co-operation and co-ordination between the various parties that comprise the competent authorities for the 2014 Regulations. The statuto

	2. All the parties are committed to close co-operation in order both to protect the environment and human health and safety and to ensure that those undertaking contained use of genetically modified organisms (GMOs) are not faced with conflicting or duplicated demands. 
	2. All the parties are committed to close co-operation in order both to protect the environment and human health and safety and to ensure that those undertaking contained use of genetically modified organisms (GMOs) are not faced with conflicting or duplicated demands. 


	Framework for liaison 
	Competent authorities 
	3. HSE and the Secretary of State for Defra, acting jointly are the competent authority in England and Wales for the 2014 Regulations. In practice, these functions are delegated to officials of HSE and Defra. In Scotland, the competent authority comprises of HSE and the Scottish Ministers, acting jointly. In practice, these functions are delegated to officials of HSE and the Scottish Government. Although not part of the competent authority, officials of the Welsh Government are involved in all matters relat
	3. HSE and the Secretary of State for Defra, acting jointly are the competent authority in England and Wales for the 2014 Regulations. In practice, these functions are delegated to officials of HSE and Defra. In Scotland, the competent authority comprises of HSE and the Scottish Ministers, acting jointly. In practice, these functions are delegated to officials of HSE and the Scottish Government. Although not part of the competent authority, officials of the Welsh Government are involved in all matters relat
	3. HSE and the Secretary of State for Defra, acting jointly are the competent authority in England and Wales for the 2014 Regulations. In practice, these functions are delegated to officials of HSE and Defra. In Scotland, the competent authority comprises of HSE and the Scottish Ministers, acting jointly. In practice, these functions are delegated to officials of HSE and the Scottish Government. Although not part of the competent authority, officials of the Welsh Government are involved in all matters relat


	4. The 2014 Regulations cover all aspects of contained use involving genetically modified micro-organisms (GMMs) and the human health aspects of contained use of larger GMOs (eg genetically modified (GM) animals and plants). The environmental aspects of the latter are covered by the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). Defra is responsible for administering that legislation in England; Welsh Ministe
	4. The 2014 Regulations cover all aspects of contained use involving genetically modified micro-organisms (GMMs) and the human health aspects of contained use of larger GMOs (eg genetically modified (GM) animals and plants). The environmental aspects of the latter are covered by the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). Defra is responsible for administering that legislation in England; Welsh Ministe
	4. The 2014 Regulations cover all aspects of contained use involving genetically modified micro-organisms (GMMs) and the human health aspects of contained use of larger GMOs (eg genetically modified (GM) animals and plants). The environmental aspects of the latter are covered by the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). Defra is responsible for administering that legislation in England; Welsh Ministe
	4. The 2014 Regulations cover all aspects of contained use involving genetically modified micro-organisms (GMMs) and the human health aspects of contained use of larger GMOs (eg genetically modified (GM) animals and plants). The environmental aspects of the latter are covered by the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). Defra is responsible for administering that legislation in England; Welsh Ministe
	agency agreements
	agency agreements

	 concerning regulatory oversight of the environmental aspects of larger GMOs are in place and published on the HSE website. 


	5. Under the 2014 Regulations, there may be instances where a user has notified that they have premises for contained use in both England and Scotland or both Wales and Scotland. In such instances, the competent authorities for England and Wales and for Scotland will act as a joint competent authority. 
	5. Under the 2014 Regulations, there may be instances where a user has notified that they have premises for contained use in both England and Scotland or both Wales and Scotland. In such instances, the competent authorities for England and Wales and for Scotland will act as a joint competent authority. 


	Notification of premises and contained uses 
	6. HSE will administer the notifications submitted under the 2014 Regulations on behalf of the competent authorities. HSE will be the principal point of contact with those considering or undertaking contained use of GMOs. HSE will ensure that contained use notifications and any consequent correspondence with notifiers is shared with the other members of the competent authority (ie Defra in England & Wales [with specific information shared with officials from the Welsh Government for contained use in Wales] 
	6. HSE will administer the notifications submitted under the 2014 Regulations on behalf of the competent authorities. HSE will be the principal point of contact with those considering or undertaking contained use of GMOs. HSE will ensure that contained use notifications and any consequent correspondence with notifiers is shared with the other members of the competent authority (ie Defra in England & Wales [with specific information shared with officials from the Welsh Government for contained use in Wales] 
	6. HSE will administer the notifications submitted under the 2014 Regulations on behalf of the competent authorities. HSE will be the principal point of contact with those considering or undertaking contained use of GMOs. HSE will ensure that contained use notifications and any consequent correspondence with notifiers is shared with the other members of the competent authority (ie Defra in England & Wales [with specific information shared with officials from the Welsh Government for contained use in Wales] 

	7. Each party will nominate a contact point to be responsible for the receipt, circulation and processing of papers relating to notifications, within statutory or other agreed timescales, as set out in Annex 2. Any change in the nominated contact point will be notified to HSE as soon as possible.  
	7. Each party will nominate a contact point to be responsible for the receipt, circulation and processing of papers relating to notifications, within statutory or other agreed timescales, as set out in Annex 2. Any change in the nominated contact point will be notified to HSE as soon as possible.  

	8. The timescales set out in Annex 2 for circulation of notifications to members of the competent authority and the handling of consequent correspondence reflect the statutory time limits prescribed in the 2014 Regulations. In those cases where the competent authority has to ask a notifier more than once for additional information, HSE may need to reduce those timescales to ensure that the notification can still be processed in a timely manner. All parts of the competent authority should adhere to the times
	8. The timescales set out in Annex 2 for circulation of notifications to members of the competent authority and the handling of consequent correspondence reflect the statutory time limits prescribed in the 2014 Regulations. In those cases where the competent authority has to ask a notifier more than once for additional information, HSE may need to reduce those timescales to ensure that the notification can still be processed in a timely manner. All parts of the competent authority should adhere to the times


	Inspection of contained use premises 
	9. HSE will implement and operate an inspection and enforcement programme for the 2014 Regulations, that is proportionate to the hazards and risks associated with the contained use of GMOs as defined in the 2014 Regulations. HSE will keep other 
	9. HSE will implement and operate an inspection and enforcement programme for the 2014 Regulations, that is proportionate to the hazards and risks associated with the contained use of GMOs as defined in the 2014 Regulations. HSE will keep other 
	9. HSE will implement and operate an inspection and enforcement programme for the 2014 Regulations, that is proportionate to the hazards and risks associated with the contained use of GMOs as defined in the 2014 Regulations. HSE will keep other 


	parties informed of their regulatory activities during competent authority meetings and more frequently when any other party may have an interest. HSE will ensure that personnel are suitably competent to undertake these inspection and enforcement activities. 
	parties informed of their regulatory activities during competent authority meetings and more frequently when any other party may have an interest. HSE will ensure that personnel are suitably competent to undertake these inspection and enforcement activities. 
	parties informed of their regulatory activities during competent authority meetings and more frequently when any other party may have an interest. HSE will ensure that personnel are suitably competent to undertake these inspection and enforcement activities. 


	Reporting and investigation of accidents involving GMOs 
	10. HSE is responsible for receiving and processing information in relation to accidents involving GMOs in containment that present an immediate or delayed hazard to human health or the environment. Whenever one party learns of an accident in which any other party or parties may have an interest, the information should be passed on as soon as practicable to HSE and the other interested party or parties. 
	10. HSE is responsible for receiving and processing information in relation to accidents involving GMOs in containment that present an immediate or delayed hazard to human health or the environment. Whenever one party learns of an accident in which any other party or parties may have an interest, the information should be passed on as soon as practicable to HSE and the other interested party or parties. 
	10. HSE is responsible for receiving and processing information in relation to accidents involving GMOs in containment that present an immediate or delayed hazard to human health or the environment. Whenever one party learns of an accident in which any other party or parties may have an interest, the information should be passed on as soon as practicable to HSE and the other interested party or parties. 

	11. Where accidents affect the interests of more than one party, the parties will agree appropriate arrangements for the presentation of information to the public, press, UK Parliament, and devolved administrations.   
	11. Where accidents affect the interests of more than one party, the parties will agree appropriate arrangements for the presentation of information to the public, press, UK Parliament, and devolved administrations.   


	Oversight of the appeals procedure 
	12. The decisions that may be appealed are set out in the 2014 Regulations, in the form of binding rules. Under the 2014 Regulations the appeal is to be made to either the Secretary of State for Defra or the Secretary of State for Defra and the Scottish Ministers acting jointly (“the Appropriate Person”) depending on which competent authority has taken the relevant decision. In the first instance, Defra will act as a contact point for receipt of any appeals from premises in England, Scotland and Wales. Defr
	12. The decisions that may be appealed are set out in the 2014 Regulations, in the form of binding rules. Under the 2014 Regulations the appeal is to be made to either the Secretary of State for Defra or the Secretary of State for Defra and the Scottish Ministers acting jointly (“the Appropriate Person”) depending on which competent authority has taken the relevant decision. In the first instance, Defra will act as a contact point for receipt of any appeals from premises in England, Scotland and Wales. Defr
	12. The decisions that may be appealed are set out in the 2014 Regulations, in the form of binding rules. Under the 2014 Regulations the appeal is to be made to either the Secretary of State for Defra or the Secretary of State for Defra and the Scottish Ministers acting jointly (“the Appropriate Person”) depending on which competent authority has taken the relevant decision. In the first instance, Defra will act as a contact point for receipt of any appeals from premises in England, Scotland and Wales. Defr
	12. The decisions that may be appealed are set out in the 2014 Regulations, in the form of binding rules. Under the 2014 Regulations the appeal is to be made to either the Secretary of State for Defra or the Secretary of State for Defra and the Scottish Ministers acting jointly (“the Appropriate Person”) depending on which competent authority has taken the relevant decision. In the first instance, Defra will act as a contact point for receipt of any appeals from premises in England, Scotland and Wales. Defr
	appeals procedure
	appeals procedure

	 has been published on the HSE website. Timescales for the different steps in the procedure are set out in the published guidance and summarised in Annex 2. 



	Coordination of policy and of technical standards 
	13. HSE will ensure the timely consultation of other parties, as appropriate, on any proposals to amend the 2014 Regulations or to update any relevant technical standards or guidance for which it is responsible. 
	13. HSE will ensure the timely consultation of other parties, as appropriate, on any proposals to amend the 2014 Regulations or to update any relevant technical standards or guidance for which it is responsible. 
	13. HSE will ensure the timely consultation of other parties, as appropriate, on any proposals to amend the 2014 Regulations or to update any relevant technical standards or guidance for which it is responsible. 

	14. It is the responsibility of the signatories to this memorandum to ensure that it is brought to the attention of all relevant staff. 
	14. It is the responsibility of the signatories to this memorandum to ensure that it is brought to the attention of all relevant staff. 


	Meeting of the competent authorities and joint review group 
	15. The various members of the competent authorities shall meet at least annually to review the operation of the competent authorities and the implementation of the 2014 Regulations. This will include a review of performance of the notification regime, the inspection programme, and any reported accidents. 
	15. The various members of the competent authorities shall meet at least annually to review the operation of the competent authorities and the implementation of the 2014 Regulations. This will include a review of performance of the notification regime, the inspection programme, and any reported accidents. 
	15. The various members of the competent authorities shall meet at least annually to review the operation of the competent authorities and the implementation of the 2014 Regulations. This will include a review of performance of the notification regime, the inspection programme, and any reported accidents. 


	16. A Joint Review Group, comprising a Senior Civil Service member from HSE and Defra (for contained use in England and Wales) and HSE and the Scottish Government (for contained use in Scotland) will meet whenever the need arises or at the suggestion of one of the members. If a contained use is to take place in Wales, an invitation will be extended to the Welsh Government to be represented. In particular, the Joint Review Group will meet to resolve any conflict of views between competent authority members o
	16. A Joint Review Group, comprising a Senior Civil Service member from HSE and Defra (for contained use in England and Wales) and HSE and the Scottish Government (for contained use in Scotland) will meet whenever the need arises or at the suggestion of one of the members. If a contained use is to take place in Wales, an invitation will be extended to the Welsh Government to be represented. In particular, the Joint Review Group will meet to resolve any conflict of views between competent authority members o
	16. A Joint Review Group, comprising a Senior Civil Service member from HSE and Defra (for contained use in England and Wales) and HSE and the Scottish Government (for contained use in Scotland) will meet whenever the need arises or at the suggestion of one of the members. If a contained use is to take place in Wales, an invitation will be extended to the Welsh Government to be represented. In particular, the Joint Review Group will meet to resolve any conflict of views between competent authority members o


	Scientific Advisory Committee for Genetic Modification 
	17. Where technical advice is required on the contained use of GMOs, the competent authority may request that HSE seek advice from the Scientific Advisory Committee for Genetic Modification on Contained Use (SACGM(CU)). Members of the competent authority are entitled to attend any of the SACGM(CU) meetings and to provide relevant agenda items. 
	17. Where technical advice is required on the contained use of GMOs, the competent authority may request that HSE seek advice from the Scientific Advisory Committee for Genetic Modification on Contained Use (SACGM(CU)). Members of the competent authority are entitled to attend any of the SACGM(CU) meetings and to provide relevant agenda items. 
	17. Where technical advice is required on the contained use of GMOs, the competent authority may request that HSE seek advice from the Scientific Advisory Committee for Genetic Modification on Contained Use (SACGM(CU)). Members of the competent authority are entitled to attend any of the SACGM(CU) meetings and to provide relevant agenda items. 


	Duration/Expiry/Termination 
	18. The MoU shall come into effect as from 17 October 2022 and shall terminate on 31 March 2027, unless it is extended for any further period(s) on the same terms and as mutually agreed between the Parties. The MoU or any extension to it may be terminated early on the expiry of six months written notice given at any time by either Party to this MoU to the other, or immediately with the consent of both Parties. 
	18. The MoU shall come into effect as from 17 October 2022 and shall terminate on 31 March 2027, unless it is extended for any further period(s) on the same terms and as mutually agreed between the Parties. The MoU or any extension to it may be terminated early on the expiry of six months written notice given at any time by either Party to this MoU to the other, or immediately with the consent of both Parties. 
	18. The MoU shall come into effect as from 17 October 2022 and shall terminate on 31 March 2027, unless it is extended for any further period(s) on the same terms and as mutually agreed between the Parties. The MoU or any extension to it may be terminated early on the expiry of six months written notice given at any time by either Party to this MoU to the other, or immediately with the consent of both Parties. 


	Interpretation 
	19. “UK GDPR” means Regulation (EU) 2016/679 of the European Parliament and of the Council of 27th April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (General Data Protection Regulation) as it forms part of the law of England and Wales, Scotland and Northern Ireland by virtue of section 3 of the European Union (Withdrawal) Act 2018.  
	19. “UK GDPR” means Regulation (EU) 2016/679 of the European Parliament and of the Council of 27th April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (General Data Protection Regulation) as it forms part of the law of England and Wales, Scotland and Northern Ireland by virtue of section 3 of the European Union (Withdrawal) Act 2018.  
	19. “UK GDPR” means Regulation (EU) 2016/679 of the European Parliament and of the Council of 27th April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (General Data Protection Regulation) as it forms part of the law of England and Wales, Scotland and Northern Ireland by virtue of section 3 of the European Union (Withdrawal) Act 2018.  

	20.  “Confidential Information” means any information which has been designated as confidential by either Party in writing or that ought to be considered as confidential (howsoever it is conveyed or on whatever media it is stored) including information the disclosure of which would, or would be likely to, prejudice the commercial interests of any person or trade secrets or Intellectual Property Rights of either Party and all Personal Data and Special Category Personal Data within the meaning of the Data Pro
	20.  “Confidential Information” means any information which has been designated as confidential by either Party in writing or that ought to be considered as confidential (howsoever it is conveyed or on whatever media it is stored) including information the disclosure of which would, or would be likely to, prejudice the commercial interests of any person or trade secrets or Intellectual Property Rights of either Party and all Personal Data and Special Category Personal Data within the meaning of the Data Pro

	a. was public knowledge at the time of disclosure (otherwise than by breach of paragraphs 20-24 (Confidential Information)); 
	a. was public knowledge at the time of disclosure (otherwise than by breach of paragraphs 20-24 (Confidential Information)); 

	b. was in the possession of the receiving Party, without restriction as to its disclosure, before receiving it from the disclosing Party; 
	b. was in the possession of the receiving Party, without restriction as to its disclosure, before receiving it from the disclosing Party; 


	c. is received from a third party (who lawfully acquired it) without restriction as to its disclosure; or 
	c. is received from a third party (who lawfully acquired it) without restriction as to its disclosure; or 
	c. is received from a third party (who lawfully acquired it) without restriction as to its disclosure; or 

	d. is independently developed without access to the Confidential Information.  
	d. is independently developed without access to the Confidential Information.  


	Confidential information 
	21. Each of the Parties understands and acknowledges that it may receive or become aware of confidential information belonging to the other Party whether in the course of the performance of the obligations under this MoU or otherwise. 
	21. Each of the Parties understands and acknowledges that it may receive or become aware of confidential information belonging to the other Party whether in the course of the performance of the obligations under this MoU or otherwise. 
	21. Each of the Parties understands and acknowledges that it may receive or become aware of confidential information belonging to the other Party whether in the course of the performance of the obligations under this MoU or otherwise. 

	22. Each party understands their responsibilities with respect to the processing of personal data and special categories of personal data and agrees to fully comply with UK Data Protection legislation (see Annexes 3-5).  
	22. Each party understands their responsibilities with respect to the processing of personal data and special categories of personal data and agrees to fully comply with UK Data Protection legislation (see Annexes 3-5).  

	23. Except to the extent set out in this paragraph or where disclosure is expressly permitted elsewhere in this MoU, each Party must: 
	23. Except to the extent set out in this paragraph or where disclosure is expressly permitted elsewhere in this MoU, each Party must: 

	a. treat the other Party’s confidential information as confidential and safeguard it accordingly;  
	a. treat the other Party’s confidential information as confidential and safeguard it accordingly;  

	b. not disclose the other Party’s confidential information to any other person except their employees, agents and professional advisers to the extent to which such disclosure is necessary for the purposes contemplated under this MoU, and subject to procuring that such persons are made aware of, and comply with, these obligations of confidentiality. 
	b. not disclose the other Party’s confidential information to any other person except their employees, agents and professional advisers to the extent to which such disclosure is necessary for the purposes contemplated under this MoU, and subject to procuring that such persons are made aware of, and comply with, these obligations of confidentiality. 

	24. The obligations of confidentiality imposed by paragraphs 20-24 continue in force notwithstanding termination of this MoU. They do not apply to any confidential information to the extent that it is required to be disclosed by a requirement of law placed upon the Party making the disclosure (including any requirements for disclosure under the Freedom of Information Act 2000 (FOIA) and/or the Environmental Information Regulations 2004 (EIRs), the Freedom of Information (Scotland) Act 2002 (FOI(S)A) or the 
	24. The obligations of confidentiality imposed by paragraphs 20-24 continue in force notwithstanding termination of this MoU. They do not apply to any confidential information to the extent that it is required to be disclosed by a requirement of law placed upon the Party making the disclosure (including any requirements for disclosure under the Freedom of Information Act 2000 (FOIA) and/or the Environmental Information Regulations 2004 (EIRs), the Freedom of Information (Scotland) Act 2002 (FOI(S)A) or the 

	25. The Parties must not use the confidential information under this MoU for commercial purposes without the prior written agreement of the supplying Party. 
	25. The Parties must not use the confidential information under this MoU for commercial purposes without the prior written agreement of the supplying Party. 


	  
	Signatories 
	The duly authorised representative of the Parties affix their signatures below. 
	We agree to and accept all the terms and conditions of the above MoU. 
	 
	Signed on behalf of the Secretary of State for the Environment, Food and Rural Affairs 
	   
	Figure
	Name:  TIM MORDAN 
	Position: Deputy Director, Innovation Productivity and Science 
	Date:  30.08.2022 
	 
	Signed on behalf of the Health and Safety Executive 
	                                  
	Figure
	Name:  DAVID MURRAY 
	Position: Director of Planning, Finance and Procurement 
	Date:  12.10.2022 
	 
	Signed on behalf of the Scottish Ministers 
	  
	  
	 
	InlineShape

	Name:  JACQUELINE HUGHES 
	Position: Acting Head of SASA 
	Date:  16.08.2022 
	 
	Signed on behalf of the Welsh Ministers 
	   
	Figure
	Name:  WILLIAM MACDONALD 
	Position: Deputy Head of Land, Nature and Forestry Division 
	Date:  07.10. 2022 
	Annex 1 – Statutory and other responsibilities underlying the memorandum 
	Relevant legislation 
	1. The Regulations are made under powers contained in the Health and Safety at Work etc Act 1974 (HSWA) and section 2(2) of the European Communities Act 1972 (ECA) as they deal with the protection of both human health and the environment. They give effect to Directive 2009/41/EC on the contained use of genetically modified micro-organisms, which lays down common environmental and human health and safety measures for such operations.  
	1. The Regulations are made under powers contained in the Health and Safety at Work etc Act 1974 (HSWA) and section 2(2) of the European Communities Act 1972 (ECA) as they deal with the protection of both human health and the environment. They give effect to Directive 2009/41/EC on the contained use of genetically modified micro-organisms, which lays down common environmental and human health and safety measures for such operations.  
	1. The Regulations are made under powers contained in the Health and Safety at Work etc Act 1974 (HSWA) and section 2(2) of the European Communities Act 1972 (ECA) as they deal with the protection of both human health and the environment. They give effect to Directive 2009/41/EC on the contained use of genetically modified micro-organisms, which lays down common environmental and human health and safety measures for such operations.  

	2. The Regulations apply to England, Scotland and Wales. The subject matter of Part 1 of HSWA is a reserved matter. The Secretary of State is designated for the purposes of section 2(2) of the European Communities Act 1972 (ECA) in relation to the control and regulation of genetically modified organisms, and notwithstanding that protection of the environment is a devolved matter, is able to make Regulations that apply to Scotland by virtue of section 57 of the Scotland Act 1998.   
	2. The Regulations apply to England, Scotland and Wales. The subject matter of Part 1 of HSWA is a reserved matter. The Secretary of State is designated for the purposes of section 2(2) of the European Communities Act 1972 (ECA) in relation to the control and regulation of genetically modified organisms, and notwithstanding that protection of the environment is a devolved matter, is able to make Regulations that apply to Scotland by virtue of section 57 of the Scotland Act 1998.   

	3. The Regulations also cover the human health and safety aspects of contained uses of larger GMOs (eg animals and plants). The environmental aspects of such uses are controlled under provisions in Part VI of the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). 
	3. The Regulations also cover the human health and safety aspects of contained uses of larger GMOs (eg animals and plants). The environmental aspects of such uses are controlled under provisions in Part VI of the Environmental Protection Act 1990 and the Genetically Modified Organisms (Risk Assessment) (Records and Exemptions) Regulations 1996 (as amended). 


	Lead policy responsibilities 
	4. The Health and Safety Executive (HSE) has lead responsibility in Great Britain for direct effects on human health from all work activities involving contained use of GMOs (GMMs and larger GMOs). However other parts of the competent authority can comment on human health aspects.  
	4. The Health and Safety Executive (HSE) has lead responsibility in Great Britain for direct effects on human health from all work activities involving contained use of GMOs (GMMs and larger GMOs). However other parts of the competent authority can comment on human health aspects.  
	4. The Health and Safety Executive (HSE) has lead responsibility in Great Britain for direct effects on human health from all work activities involving contained use of GMOs (GMMs and larger GMOs). However other parts of the competent authority can comment on human health aspects.  

	5. The Department for Environment, Food and Rural Affairs (Defra) has lead responsibility in England and Wales for all effects from the contained use of GMMs on the environment or living organisms supported by the environment, including indirect effects on human health that may result from environmental pathways. Other parts of the competent authority can comment on environmental aspects. Defra is also responsible for the environmental effects of larger GMOs in England, including contained uses that affect,
	5. The Department for Environment, Food and Rural Affairs (Defra) has lead responsibility in England and Wales for all effects from the contained use of GMMs on the environment or living organisms supported by the environment, including indirect effects on human health that may result from environmental pathways. Other parts of the competent authority can comment on environmental aspects. Defra is also responsible for the environmental effects of larger GMOs in England, including contained uses that affect,

	6. Scottish Ministers have the same responsibility in Scotland for the effects of contained use of GMMs on the environment as Defra has in England and Wales, and for the environmental effects of larger GMOs as Defra has in England. It is also responsible for those aspects of public health that do not come within the scope of the HSWA.   
	6. Scottish Ministers have the same responsibility in Scotland for the effects of contained use of GMMs on the environment as Defra has in England and Wales, and for the environmental effects of larger GMOs as Defra has in England. It is also responsible for those aspects of public health that do not come within the scope of the HSWA.   


	7. The Welsh Government is able to comment and direct policy in relation to environmental aspects of contained use activities when they occur in Wales. The Welsh Ministers have the same responsibility for the environmental effects of larger GMOs as Defra in England or Scottish Ministers in Scotland. 
	7. The Welsh Government is able to comment and direct policy in relation to environmental aspects of contained use activities when they occur in Wales. The Welsh Ministers have the same responsibility for the environmental effects of larger GMOs as Defra in England or Scottish Ministers in Scotland. 
	7. The Welsh Government is able to comment and direct policy in relation to environmental aspects of contained use activities when they occur in Wales. The Welsh Ministers have the same responsibility for the environmental effects of larger GMOs as Defra in England or Scottish Ministers in Scotland. 


	  
	Annex 2 – Provisions of the legislation and responsibilities of the parties 
	[Unless otherwise stated, references are to provisions of the 2014 Regulations] 
	Notifications 
	1.1 HSE will be the 'post-box' for all notifications related to the 2014 Regulations. HSE will send letters to the notifier, signing on behalf of the competent authority, and copy it to the other members and, information on the title of the activity and general location details, to the Welsh Government. Where appropriate, the designated signatory for the Scottish Government will also sign letters (eg for additional information requests, clearance for premises/contained use notifications, consents for class 
	1.1 HSE will be the 'post-box' for all notifications related to the 2014 Regulations. HSE will send letters to the notifier, signing on behalf of the competent authority, and copy it to the other members and, information on the title of the activity and general location details, to the Welsh Government. Where appropriate, the designated signatory for the Scottish Government will also sign letters (eg for additional information requests, clearance for premises/contained use notifications, consents for class 
	1.1 HSE will be the 'post-box' for all notifications related to the 2014 Regulations. HSE will send letters to the notifier, signing on behalf of the competent authority, and copy it to the other members and, information on the title of the activity and general location details, to the Welsh Government. Where appropriate, the designated signatory for the Scottish Government will also sign letters (eg for additional information requests, clearance for premises/contained use notifications, consents for class 

	1.2 Within 4 working days of receipt of applications from notifiers following clearance of payment, HSE will copy notifications of premises or contained uses to Defra and/or Scotland depending on the geographical location of the notifier. Within 10 working days, HSE will acknowledge receipt of a notification to the notifier. Within 20 days, Defra and/or, Scottish Government must provide comments (including nil return). HSE will consider the comments and prepare a response to the notifier. 
	1.2 Within 4 working days of receipt of applications from notifiers following clearance of payment, HSE will copy notifications of premises or contained uses to Defra and/or Scotland depending on the geographical location of the notifier. Within 10 working days, HSE will acknowledge receipt of a notification to the notifier. Within 20 days, Defra and/or, Scottish Government must provide comments (including nil return). HSE will consider the comments and prepare a response to the notifier. 

	1.3 Where the notification does not raise a request for additional information, HSE will send a clearance letter to the notifier (as per para 1.1), within 45 days of having acknowledged receipt of the notification for premises notifications and class 2 contained uses.  
	1.3 Where the notification does not raise a request for additional information, HSE will send a clearance letter to the notifier (as per para 1.1), within 45 days of having acknowledged receipt of the notification for premises notifications and class 2 contained uses.  

	1.4 Where further information is requested, HSE will circulate the further information together with a copy of the letter requesting that information, within 4 days of having received it, to Defra, or the Scottish Government as appropriate. A response is required within 14 days indicating whether the information is satisfactory and that the notification can be cleared. If further information from the notifier is still required, the above procedure will be repeated until any outstanding concerns have been sa
	1.4 Where further information is requested, HSE will circulate the further information together with a copy of the letter requesting that information, within 4 days of having received it, to Defra, or the Scottish Government as appropriate. A response is required within 14 days indicating whether the information is satisfactory and that the notification can be cleared. If further information from the notifier is still required, the above procedure will be repeated until any outstanding concerns have been sa

	1.5 Within 4 days of having received confirmation from the other members of the authority that they are content to agree to the notification in the light of the further information provided, and if HSE is also content to agree, HSE will send the clearance letter for premises notifications and class 2 activities to the notifier (as per para 1.1). 
	1.5 Within 4 days of having received confirmation from the other members of the authority that they are content to agree to the notification in the light of the further information provided, and if HSE is also content to agree, HSE will send the clearance letter for premises notifications and class 2 activities to the notifier (as per para 1.1). 

	1.6 Where any members of the competent authority have suggested conditions be attached to the notified contained use, HSE will prepare a draft response, which sets 
	1.6 Where any members of the competent authority have suggested conditions be attached to the notified contained use, HSE will prepare a draft response, which sets 


	out those conditions and the reasons for proposing them and circulate it to the other members of the competent authority within 4 days of having received responses from all members of the competent authority. Those other members will let HSE know whether they agree to the condition within 3 days of receipt. Within 1 day of having received endorsement from the other members, HSE will send the response to the notifier (as per para 1.1).  
	out those conditions and the reasons for proposing them and circulate it to the other members of the competent authority within 4 days of having received responses from all members of the competent authority. Those other members will let HSE know whether they agree to the condition within 3 days of receipt. Within 1 day of having received endorsement from the other members, HSE will send the response to the notifier (as per para 1.1).  
	out those conditions and the reasons for proposing them and circulate it to the other members of the competent authority within 4 days of having received responses from all members of the competent authority. Those other members will let HSE know whether they agree to the condition within 3 days of receipt. Within 1 day of having received endorsement from the other members, HSE will send the response to the notifier (as per para 1.1).  

	1.7 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group (see paragraph 18 of the Memorandum). 
	1.7 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group (see paragraph 18 of the Memorandum). 


	Notification of class 3 or 4 contained uses (regulation 11) 
	2.1 Upon receipt of a class 3 or 4 notification HSE will process this as per para 1.1). Within 20 days of HSE copying a notification, each member of the competent authority will respond to HSE. If any member of the competent authority has no comments and is willing to grant consent to the contained use in question, it will confirm that this is so within the 20 day period.  
	2.1 Upon receipt of a class 3 or 4 notification HSE will process this as per para 1.1). Within 20 days of HSE copying a notification, each member of the competent authority will respond to HSE. If any member of the competent authority has no comments and is willing to grant consent to the contained use in question, it will confirm that this is so within the 20 day period.  
	2.1 Upon receipt of a class 3 or 4 notification HSE will process this as per para 1.1). Within 20 days of HSE copying a notification, each member of the competent authority will respond to HSE. If any member of the competent authority has no comments and is willing to grant consent to the contained use in question, it will confirm that this is so within the 20 day period.  

	2.2 If any member of the public makes representations on the notification within 30 days of HSE dispatching acknowledgement of receipt to the notifier, HSE will circulate those representations to the other members of the competent authority within 4 days of having received them. Those members should respond to HSE confirming that they have considered the representations and indicating whether their evaluation of the notification has been affected. Where possible, members should take account of representatio
	2.2 If any member of the public makes representations on the notification within 30 days of HSE dispatching acknowledgement of receipt to the notifier, HSE will circulate those representations to the other members of the competent authority within 4 days of having received them. Those members should respond to HSE confirming that they have considered the representations and indicating whether their evaluation of the notification has been affected. Where possible, members should take account of representatio

	2.3 HSE will consider all comments from members of the competent authority and any representations received from members of the public within the 30-day period before preparing a draft response, including consent, to the notifier. 
	2.3 HSE will consider all comments from members of the competent authority and any representations received from members of the public within the 30-day period before preparing a draft response, including consent, to the notifier. 

	2.4 If all members of the competent authority have indicated their consent to the notified contained use without any questions or conditions and, the 30 day period for representations from the public has elapsed with no representations having been made, HSE will prepare and send a consent letter within 45 days for subsequent class 3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the acknowledgement letter (as per para 1.1).  
	2.4 If all members of the competent authority have indicated their consent to the notified contained use without any questions or conditions and, the 30 day period for representations from the public has elapsed with no representations having been made, HSE will prepare and send a consent letter within 45 days for subsequent class 3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the acknowledgement letter (as per para 1.1).  

	2.5 Where further information is requested, HSE will deal with those suggestions as described at section 3. HSE will circulate the further information, together with a copy of the letter requesting that information and members of the competent authority will 
	2.5 Where further information is requested, HSE will deal with those suggestions as described at section 3. HSE will circulate the further information, together with a copy of the letter requesting that information and members of the competent authority will 


	respond accordingly (as per para 1.4). Having received confirmation from the other members of the authority that they are content with the additional information and therefore willing to grant consent, and if HSE is also content to grant consent, HSE will prepare and send a consent letter to the notifier within 45 days for subsequent class 3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the acknowledgement letter (as per para 1.1).  
	respond accordingly (as per para 1.4). Having received confirmation from the other members of the authority that they are content with the additional information and therefore willing to grant consent, and if HSE is also content to grant consent, HSE will prepare and send a consent letter to the notifier within 45 days for subsequent class 3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the acknowledgement letter (as per para 1.1).  
	respond accordingly (as per para 1.4). Having received confirmation from the other members of the authority that they are content with the additional information and therefore willing to grant consent, and if HSE is also content to grant consent, HSE will prepare and send a consent letter to the notifier within 45 days for subsequent class 3 or 4 notifications, or 90 days for first class 3 or 4 notifications, since the issuing of the acknowledgement letter (as per para 1.1).  

	2.6 If there is unanimity within the competent authority that consent should be withheld, a response to that effect should be sent to the notifier by HSE, within 4 days of HSE having received such indications from the other members (as per para 1.1).  
	2.6 If there is unanimity within the competent authority that consent should be withheld, a response to that effect should be sent to the notifier by HSE, within 4 days of HSE having received such indications from the other members (as per para 1.1).  

	2.7 Where members of the competent authority have suggested the notification is subject to conditions being attached to the consent, HSE will process this as per para 1.6). 
	2.7 Where members of the competent authority have suggested the notification is subject to conditions being attached to the consent, HSE will process this as per para 1.6). 

	2.8 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 
	2.8 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 


	Requests for additional information to assist evaluation of a notification (regulation 24) 
	3.1 If Defra, or the Scottish Government wish to request additional information, it shall pass the request to HSE within 20 days of HSE dispatching a copy of the notification to them. HSE will amalgamate all requests with any that HSE wishes to make and send a letter requesting the additional information to the notifier, signed by HSE and the Scottish Government for applications made in Scotland, on behalf of the competent authority, within 4 days of having received the requests from all members of the comp
	3.1 If Defra, or the Scottish Government wish to request additional information, it shall pass the request to HSE within 20 days of HSE dispatching a copy of the notification to them. HSE will amalgamate all requests with any that HSE wishes to make and send a letter requesting the additional information to the notifier, signed by HSE and the Scottish Government for applications made in Scotland, on behalf of the competent authority, within 4 days of having received the requests from all members of the comp
	3.1 If Defra, or the Scottish Government wish to request additional information, it shall pass the request to HSE within 20 days of HSE dispatching a copy of the notification to them. HSE will amalgamate all requests with any that HSE wishes to make and send a letter requesting the additional information to the notifier, signed by HSE and the Scottish Government for applications made in Scotland, on behalf of the competent authority, within 4 days of having received the requests from all members of the comp


	Imposition of conditions on a contained use, suspension or termination of a contained use and revocation or variation of a consent (regulation 25) 
	4.1 If any member of the competent authority wishes such action to be taken, it will inform HSE, who will send the comments to the other members of the competent authority for agreement within 4 days of receipt. The members of the competent authority will respond to HSE within 7 days of receipt. The action will not be taken without unanimous agreement.  
	4.1 If any member of the competent authority wishes such action to be taken, it will inform HSE, who will send the comments to the other members of the competent authority for agreement within 4 days of receipt. The members of the competent authority will respond to HSE within 7 days of receipt. The action will not be taken without unanimous agreement.  
	4.1 If any member of the competent authority wishes such action to be taken, it will inform HSE, who will send the comments to the other members of the competent authority for agreement within 4 days of receipt. The members of the competent authority will respond to HSE within 7 days of receipt. The action will not be taken without unanimous agreement.  

	4.2 For a contained use in England or Scotland, HSE will communicate any agreed decision to the person responsible for the contained use in question within 4 days of receipt of responses from the members of the competent authority. All responses will refer to the option of the appeals procedure against the competent authority’s decision. HSE will dispatch the final response to the notifier, on behalf of the competent authority using the agreed procedure (as per para 1.1).   
	4.2 For a contained use in England or Scotland, HSE will communicate any agreed decision to the person responsible for the contained use in question within 4 days of receipt of responses from the members of the competent authority. All responses will refer to the option of the appeals procedure against the competent authority’s decision. HSE will dispatch the final response to the notifier, on behalf of the competent authority using the agreed procedure (as per para 1.1).   


	Notification of changes to previously notified details (regulation 15) 
	5.1 HSE will distribute copy notifications as per para 1.2).  
	5.1 HSE will distribute copy notifications as per para 1.2).  
	5.1 HSE will distribute copy notifications as per para 1.2).  


	5.2 With regard to notifications in accordance with regulation 15 of changes or other information that would have significant consequences for the risk, any comments should be returned to HSE within 20 days of dispatch by HSE. 
	5.2 With regard to notifications in accordance with regulation 15 of changes or other information that would have significant consequences for the risk, any comments should be returned to HSE within 20 days of dispatch by HSE. 
	5.2 With regard to notifications in accordance with regulation 15 of changes or other information that would have significant consequences for the risk, any comments should be returned to HSE within 20 days of dispatch by HSE. 

	5.3 If all members of the competent authority are content with the notification, HSE will send the response to the notifier (as per para 1.1).  
	5.3 If all members of the competent authority are content with the notification, HSE will send the response to the notifier (as per para 1.1).  

	5.4 Where further information has been requested and obtained, HSE will circulate the further information to other members of the competent authority, together with a copy of the letter requesting that information within 4 days of receiving it from the notifier. Within 14 days of dispatch by HSE, each member of the competent authority will respond to HSE, indicating whether it is satisfied with the information and content to agree now to the notification. If further information from the notifier is still re
	5.4 Where further information has been requested and obtained, HSE will circulate the further information to other members of the competent authority, together with a copy of the letter requesting that information within 4 days of receiving it from the notifier. Within 14 days of dispatch by HSE, each member of the competent authority will respond to HSE, indicating whether it is satisfied with the information and content to agree now to the notification. If further information from the notifier is still re

	5.5 Within 4 days of having received confirmation from the other members of the competent authority that they are content to agree, and if HSE is also content, HSE will dispatch the final response to the notifier (as per para 1.1). 
	5.5 Within 4 days of having received confirmation from the other members of the competent authority that they are content to agree, and if HSE is also content, HSE will dispatch the final response to the notifier (as per para 1.1). 

	5.6 Where members of the competent authority have suggested the notification is subject to conditions being attached to the consent, HSE will process this as per para 1.6). 
	5.6 Where members of the competent authority have suggested the notification is subject to conditions being attached to the consent, HSE will process this as per para 1.6). 

	5.7 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 
	5.7 If the members of the competent authority are at variance on a notification, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 


	Derogation from full containment (regulation 19) 
	6.1 HSE will copy a notifier’s case for derogation (usually part of the initial contained use notification) to the other members of the competent authority and, where appropriate. The derogation will be granted only with the unanimous agreement of the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. If a member does not agree to the entirety of a proposed derogation, it should state to which elements, if any,
	6.1 HSE will copy a notifier’s case for derogation (usually part of the initial contained use notification) to the other members of the competent authority and, where appropriate. The derogation will be granted only with the unanimous agreement of the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. If a member does not agree to the entirety of a proposed derogation, it should state to which elements, if any,
	6.1 HSE will copy a notifier’s case for derogation (usually part of the initial contained use notification) to the other members of the competent authority and, where appropriate. The derogation will be granted only with the unanimous agreement of the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. If a member does not agree to the entirety of a proposed derogation, it should state to which elements, if any,


	Information relating to accidents (regulation 22) 
	7.1 HSE will copy any information about accidents to the other members of the competent authority. 
	7.1 HSE will copy any information about accidents to the other members of the competent authority. 
	7.1 HSE will copy any information about accidents to the other members of the competent authority. 


	Request for non-disclosure from the notifier 
	8.1 On receipt of a request for non-disclosure, HSE will check that the request meets the qualifying criteria and where this is not the case will seek clarification from the notifier 
	8.1 On receipt of a request for non-disclosure, HSE will check that the request meets the qualifying criteria and where this is not the case will seek clarification from the notifier 
	8.1 On receipt of a request for non-disclosure, HSE will check that the request meets the qualifying criteria and where this is not the case will seek clarification from the notifier 


	(eg request for non-disclosure of information for the whole notification or for data which must always be disclosable) before proceeding with the notification review.   
	(eg request for non-disclosure of information for the whole notification or for data which must always be disclosable) before proceeding with the notification review.   
	(eg request for non-disclosure of information for the whole notification or for data which must always be disclosable) before proceeding with the notification review.   

	8.2 Where, either in a notification submitted under regulation 9(2), 10(2), 11(2) or 12(2), or in response to a request made in pursuance of regulation 24, or when providing information in accordance with regulation 14 or 15, the notifier indicates that they are providing information they do not wish to be disclosed on the Public Register, each part of the competent authority should decide which, if any, information shall or shall not be included in the Public Register. Decisions must be based on the exempt
	8.2 Where, either in a notification submitted under regulation 9(2), 10(2), 11(2) or 12(2), or in response to a request made in pursuance of regulation 24, or when providing information in accordance with regulation 14 or 15, the notifier indicates that they are providing information they do not wish to be disclosed on the Public Register, each part of the competent authority should decide which, if any, information shall or shall not be included in the Public Register. Decisions must be based on the exempt

	8.3 If there are conflicting views on such claims, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 
	8.3 If there are conflicting views on such claims, HSE will try to broker a unanimous decision as quickly as possible and, if necessary, refer the issue to the Joint Review Group. 

	8.4 The notifier will be informed of the decision of the competent authority in writing. At the same time, the notifier will be informed that regardless of the initial decision in respect of the Public Register, all notified information remains subject to the FOIA and EIRs. Moreover, the confidentiality of information can change over time and according to the specific circumstances of the request for information. Therefore, if a subsequent request for information is received under the FOIA, EIRs, FOIS(A) or
	8.4 The notifier will be informed of the decision of the competent authority in writing. At the same time, the notifier will be informed that regardless of the initial decision in respect of the Public Register, all notified information remains subject to the FOIA and EIRs. Moreover, the confidentiality of information can change over time and according to the specific circumstances of the request for information. Therefore, if a subsequent request for information is received under the FOIA, EIRs, FOIS(A) or

	8.5 If Defra or the Welsh Government receive a request for disclosure of information, they will promptly redirect it to HSE for a response under FOIA and EIRs. 
	8.5 If Defra or the Welsh Government receive a request for disclosure of information, they will promptly redirect it to HSE for a response under FOIA and EIRs. 

	8.6 If the Scottish Government receives a request for disclosure of information pertaining to environmental issues involved in premises/activities in Scotland, they would deal with the request under the FOI(S)A or the EIR(S)s, seeking the views of HSE. All other requests should be redirected to HSE for a response under the FOIA and EIRs. If HSE receives a request for disclosure of information relating to environmental issues involved in a notification from premises in Scotland they will immediately redirect
	8.6 If the Scottish Government receives a request for disclosure of information pertaining to environmental issues involved in premises/activities in Scotland, they would deal with the request under the FOI(S)A or the EIR(S)s, seeking the views of HSE. All other requests should be redirected to HSE for a response under the FOIA and EIRs. If HSE receives a request for disclosure of information relating to environmental issues involved in a notification from premises in Scotland they will immediately redirect


	Exemption certificates (regulation 26) 
	9.1 HSE will discuss with the other members of the competent authority whether or not an exemption certificate should be issued or revoked. Exemption certificates shall only be issued or revoked if there is a unanimous decision across the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. HSE will inform the person concerned of the decision of the competent authority (as per para 1.1). 
	9.1 HSE will discuss with the other members of the competent authority whether or not an exemption certificate should be issued or revoked. Exemption certificates shall only be issued or revoked if there is a unanimous decision across the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. HSE will inform the person concerned of the decision of the competent authority (as per para 1.1). 
	9.1 HSE will discuss with the other members of the competent authority whether or not an exemption certificate should be issued or revoked. Exemption certificates shall only be issued or revoked if there is a unanimous decision across the competent authority. In case of disagreement that cannot be resolved at the normal working level, HSE may refer the issue to the Joint Review Group. HSE will inform the person concerned of the decision of the competent authority (as per para 1.1). 


	Enforcement 
	10.1 The procedure covers the assessment of the available evidence, the preparation of a prosecution report, its appraisal, and if approved, its referral to the Procurator Fiscal (in Scotland) or the instigation of legal proceedings (in England and Wales), the legal process followed in England and Wales (excluding appeals) and post-court action, including contact with the duty holder. 
	10.1 The procedure covers the assessment of the available evidence, the preparation of a prosecution report, its appraisal, and if approved, its referral to the Procurator Fiscal (in Scotland) or the instigation of legal proceedings (in England and Wales), the legal process followed in England and Wales (excluding appeals) and post-court action, including contact with the duty holder. 
	10.1 The procedure covers the assessment of the available evidence, the preparation of a prosecution report, its appraisal, and if approved, its referral to the Procurator Fiscal (in Scotland) or the instigation of legal proceedings (in England and Wales), the legal process followed in England and Wales (excluding appeals) and post-court action, including contact with the duty holder. 

	10.2 With the agreement of HSE, staff from other members of the CA where appropriate, or the Scottish Government (for premises in Scotland) may accompany inspectors or make independent visits (with the agreement of the occupier) in relation to matters covered by the 2014 Regulations.  
	10.2 With the agreement of HSE, staff from other members of the CA where appropriate, or the Scottish Government (for premises in Scotland) may accompany inspectors or make independent visits (with the agreement of the occupier) in relation to matters covered by the 2014 Regulations.  

	10.3 Those staff will not give advice on technical matters, notifications, public register, requests for non-disclosure or other matters covered by the 2014 Regulations. If they observe any infringements during an independent visit, they will report them to HSE as soon as practicable. 
	10.3 Those staff will not give advice on technical matters, notifications, public register, requests for non-disclosure or other matters covered by the 2014 Regulations. If they observe any infringements during an independent visit, they will report them to HSE as soon as practicable. 

	10.4 HSE’s guide on enforcement (for 
	10.4 HSE’s guide on enforcement (for 
	10.4 HSE’s guide on enforcement (for 
	England and Wales
	England and Wales

	) and (for 
	Scotland
	Scotland

	) assists HSE staff in the use of their discretion when making decisions. 



	Route of acquiring information 
	11.1 If members of the competent authority or the Welsh Government are incorrectly sent any information, they shall not pass it to third parties, but shall immediately return it to HSE. 
	11.1 If members of the competent authority or the Welsh Government are incorrectly sent any information, they shall not pass it to third parties, but shall immediately return it to HSE. 
	11.1 If members of the competent authority or the Welsh Government are incorrectly sent any information, they shall not pass it to third parties, but shall immediately return it to HSE. 


	Quality assurance schemes 
	12.1 All parts of the competent authority shall participate in quality assurance schemes, to ensure that the administrative systems work at optimum efficiency. The competent authority will discuss any proposed review of the system in the appropriate forum. 
	12.1 All parts of the competent authority shall participate in quality assurance schemes, to ensure that the administrative systems work at optimum efficiency. The competent authority will discuss any proposed review of the system in the appropriate forum. 
	12.1 All parts of the competent authority shall participate in quality assurance schemes, to ensure that the administrative systems work at optimum efficiency. The competent authority will discuss any proposed review of the system in the appropriate forum. 


	Appeals (regulation 31) 
	13.1 The guidance on the appeals procedure is published on the HSE website. The key timescales are captured here. 
	13.1 The guidance on the appeals procedure is published on the HSE website. The key timescales are captured here. 
	13.1 The guidance on the appeals procedure is published on the HSE website. The key timescales are captured here. 

	13.2 Officials in Defra will email the Appellant within 5 working days of receiving the Appellant’s notice of appeal to acknowledge that their appeal has been received and forwarded to the competent authority. 
	13.2 Officials in Defra will email the Appellant within 5 working days of receiving the Appellant’s notice of appeal to acknowledge that their appeal has been received and forwarded to the competent authority. 

	13.3 Within 21 days of receiving the Appellant’s notice of appeal, HSE on behalf of the competent authority should provide a written response to the appeal, stating whether it contests the disputed decision and if so, commenting on the reasons given for opposing the appeal. The Appellant then has 7 days to comment on the competent authority’s reasons for upholding the decision or notice.  
	13.3 Within 21 days of receiving the Appellant’s notice of appeal, HSE on behalf of the competent authority should provide a written response to the appeal, stating whether it contests the disputed decision and if so, commenting on the reasons given for opposing the appeal. The Appellant then has 7 days to comment on the competent authority’s reasons for upholding the decision or notice.  

	13.4 The Competent Authority may decide, as a result of receiving the appeal, to withdraw the decision or notice that is the subject matter of the appeal rather than defend the 
	13.4 The Competent Authority may decide, as a result of receiving the appeal, to withdraw the decision or notice that is the subject matter of the appeal rather than defend the 


	appeal. They may make this decision at any time during the course of the appeal process. 
	appeal. They may make this decision at any time during the course of the appeal process. 
	appeal. They may make this decision at any time during the course of the appeal process. 

	13.5 Where the appeal relates to premises in England or Wales and Scotland, mutual agreement on arrangements for the appointment of the Appointed Person will need to be reached. The Appropriate Person in England and Wales is the Secretary of State for Defra; in Scotland, it is the Scottish Ministers and the Secretary of State acting jointly. In the latter case, where the appeal relates to contained use in Scotland, the Scottish Ministers will lead decision making on the appointed person or in respect of an 
	13.5 Where the appeal relates to premises in England or Wales and Scotland, mutual agreement on arrangements for the appointment of the Appointed Person will need to be reached. The Appropriate Person in England and Wales is the Secretary of State for Defra; in Scotland, it is the Scottish Ministers and the Secretary of State acting jointly. In the latter case, where the appeal relates to contained use in Scotland, the Scottish Ministers will lead decision making on the appointed person or in respect of an 

	13.6 Whilst the Appropriate Person has discretion whether to delegate the function of determining the appeal to an Appointed Person, in most cases it is expected that the Appropriate Person will appoint an Appointed Person. The appointment will be made as soon as possible after the Competent Authority has indicated its intention to oppose the appeal. If an appeal concerns contained use in both England and Wales and Scotland, and there is disagreement on the choice of an Appointed Person or whether to use an
	13.6 Whilst the Appropriate Person has discretion whether to delegate the function of determining the appeal to an Appointed Person, in most cases it is expected that the Appropriate Person will appoint an Appointed Person. The appointment will be made as soon as possible after the Competent Authority has indicated its intention to oppose the appeal. If an appeal concerns contained use in both England and Wales and Scotland, and there is disagreement on the choice of an Appointed Person or whether to use an

	13.7 In cases where an appeal relates to several premises north and south of the border with Scotland and that appeal to the Appropriate Person (ie the Scottish Ministers and Secretary of State acting jointly) is not upheld, the appellant may seek judicial review (JR). Given the potential range of circumstances, including separate jurisdictions, the JR will need to be dealt with on a case-by-case basis and by mutual agreement between parties to agree terms of handling and payment of costs but having regard 
	13.7 In cases where an appeal relates to several premises north and south of the border with Scotland and that appeal to the Appropriate Person (ie the Scottish Ministers and Secretary of State acting jointly) is not upheld, the appellant may seek judicial review (JR). Given the potential range of circumstances, including separate jurisdictions, the JR will need to be dealt with on a case-by-case basis and by mutual agreement between parties to agree terms of handling and payment of costs but having regard 

	• if a challenge relates to a determination made by the person acting as the Appointed Person for which the Scottish Ministers took the lead under these arrangements, then the Scottish Ministers should bear the costs: if the challenge relates to a determination made by the person acting as the Appointed Person for which the Secretary of State took the lead under these arrangements, then the Secretary of State should bear the costs; 
	• if a challenge relates to a determination made by the person acting as the Appointed Person for which the Scottish Ministers took the lead under these arrangements, then the Scottish Ministers should bear the costs: if the challenge relates to a determination made by the person acting as the Appointed Person for which the Secretary of State took the lead under these arrangements, then the Secretary of State should bear the costs; 

	• if the challenge relates only to sites in Scotland, then the Scottish Ministers should bear the costs; if the challenge relates only to sites in England then the Secretary of State should bear the costs.  
	• if the challenge relates only to sites in Scotland, then the Scottish Ministers should bear the costs; if the challenge relates only to sites in England then the Secretary of State should bear the costs.  


	13.8 The Appointed Person will normally be someone with a legal background and from outside Government. If the appeal raises technical and scientific issues, the Appropriate Person may consider it necessary to appoint a technical or scientific expert from outside Government to act as the Appointed Person, or a technical or scientific expert and someone with a legal background to determine the appeal. 
	13.8 The Appointed Person will normally be someone with a legal background and from outside Government. If the appeal raises technical and scientific issues, the Appropriate Person may consider it necessary to appoint a technical or scientific expert from outside Government to act as the Appointed Person, or a technical or scientific expert and someone with a legal background to determine the appeal. 
	13.8 The Appointed Person will normally be someone with a legal background and from outside Government. If the appeal raises technical and scientific issues, the Appropriate Person may consider it necessary to appoint a technical or scientific expert from outside Government to act as the Appointed Person, or a technical or scientific expert and someone with a legal background to determine the appeal. 

	13.9 Appeals can be dealt with on the basis of either written submissions or a hearing. In the case of a hearing, this should take place within 28 days of the latest of either the appointment of the Appointed Person or receipt of the Competent Authority’s response to the Appellant’s notice of appeal, or where this is not practicable, as soon as possible after that time. Any decision of the Appointed Person should be issued as promptly as possible, having regard to the circumstances of the case. The Appointe
	13.9 Appeals can be dealt with on the basis of either written submissions or a hearing. In the case of a hearing, this should take place within 28 days of the latest of either the appointment of the Appointed Person or receipt of the Competent Authority’s response to the Appellant’s notice of appeal, or where this is not practicable, as soon as possible after that time. Any decision of the Appointed Person should be issued as promptly as possible, having regard to the circumstances of the case. The Appointe

	13.10 The Appellant and the Competent Authority will have an opportunity to make factual written comments (eg to correct misunderstandings) to the Appointed Person on a draft of the Appointed Person’s decision. The comments are to be copied to all parties, and the Appointed Person is to consider them before finalising their decision. This process should not take more than 28 days unless there are good reasons for departing from this timescale.  
	13.10 The Appellant and the Competent Authority will have an opportunity to make factual written comments (eg to correct misunderstandings) to the Appointed Person on a draft of the Appointed Person’s decision. The comments are to be copied to all parties, and the Appointed Person is to consider them before finalising their decision. This process should not take more than 28 days unless there are good reasons for departing from this timescale.  

	13.11 The final decision must be submitted to the Appropriate Person, the Appellant and the Competent Authority at the same time. The final decision is confidential between the Appropriate Person, the Appointed Person, the Appellant and the Competent Authority. If a copy is requested by a third party, or either the Appellant or Competent Authority request that the decision be published, this will be considered by the Appropriate Person, who will take into account the views of the parties in deciding whether
	13.11 The final decision must be submitted to the Appropriate Person, the Appellant and the Competent Authority at the same time. The final decision is confidential between the Appropriate Person, the Appointed Person, the Appellant and the Competent Authority. If a copy is requested by a third party, or either the Appellant or Competent Authority request that the decision be published, this will be considered by the Appropriate Person, who will take into account the views of the parties in deciding whether


	Enforcement of retained EU law – Regulation 1946/2003 on the ‘Transboundary Movement’ of class 3 and 4 genetically modified organisms (the ‘Cartagena Protocol’) 
	14.1 On behalf of Defra, Scottish Government and Welsh Ministers, HSE assesses compliance with the requirements of retained EU law Regulation 1946/2003 on the transboundary movements of GMOs. There is also a requirement to provide this information to the UK Biosafety Clearing House.  
	14.1 On behalf of Defra, Scottish Government and Welsh Ministers, HSE assesses compliance with the requirements of retained EU law Regulation 1946/2003 on the transboundary movements of GMOs. There is also a requirement to provide this information to the UK Biosafety Clearing House.  
	14.1 On behalf of Defra, Scottish Government and Welsh Ministers, HSE assesses compliance with the requirements of retained EU law Regulation 1946/2003 on the transboundary movements of GMOs. There is also a requirement to provide this information to the UK Biosafety Clearing House.  

	14.2 Within 4 days of HSE approving the risk assessment of class 3 or 4 GMOs which are likely to be subject to transboundary movements (ie those entering or leaving Great Britain), HSE will pass this information on to the Biosafety Clearing House and copy this information to Defra or Scottish Government and, where appropriate, 
	14.2 Within 4 days of HSE approving the risk assessment of class 3 or 4 GMOs which are likely to be subject to transboundary movements (ie those entering or leaving Great Britain), HSE will pass this information on to the Biosafety Clearing House and copy this information to Defra or Scottish Government and, where appropriate, 


	anonymised information to the Welsh Government, depending on the geographical location of the notifier. 
	anonymised information to the Welsh Government, depending on the geographical location of the notifier. 
	anonymised information to the Welsh Government, depending on the geographical location of the notifier. 


	  
	Annex 3 – Article 26 of the GDPR, Joint Controller Declaration for the Competent Authority of England and Wales 
	Purpose 
	1. The purpose of this annex is to explain the respective roles that Defra and HSE (all parties) will play (in England and Wales) in managing the processing of personal data associated with overseeing the implementation of the 2014 Regulations. Each are joint controllers of the personal data collected, as all parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 
	1. The purpose of this annex is to explain the respective roles that Defra and HSE (all parties) will play (in England and Wales) in managing the processing of personal data associated with overseeing the implementation of the 2014 Regulations. Each are joint controllers of the personal data collected, as all parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 
	1. The purpose of this annex is to explain the respective roles that Defra and HSE (all parties) will play (in England and Wales) in managing the processing of personal data associated with overseeing the implementation of the 2014 Regulations. Each are joint controllers of the personal data collected, as all parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 


	Data protection 
	2. All parties will comply with all relevant provisions of UK GDPR and DPA 2018, as applicable.  
	2. All parties will comply with all relevant provisions of UK GDPR and DPA 2018, as applicable.  
	2. All parties will comply with all relevant provisions of UK GDPR and DPA 2018, as applicable.  

	3. All parties will act as joint controllers, in respect of any personal data pursuant to this MoU; they will process such personal data only to the extent necessary to meet the requirements of this MoU; and they will appoint external controllers/processors as necessary. 
	3. All parties will act as joint controllers, in respect of any personal data pursuant to this MoU; they will process such personal data only to the extent necessary to meet the requirements of this MoU; and they will appoint external controllers/processors as necessary. 

	4. No parties will transfer any personal data it is processing outside the United Kingdom. 
	4. No parties will transfer any personal data it is processing outside the United Kingdom. 

	5. All parties will ensure that they have appropriate technical and organisational procedures in place to protect any personal data they are processing. This includes protection against any unauthorised or unlawful processing and any accidental disclosure, loss, destruction or damage. Defra will promptly inform HSE, and vice versa, of any unauthorised or unlawful processing, accidental disclosure, loss, destruction or damage to any such personal data. All parties will also take reasonable steps to ensure th
	5. All parties will ensure that they have appropriate technical and organisational procedures in place to protect any personal data they are processing. This includes protection against any unauthorised or unlawful processing and any accidental disclosure, loss, destruction or damage. Defra will promptly inform HSE, and vice versa, of any unauthorised or unlawful processing, accidental disclosure, loss, destruction or damage to any such personal data. All parties will also take reasonable steps to ensure th


	Specific Defra responsibilities 
	6. Defra has the following specific responsibilities: 
	6. Defra has the following specific responsibilities: 
	6. Defra has the following specific responsibilities: 

	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 
	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 

	ii. Following Defra Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 
	ii. Following Defra Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 


	iii. Ensuring Defra staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 
	iii. Ensuring Defra staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 
	iii. Ensuring Defra staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 

	iv. Ensuring Defra staff have appropriate security clearance to handle personal data collected as part of this process. 
	iv. Ensuring Defra staff have appropriate security clearance to handle personal data collected as part of this process. 

	v. Ensuring secure transfer of personal data to HSE as necessary for fulfilment of HSE’s regulatory functions.  
	v. Ensuring secure transfer of personal data to HSE as necessary for fulfilment of HSE’s regulatory functions.  

	vi. Responding to Data Subject Access Requests (SARs) when required. 
	vi. Responding to Data Subject Access Requests (SARs) when required. 

	vii. Reporting any Personal Data breaches within Defra to their Data Protection Officer, who will determine in conjunction with the relevant Defra Data Protection Team whether the breach needs to be notified to the Information Commissioner’s Office (ICO) and the data subjects. 
	vii. Reporting any Personal Data breaches within Defra to their Data Protection Officer, who will determine in conjunction with the relevant Defra Data Protection Team whether the breach needs to be notified to the Information Commissioner’s Office (ICO) and the data subjects. 

	viii. Maintaining any processing records for data held on Defra systems in compliance with Article 30 of the UK GDPR. 
	viii. Maintaining any processing records for data held on Defra systems in compliance with Article 30 of the UK GDPR. 

	ix. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 
	ix. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 


	Specific HSE responsibilities 
	7. HSE has the following specific responsibilities: 
	7. HSE has the following specific responsibilities: 
	7. HSE has the following specific responsibilities: 

	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 
	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 

	ii. Following HSE Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 
	ii. Following HSE Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 

	iii. Ensuring HSE staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 
	iii. Ensuring HSE staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 

	iv. Ensuring HSE staff have appropriate security clearance to handle personal data collected as part of this process. 
	iv. Ensuring HSE staff have appropriate security clearance to handle personal data collected as part of this process. 

	v. Ensuring secure transfer of personal data to Defra as necessary for fulfilment of Defra’s regulatory functions.  
	v. Ensuring secure transfer of personal data to Defra as necessary for fulfilment of Defra’s regulatory functions.  

	vi. Responding to SARs when and where required in relation to personal data being processed as part of the regulatory function. 
	vi. Responding to SARs when and where required in relation to personal data being processed as part of the regulatory function. 

	vii. Reporting any data breaches within HSE to their Data Protection Officer and the ICO (where appropriate). 
	vii. Reporting any data breaches within HSE to their Data Protection Officer and the ICO (where appropriate). 

	viii. Maintaining any processing records for data held on HSE systems in compliance with Article 30 of the UK GDPR. 
	viii. Maintaining any processing records for data held on HSE systems in compliance with Article 30 of the UK GDPR. 


	ix. Ensuring HSE staff taking enforcement measures adhere to standards set out under Investigations for law enforcement purposes in HSE’s Privacy Policy Statement. 
	ix. Ensuring HSE staff taking enforcement measures adhere to standards set out under Investigations for law enforcement purposes in HSE’s Privacy Policy Statement. 
	ix. Ensuring HSE staff taking enforcement measures adhere to standards set out under Investigations for law enforcement purposes in HSE’s Privacy Policy Statement. 

	x. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 
	x. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 


	Individual rights 
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both Defra’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the exe
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both Defra’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the exe
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both Defra’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the exe

	9. In response to any SAR, the controller that receives the request will undertake a proportionate and reasonable search of data it holds and respond to the SAR applicant within one month of receiving the original request, or within any extended time period as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own internal processes for handling SARs. 
	9. In response to any SAR, the controller that receives the request will undertake a proportionate and reasonable search of data it holds and respond to the SAR applicant within one month of receiving the original request, or within any extended time period as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own internal processes for handling SARs. 


	Personal data breach 
	10. Defra is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant Defra Data Protection Team, whether the breach needs to be reported to the ICO DPO. Defra will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  
	10. Defra is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant Defra Data Protection Team, whether the breach needs to be reported to the ICO DPO. Defra will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  
	10. Defra is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant Defra Data Protection Team, whether the breach needs to be reported to the ICO DPO. Defra will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  

	11. HSE is responsible for reporting any data breaches within their authority to their Data Protection Officer and ICO (where appropriate), as well as to Defra if there is any direct impact on their staff or wider interests. 
	11. HSE is responsible for reporting any data breaches within their authority to their Data Protection Officer and ICO (where appropriate), as well as to Defra if there is any direct impact on their staff or wider interests. 


	Liability for data processing 
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party. 
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party. 
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party. 

	13. Should one party become subject to investigation by the ICO and/or receive any notice from them, under Part 6 of the Data Protection Act 2018 relating to data processed under this arrangement, they are to inform the other party. 
	13. Should one party become subject to investigation by the ICO and/or receive any notice from them, under Part 6 of the Data Protection Act 2018 relating to data processed under this arrangement, they are to inform the other party. 


	14. If financial penalties are imposed by the ICO on a party in relation to any data processed under this Agreement and, if in the view of the ICO, one party is responsible for the breach of data protection legislation that resulted in the imposition of those penalties, that party shall be responsible for the payment of the penalties imposed. If the ICO expresses no view as to responsibility, then each party shall bear responsibility for half of the penalty imposed.  
	14. If financial penalties are imposed by the ICO on a party in relation to any data processed under this Agreement and, if in the view of the ICO, one party is responsible for the breach of data protection legislation that resulted in the imposition of those penalties, that party shall be responsible for the payment of the penalties imposed. If the ICO expresses no view as to responsibility, then each party shall bear responsibility for half of the penalty imposed.  
	14. If financial penalties are imposed by the ICO on a party in relation to any data processed under this Agreement and, if in the view of the ICO, one party is responsible for the breach of data protection legislation that resulted in the imposition of those penalties, that party shall be responsible for the payment of the penalties imposed. If the ICO expresses no view as to responsibility, then each party shall bear responsibility for half of the penalty imposed.  

	15. If either HSE or Defra is the defendant in a legal claim before a court of competent jurisdiction by a third party, including a data subject in respect of data processed under this Agreement, the party determined by the final decision of the court to be responsible for the damage and/or distress shall be liable for the losses arising from such damage. Where both parties are liable, the liability will be apportioned between the parties in accordance with the decision of the court. If the court does not a
	15. If either HSE or Defra is the defendant in a legal claim before a court of competent jurisdiction by a third party, including a data subject in respect of data processed under this Agreement, the party determined by the final decision of the court to be responsible for the damage and/or distress shall be liable for the losses arising from such damage. Where both parties are liable, the liability will be apportioned between the parties in accordance with the decision of the court. If the court does not a

	16. If either HSE or Defra receive from any person a claim for compensation for damage and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed under this Agreement, the party which receives the claim will handle it according to their internal procedures. The party to this Agreement that receives a such a claim will notify the other party to this Agreement of the claim if the other party is solely or jointly responsible for the event giving rise to the claim. If HSE and Defra are
	16. If either HSE or Defra receive from any person a claim for compensation for damage and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed under this Agreement, the party which receives the claim will handle it according to their internal procedures. The party to this Agreement that receives a such a claim will notify the other party to this Agreement of the claim if the other party is solely or jointly responsible for the event giving rise to the claim. If HSE and Defra are

	17. The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual agreement as to the apportionment of financial responsibility for any losses, cost claims or expenses arising from the processing of data under this Agreement. 
	17. The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual agreement as to the apportionment of financial responsibility for any losses, cost claims or expenses arising from the processing of data under this Agreement. 


	Data retention 
	18. Defra and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data. 
	18. Defra and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data. 
	18. Defra and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data. 


	The Freedom of Information Act 2000 and Environmental Information Regulations 2004 
	19. HSE and Defra are subject to the requirements of the Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (EIRs) and shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA or EIRs request is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party will consult the o
	19. HSE and Defra are subject to the requirements of the Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (EIRs) and shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA or EIRs request is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party will consult the o
	19. HSE and Defra are subject to the requirements of the Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (EIRs) and shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA or EIRs request is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party will consult the o

	20. If a party receives a request for information that has been supplied by the other party (“the Information Supplier”), the party that has received the request for information will consult the Information Supplier as early as possible and before any information is disclosed in response to the request to enable sufficient time for the views of the Information Supplier, including any objections to disclosure, to be taken into account when determining whether the information is to be disclosed or withheld.  
	20. If a party receives a request for information that has been supplied by the other party (“the Information Supplier”), the party that has received the request for information will consult the Information Supplier as early as possible and before any information is disclosed in response to the request to enable sufficient time for the views of the Information Supplier, including any objections to disclosure, to be taken into account when determining whether the information is to be disclosed or withheld.  

	21. If a party receives a request for information that it holds and knows or believes the information is held by the other party, the party that received the request will inform the other party as early as possible and before any information is disclosed in response to the request. The purpose of this consultation is to ensure that each party is able to share with the other party any concerns about information that might be disclosed to the requester, that the party holding the information is able to take t
	21. If a party receives a request for information that it holds and knows or believes the information is held by the other party, the party that received the request will inform the other party as early as possible and before any information is disclosed in response to the request. The purpose of this consultation is to ensure that each party is able to share with the other party any concerns about information that might be disclosed to the requester, that the party holding the information is able to take t


	Voluntary disclosures or publication of information 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 


	  
	Data Protection Officers’ Contacts 
	The contact details of the Joint Controller Data Protection Officers are: 
	Defra 
	Defra 
	Defra 
	Defra 
	Defra 

	HSE 
	HSE 



	Tim Beale Data Protection Officer  Department for Environment, Food and Rural Affairs (Defra),  Area 1E, Nobel House,  London,  SW1P 3JR 
	Tim Beale Data Protection Officer  Department for Environment, Food and Rural Affairs (Defra),  Area 1E, Nobel House,  London,  SW1P 3JR 
	Tim Beale Data Protection Officer  Department for Environment, Food and Rural Affairs (Defra),  Area 1E, Nobel House,  London,  SW1P 3JR 
	Tim Beale Data Protection Officer  Department for Environment, Food and Rural Affairs (Defra),  Area 1E, Nobel House,  London,  SW1P 3JR 
	Email: data.protection@defra.gov.uk 

	Sean Egan Data Protection Officer Health and Safety Executive 1.3 Redgrave Court Merton Road, Bootle Liverpool L20 7HS 
	Sean Egan Data Protection Officer Health and Safety Executive 1.3 Redgrave Court Merton Road, Bootle Liverpool L20 7HS 
	Email: 
	Email: 
	DPO@hse.gov.uk
	DPO@hse.gov.uk

	 





	 
	 
	  
	Annex 4 – Article 26 of the GDPR, Joint Controller Declaration for the Competent Authority of Scotland 
	Purpose 
	1. The purpose of this annex is to explain the respective roles that the Scottish Government (SG) and HSE will play (in Scotland) in managing the processing of personal data associated with notifications and inspections of GMOs in contained use, under the GMO(CU) on behalf of the SG. The SG and HSE are joint controllers of the personal data collected, as both parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 
	1. The purpose of this annex is to explain the respective roles that the Scottish Government (SG) and HSE will play (in Scotland) in managing the processing of personal data associated with notifications and inspections of GMOs in contained use, under the GMO(CU) on behalf of the SG. The SG and HSE are joint controllers of the personal data collected, as both parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 
	1. The purpose of this annex is to explain the respective roles that the Scottish Government (SG) and HSE will play (in Scotland) in managing the processing of personal data associated with notifications and inspections of GMOs in contained use, under the GMO(CU) on behalf of the SG. The SG and HSE are joint controllers of the personal data collected, as both parties (independently) determine the purposes and means of processing personal data as part of the functions defined in this MoU. 


	Data protection 
	2. The SG and HSE will comply with all relevant provisions of UK GDPR and the Data Protection Act 2018, as applicable.  
	2. The SG and HSE will comply with all relevant provisions of UK GDPR and the Data Protection Act 2018, as applicable.  
	2. The SG and HSE will comply with all relevant provisions of UK GDPR and the Data Protection Act 2018, as applicable.  

	3. The SG and HSE will act as joint controllers, in respect of any personal data pursuant to this MoU; they will process such personal data only to the extent necessary to meet the requirements of this MoU; and they will appoint external controllers/processors as necessary. 
	3. The SG and HSE will act as joint controllers, in respect of any personal data pursuant to this MoU; they will process such personal data only to the extent necessary to meet the requirements of this MoU; and they will appoint external controllers/processors as necessary. 

	4. Neither the SG nor HSE will transfer any personal data it is processing outside the United Kingdom. 
	4. Neither the SG nor HSE will transfer any personal data it is processing outside the United Kingdom. 

	5. The SG and HSE will ensure that they have appropriate technical and organisational procedures in place to protect any personal data they are processing. This includes protection against any unauthorised or unlawful processing and any accidental disclosure, loss, destruction or damage. The SG will promptly inform HSE, and vice versa, of any unauthorised or unlawful processing, accidental disclosure, loss, destruction or damage to any such personal data. Both parties will also take reasonable steps to ensu
	5. The SG and HSE will ensure that they have appropriate technical and organisational procedures in place to protect any personal data they are processing. This includes protection against any unauthorised or unlawful processing and any accidental disclosure, loss, destruction or damage. The SG will promptly inform HSE, and vice versa, of any unauthorised or unlawful processing, accidental disclosure, loss, destruction or damage to any such personal data. Both parties will also take reasonable steps to ensu


	Specific Scottish Government responsibilities 
	6. The SG have the following specific responsibilities: 
	6. The SG have the following specific responsibilities: 
	6. The SG have the following specific responsibilities: 

	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 
	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 


	ii. Following SG Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 
	ii. Following SG Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 
	ii. Following SG Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 

	iii. Ensuring SG staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 
	iii. Ensuring SG staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 

	iv. Ensuring SG staff have appropriate security clearance to handle personal data collected as part of this process. 
	iv. Ensuring SG staff have appropriate security clearance to handle personal data collected as part of this process. 

	v. Ensuring secure transfer of personal data to HSE as necessary for fulfilment of HSE’s regulatory functions.  
	v. Ensuring secure transfer of personal data to HSE as necessary for fulfilment of HSE’s regulatory functions.  

	vi. Responding to Data Subject Access Requests (SARs) when required. 
	vi. Responding to Data Subject Access Requests (SARs) when required. 

	vii. Reporting any Personal Data breaches within the SG to their Data Protection Officer, who will determine in conjunction with the relevant SG Data Protection Team whether the breach needs to be notified to the Information Commissioner’s Office (ICO) and the data subjects. 
	vii. Reporting any Personal Data breaches within the SG to their Data Protection Officer, who will determine in conjunction with the relevant SG Data Protection Team whether the breach needs to be notified to the Information Commissioner’s Office (ICO) and the data subjects. 

	viii. Maintaining any processing records for data held on SG systems in compliance with Article 30 of the UK GDPR. 
	viii. Maintaining any processing records for data held on SG systems in compliance with Article 30 of the UK GDPR. 

	ix. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 
	ix. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 


	Specific HSE responsibilities 
	7. HSE has the following specific responsibilities: 
	7. HSE has the following specific responsibilities: 
	7. HSE has the following specific responsibilities: 

	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 
	i. Carrying out any required Data Protection Impact Assessment for any element of business or process change. 

	ii. Following HSE Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 
	ii. Following HSE Data Security Guidance to ensure that the necessary measures are taken to protect personal data. 

	iii. Ensuring HSE staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 
	iii. Ensuring HSE staff are appropriately trained in how to use and look after personal data and follow approved processes for data handling. 

	iv. Ensuring HSE staff have appropriate security clearance to handle personal data collected as part of this process. 
	iv. Ensuring HSE staff have appropriate security clearance to handle personal data collected as part of this process. 

	v. Ensuring secure transfer of personal data to the SG as necessary for fulfilment of the SG’s regulatory functions.  
	v. Ensuring secure transfer of personal data to the SG as necessary for fulfilment of the SG’s regulatory functions.  

	vi. Responding to SARs when and where required in relation to personal data being processed as part of the regulatory function. 
	vi. Responding to SARs when and where required in relation to personal data being processed as part of the regulatory function. 


	vii. Reporting any Personal Data breaches within HSE to their Data Protection Officer, who will determine in conjunction with the HSE Data Protection Team whether the breach needs to be notified to the ICO’s Office and the data subjects. 
	vii. Reporting any Personal Data breaches within HSE to their Data Protection Officer, who will determine in conjunction with the HSE Data Protection Team whether the breach needs to be notified to the ICO’s Office and the data subjects. 
	vii. Reporting any Personal Data breaches within HSE to their Data Protection Officer, who will determine in conjunction with the HSE Data Protection Team whether the breach needs to be notified to the ICO’s Office and the data subjects. 

	viii. Maintaining any processing records for data held on HSE systems in compliance with Article 30 of the UK GDPR. 
	viii. Maintaining any processing records for data held on HSE systems in compliance with Article 30 of the UK GDPR. 

	ix. Ensuring HSE staff taking enforcement measures adhere to standards set out under Investigations for law enforcement purposes in HSE’s Privacy Policy Statement. 
	ix. Ensuring HSE staff taking enforcement measures adhere to standards set out under Investigations for law enforcement purposes in HSE’s Privacy Policy Statement. 

	x. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 
	x. If data held is found to be no longer accurate or up to date, they should notify the other party so that they can amend or erase it, as appropriate. 


	Individual rights 
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both the SG’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the ex
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both the SG’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the ex
	8. The UK GDPR specifies rights for individuals over the processing of their data. These rights, and the processes individuals should follow when wishing to exercise their rights, are listed in both the SG’s and HSE’s privacy notice. Both parties should ensure they consult and comply fully with their respective privacy policies in the event of Data Subjects exercising any of their rights under data protection legislation. Both parties will handle and respond to a Data Subject’s request in relation to the ex

	9. In response to any SAR, the controller that receives the request will undertake a proportionate and reasonable search of data it holds and respond to the SAR applicant within one month of receiving the original request, or within any extended time period as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own internal processes for handling SARs. 
	9. In response to any SAR, the controller that receives the request will undertake a proportionate and reasonable search of data it holds and respond to the SAR applicant within one month of receiving the original request, or within any extended time period as permitted by Article 12(3) of the UK GDPR. Each controller shall follow its own internal processes for handling SARs. 


	Personal data breach 
	10. The SG is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant SG Data Protection Team, whether the breach needs to be reported to the ICO DPO. The SG will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  
	10. The SG is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant SG Data Protection Team, whether the breach needs to be reported to the ICO DPO. The SG will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  
	10. The SG is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the relevant SG Data Protection Team, whether the breach needs to be reported to the ICO DPO. The SG will also inform HSE of the breach if there is any direct impact on HSE staff or other HSE interest.  

	11. HSE is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the HSE Data Protection Team, whether the breach needs to be reported to the ICO DPO. HSE will also inform SG of the breach if there is any direct impact on SG staff or other SG interest.  
	11. HSE is responsible for reporting any personal data breach, as defined in Article 4(12) of the UK GDPR, occurring within their authority to their Data Protection Officer, who will determine in conjunction with the HSE Data Protection Team, whether the breach needs to be reported to the ICO DPO. HSE will also inform SG of the breach if there is any direct impact on SG staff or other SG interest.  


	Liability for data processing 
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party.  
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party.  
	12. Should one party receive court action, relating to data processed under the Agreement, they are to inform the other party.  

	13. Should one party become subject to investigation by the ICO and/or receive any notice from them, under Part 6 of the Data Protection Act 2018 relating to data processed under this arrangement, they are to inform the other party. 
	13. Should one party become subject to investigation by the ICO and/or receive any notice from them, under Part 6 of the Data Protection Act 2018 relating to data processed under this arrangement, they are to inform the other party. 

	14. If financial penalties are imposed by the ICO on a party in relation to any data processed under this Agreement and, if in the view of the ICO, one party is responsible for the breach of data protection legislation that resulted in the imposition of those penalties, that party shall be responsible for the payment of the penalties imposed. Where the ICO expresses the view that both parties were responsible then each party will bear such responsibility for any penalty imposed as is expressed by the ICO. I
	14. If financial penalties are imposed by the ICO on a party in relation to any data processed under this Agreement and, if in the view of the ICO, one party is responsible for the breach of data protection legislation that resulted in the imposition of those penalties, that party shall be responsible for the payment of the penalties imposed. Where the ICO expresses the view that both parties were responsible then each party will bear such responsibility for any penalty imposed as is expressed by the ICO. I

	15. If either HSE or the SG is the defendant in a legal claim before a court of competent jurisdiction by a third party, including a data subject in respect of data processed under this Agreement, the party determined by the final decision of the court to be responsible for the damage and/or distress shall be liable for the losses arising from such damage. Where both parties are liable, the liability will be apportioned between the parties in accordance with the decision of the court. If the court does not 
	15. If either HSE or the SG is the defendant in a legal claim before a court of competent jurisdiction by a third party, including a data subject in respect of data processed under this Agreement, the party determined by the final decision of the court to be responsible for the damage and/or distress shall be liable for the losses arising from such damage. Where both parties are liable, the liability will be apportioned between the parties in accordance with the decision of the court. If the court does not 

	16. If either HSE or the SG receive from any person a claim for compensation for damage and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed under this Agreement, the party which receives the claim will handle it according to their internal procedures. The party to this Agreement that receives a such a claim will notify the other party to this Agreement of the claim if the other party is solely or jointly responsible for the event giving rise to the claim. If HSE and the SG a
	16. If either HSE or the SG receive from any person a claim for compensation for damage and/or distress, pursuant to Article 82 of the UK GDPR, in respect of data processed under this Agreement, the party which receives the claim will handle it according to their internal procedures. The party to this Agreement that receives a such a claim will notify the other party to this Agreement of the claim if the other party is solely or jointly responsible for the event giving rise to the claim. If HSE and the SG a

	17. The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual agreement as to the apportionment of financial responsibility for any losses, cost claims or expenses arising from the processing of data under this Agreement.  
	17. The provisions in paragraphs 15 and 16 do not prevent the parties coming to a mutual agreement as to the apportionment of financial responsibility for any losses, cost claims or expenses arising from the processing of data under this Agreement.  


	Data retention 
	18. The SG and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data.  
	18. The SG and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data.  
	18. The SG and HSE will retain personal data associated with inspections of GMOs in contained use, in accordance with their respective organisational disposal and retention policies. Each party is responsible for ensuring appropriate technical and procedural functions are in place to ensure the secure and timely destruction of personal data.  


	The Freedom of Information Act 2000 (FOIA); the Freedom of Information (Scotland) Act 2002 (FOI(S)A); the Environmental Information Regulations 2004 (EIRs); and the Environmental Information (Scotland) Regulations 2004 (EIR(S)s) 
	19. HSE is subject to the requirements of the FOIA and the EIRs and Scottish Government is subject to the requirements of the FOI(S)A and the EIR(S)s. They shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA; FOI(S)A; EIRs; or EIR(S)s request, is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party 
	19. HSE is subject to the requirements of the FOIA and the EIRs and Scottish Government is subject to the requirements of the FOI(S)A and the EIR(S)s. They shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA; FOI(S)A; EIRs; or EIR(S)s request, is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party 
	19. HSE is subject to the requirements of the FOIA and the EIRs and Scottish Government is subject to the requirements of the FOI(S)A and the EIR(S)s. They shall assist and cooperate with each other to enable each party to comply with their obligations under this legislation. It is accepted that the party that receives an FOIA; FOI(S)A; EIRs; or EIR(S)s request, is responsible for making the final decision on disclosure in respect of any information in scope of a request that they hold. However, that party 

	20. If a party receives a request for information that has been supplied by the other party (“the Information Supplier”), the party that has received the request for information will consult the Information Supplier as early as possible and before any information is disclosed in response to the request to enable sufficient time for the views of the Information Supplier, including any objections to disclosure, to be taken into account when determining whether the information is to be disclosed or withheld.  
	20. If a party receives a request for information that has been supplied by the other party (“the Information Supplier”), the party that has received the request for information will consult the Information Supplier as early as possible and before any information is disclosed in response to the request to enable sufficient time for the views of the Information Supplier, including any objections to disclosure, to be taken into account when determining whether the information is to be disclosed or withheld.  

	21. If a party receives a request for information that it holds and knows or believes the information is held by the other party, the party that received the request will inform the other party as early as possible and before any information is disclosed in response to the request. The purpose of this consultation is to ensure that each party is able to share with the other party any concerns about information that might be disclosed to the requester, that the party holding the information is able to take t
	21. If a party receives a request for information that it holds and knows or believes the information is held by the other party, the party that received the request will inform the other party as early as possible and before any information is disclosed in response to the request. The purpose of this consultation is to ensure that each party is able to share with the other party any concerns about information that might be disclosed to the requester, that the party holding the information is able to take t


	Voluntary disclosures or publication of information 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 
	22. If a party decides to voluntarily disclose or publish information received from another party, it must obtain the written approval of the Information Supplier before disclosure occurs. 


	  
	Data Protection Officers’ Contacts 
	The contact details of the Joint Controller Data Protection Officers are: 
	Scottish Government 
	Scottish Government 
	Scottish Government 
	Scottish Government 
	Scottish Government 

	HSE 
	HSE 



	Stuart Gardener Data Protection Officer  Scottish Government,  Victoria Quay, the Shore,  Edinburgh,  EH6 6QQ 
	Stuart Gardener Data Protection Officer  Scottish Government,  Victoria Quay, the Shore,  Edinburgh,  EH6 6QQ 
	Stuart Gardener Data Protection Officer  Scottish Government,  Victoria Quay, the Shore,  Edinburgh,  EH6 6QQ 
	Stuart Gardener Data Protection Officer  Scottish Government,  Victoria Quay, the Shore,  Edinburgh,  EH6 6QQ 
	Email: dataprotectionofficer@gov.scot 

	Sean Egan Data Protection Officer Health and Safety Executive 1.3 Redgrave Court Merton Road, Bootle Liverpool L20 7HS 
	Sean Egan Data Protection Officer Health and Safety Executive 1.3 Redgrave Court Merton Road, Bootle Liverpool L20 7HS 
	Email: 
	Email: 
	DPO@hse.gov.uk
	DPO@hse.gov.uk

	 





	 
	  
	Schedule 1 - Details of data sharing for the regulation of Contained Use of GMOs for the Competent Authority of England and Wales 
	1. The contact details of the Department Data Protection Officer are:  
	1. The contact details of the Department Data Protection Officer are:  
	1. The contact details of the Department Data Protection Officer are:  


	HSE: Sean Egan (
	HSE: Sean Egan (
	DPO@hse.gov.uk
	DPO@hse.gov.uk

	) 

	Defra: Tim Beale (data.protection@defra.gov.uk) 
	2. Details overleaf 
	2. Details overleaf 
	2. Details overleaf 


	  
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 

	Details 
	Details 



	Subject matter of the data sharing 
	Subject matter of the data sharing 
	Subject matter of the data sharing 
	Subject matter of the data sharing 

	The data is collected in order to deliver inspections of facilities working with genetically modified organisms (GMOs) in contained use, to ensure compliance to the 2014 Regulations.  
	The data is collected in order to deliver inspections of facilities working with genetically modified organisms (GMOs) in contained use, to ensure compliance to the 2014 Regulations.  
	There is a legal requirement for HSE to share such data with the relevant Competent Authority (CA).  
	On occasions where there has been a breach of the law, HSE will investigate and carry out enforcement action where necessary. 


	Data Minimisation 
	Data Minimisation 
	Data Minimisation 

	There is a legal requirement for HSE to collect personal data of all sites working with GMOs in contained use. Also, so that it can carry out inspections of such premises. 
	There is a legal requirement for HSE to collect personal data of all sites working with GMOs in contained use. Also, so that it can carry out inspections of such premises. 


	Shared Personal Data – categories of personal data 
	Shared Personal Data – categories of personal data 
	Shared Personal Data – categories of personal data 

	HSE and Defra officials: Names, work addresses and work contact details.  
	HSE and Defra officials: Names, work addresses and work contact details.  
	GMO contained use notifications: Job role, business name and establishment address. 


	Shared Personal Data - categories of Data Subject 
	Shared Personal Data - categories of Data Subject 
	Shared Personal Data - categories of Data Subject 

	HSE and Defra officials, Duty holders. 
	HSE and Defra officials, Duty holders. 


	The purpose for which personal data is collected 
	The purpose for which personal data is collected 
	The purpose for which personal data is collected 

	The personal data enables HSE to write to consent holders, serve enforcement notices, vary licence conditions, prosecute etc. 
	The personal data enables HSE to write to consent holders, serve enforcement notices, vary licence conditions, prosecute etc. 


	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	Please also clarify whether any of the Shared Personal Data qualifies as Special Category Data and the exemption the Department is relying on for processing 

	Public task: the processing is necessary for HSE to perform a task in the public interest or for your official functions, and the task or function has a clear basis in law.  
	Public task: the processing is necessary for HSE to perform a task in the public interest or for your official functions, and the task or function has a clear basis in law.  
	The MoU provides the detail of how this is achieved.  
	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 


	Legal basis for the Department’s processing of Shared Personal Data 
	Legal basis for the Department’s processing of Shared Personal Data 
	Legal basis for the Department’s processing of Shared Personal Data 

	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 
	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 




	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 

	Details 
	Details 



	Frequency of the data sharing 
	Frequency of the data sharing 
	Frequency of the data sharing 
	Frequency of the data sharing 

	Notifications data is shared as and when applications are received, in accordance with statutory timescales set in the 2014 Regulations. 
	Notifications data is shared as and when applications are received, in accordance with statutory timescales set in the 2014 Regulations. 


	Method and format of transferring the data 
	Method and format of transferring the data 
	Method and format of transferring the data 
	Detail the agreed secure methods of transfer and the frequency 

	HSE and Defra share information via Government secure e-mail when applications are received. 
	HSE and Defra share information via Government secure e-mail when applications are received. 


	Systems used in processing/limitation on data storage 
	Systems used in processing/limitation on data storage 
	Systems used in processing/limitation on data storage 

	HSE processes notifications, inspection reports and other information electronically. HSE will retain the information on central record and information management systems (called COIN and CM9). HSE destroys most files when they are 10 years old, however exceptions apply and are specified in the business classification scheme and disposal policy. 
	HSE processes notifications, inspection reports and other information electronically. HSE will retain the information on central record and information management systems (called COIN and CM9). HSE destroys most files when they are 10 years old, however exceptions apply and are specified in the business classification scheme and disposal policy. 
	Defra will retain the information on a central record and information management system (called SharePoint). Defra appraises files when they are 7 to 10 years old (or as near as possible afterwards) and will not retain records for more than 20 years. 


	Duration of the data sharing 
	Duration of the data sharing 
	Duration of the data sharing 

	For as long as the MoU is in operation, ie 17 October 2022 to 31 March 2027, unless the extended or renewed in accordance with the terms of the MOU. 
	For as long as the MoU is in operation, ie 17 October 2022 to 31 March 2027, unless the extended or renewed in accordance with the terms of the MOU. 


	Monitoring and review of the Data Sharing Annex 
	Monitoring and review of the Data Sharing Annex 
	Monitoring and review of the Data Sharing Annex 

	The effectiveness of the data sharing arrangement will be reviewed throughout the operation of the MoU as part of service level management, and when the MoU is renewed. 
	The effectiveness of the data sharing arrangement will be reviewed throughout the operation of the MoU as part of service level management, and when the MoU is renewed. 




	 
	  
	Schedule 2 - Details of data sharing for the regulation of Contained Use of GMOs for the Competent Authority of Scotland 
	1. The contact details of the Department Data Protection Officer are:  
	1. The contact details of the Department Data Protection Officer are:  
	1. The contact details of the Department Data Protection Officer are:  


	HSE: Sean Egan (
	HSE: Sean Egan (
	DPO@hse.gov.uk
	DPO@hse.gov.uk

	) 

	Scotland: Stuart Gardener (DataProtectionOfficer@gov.scot) 
	2. Details overleaf 
	2. Details overleaf 
	2. Details overleaf 


	  
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 

	Details 
	Details 



	Subject matter of the data sharing 
	Subject matter of the data sharing 
	Subject matter of the data sharing 
	Subject matter of the data sharing 

	The data is collected in order to deliver inspections of facilities working with genetically modified organisms (GMOs) in contained use, to ensure compliance to the 2014 Regulations.  
	The data is collected in order to deliver inspections of facilities working with genetically modified organisms (GMOs) in contained use, to ensure compliance to the 2014 Regulations.  
	There is a legal requirement for HSE to share such data with the relevant Competent Authority (CA).  
	On occasions where there has been a breach of the law, HSE will investigate and carry out enforcement action where necessary. 


	Data Minimisation 
	Data Minimisation 
	Data Minimisation 

	There is a legal requirement for HSE to collect personal data of all sites working with GMOs in contained use. Also, so that it can carry out inspections of such premises. 
	There is a legal requirement for HSE to collect personal data of all sites working with GMOs in contained use. Also, so that it can carry out inspections of such premises. 


	Shared Personal Data – categories of personal data 
	Shared Personal Data – categories of personal data 
	Shared Personal Data – categories of personal data 

	HSE and Scottish Government officials: Names, work addresses and work contact details.  
	HSE and Scottish Government officials: Names, work addresses and work contact details.  
	GMO contained use notifications: Job role, business name and establishment address. 


	Shared Personal Data - categories of Data Subject 
	Shared Personal Data - categories of Data Subject 
	Shared Personal Data - categories of Data Subject 

	HSE and Scottish Government officials, Duty holders. 
	HSE and Scottish Government officials, Duty holders. 


	The purpose for which personal data is collected 
	The purpose for which personal data is collected 
	The purpose for which personal data is collected 

	The personal data enables HSE to write to consent holders, serve enforcement notices, vary licence conditions, prosecute etc. 
	The personal data enables HSE to write to consent holders, serve enforcement notices, vary licence conditions, prosecute etc. 


	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	What is the legal basis/bases which is relied upon to share this data lawfully (in accordance with the GDPR and/or the Data Protection Act 2018) 
	Please also clarify whether any of the Shared Personal Data qualifies as Special Category Data and the exemption the Department is relying on for processing 

	Public task: the processing is necessary for HSE to perform a task in the public interest or for your official functions, and the task or function has a clear basis in law.  
	Public task: the processing is necessary for HSE to perform a task in the public interest or for your official functions, and the task or function has a clear basis in law.  
	The MoU provides the detail of how this is achieved.  
	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 


	Legal basis for the Department’s processing of Shared Personal Data 
	Legal basis for the Department’s processing of Shared Personal Data 
	Legal basis for the Department’s processing of Shared Personal Data 

	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 
	The legal basis is set out in ‘The Genetically Modified Organisms (Contained Use) Regulations 2014’. 




	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 
	Data sharing 

	Details 
	Details 



	Frequency of the data sharing 
	Frequency of the data sharing 
	Frequency of the data sharing 
	Frequency of the data sharing 

	Notifications data is shared as and when applications are received, in accordance with statutory timescales set in the 2014 Regulations. 
	Notifications data is shared as and when applications are received, in accordance with statutory timescales set in the 2014 Regulations. 


	Method and format of transferring the data 
	Method and format of transferring the data 
	Method and format of transferring the data 
	Detail the agreed secure methods of transfer and the frequency 

	HSE and the Scottish Government share information via Government secure e-mail when applications are received. 
	HSE and the Scottish Government share information via Government secure e-mail when applications are received. 


	Systems used in processing/limitation on data storage 
	Systems used in processing/limitation on data storage 
	Systems used in processing/limitation on data storage 

	HSE processes notifications, inspection reports and other information electronically. HSE will retain the information on central record and information management systems (called COIN and CM9). HSE destroys most files when they are 10 years old, however exceptions apply and are specified in the business classification scheme and disposal policy. 
	HSE processes notifications, inspection reports and other information electronically. HSE will retain the information on central record and information management systems (called COIN and CM9). HSE destroys most files when they are 10 years old, however exceptions apply and are specified in the business classification scheme and disposal policy. 
	The Scottish Government will retain the information on a central record and information management system (called the Electronic Record and Document Management system), plus a separate shared drive with restricted access. The Scottish Government appraises files when they are five years old (or as near as possible afterwards) and will not retain records for more than 20 years. 


	Duration of the data sharing 
	Duration of the data sharing 
	Duration of the data sharing 

	For as long as the MoU is in operation, ie 17 October 2022 to 31 March 2027, unless the extended or renewed in accordance with the terms of the MOU. 
	For as long as the MoU is in operation, ie 17 October 2022 to 31 March 2027, unless the extended or renewed in accordance with the terms of the MOU. 


	Monitoring and review of the Data Sharing Annex 
	Monitoring and review of the Data Sharing Annex 
	Monitoring and review of the Data Sharing Annex 

	The effectiveness of the data sharing arrangement will be reviewed throughout the operation of the MoU as part of service level management, and when the MoU is renewed. 
	The effectiveness of the data sharing arrangement will be reviewed throughout the operation of the MoU as part of service level management, and when the MoU is renewed. 




	 
	 





