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Public Consultation Feedback Form: Draft recommendations on a consent model for the collection, use
and sharing of health information in Ireland

Health Information and Quality Authority

Draft recommendations on a consent model for
the collection, use and sharing of health

information in Ireland

The Health Information and Quality Authority (HIQA) is holding a public
consultation to give people an opportunity to provide feedback on the draft
recommendations on a consent model for the collection, use and sharing of
health information in Ireland.

Your views are very important to us, and we will carefully assess all
feedback received and use it to help develop the final recommendations
which will be submitted to the Minister for Health for approval.

Please note: the focus for this consultation is the content and structure of
the draft recommendations. The final wording, design and layout of the
recommendations will be developed after the public consultation. We
welcome responses to all questions, and there will be an opportunity at the
end of the survey to provide any additional general comments.

The closing date for the public consultation is
Monday, 10 January 2022.

Data Protection and Freedom of Information

= HIQA will only collect personal information during this consultation for
the purposes of verifying your feedback or where you have indicated
that you would like to be contacted to partake in future stakeholder
engagement.

= |If you have any concerns regarding your data, please contact HIQA’s
Information Governance and Assurance Manager
on infogovernance@hiqa.ie.

= Please note that HIQA is subject to the Freedom of Information (FOI)
Act and the statutory Code of Practice in relation to FOI. Following the
consultation, we will publish a statement of outcomes document
summarising the responses received, which will include the names and
types of organisations that submitted feedback to us.

®  For that reason, it would be helpful if you could explain to us if you
regard the information you have provided us as being confidential or
commercially sensitive. If we receive a request for disclosure of the
information under FOI, we will take full account of your explanation,
but we cannot give you an assurance that confidentiality can be
maintained in all circumstances.
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Instructions for submitting feedback

= This public consultation is in relation to the draft recommendations
for a consent model for the collection, use and sharing of health
information in Ireland. You can find the draft recommendations,
alongside the evidence synthesis paper that has informed these
recommendations, on www.higa.ie.

= There is also an option to complete a fully online survey, which you
can find here.

= |f you are commenting in a personal capacity, there is no need to
provide your name or any other personal information. However, if
you would like to be contacted to take part in future stakeholder
engagement, there is an option to provide your name and contact
number.

= |f you are commenting on behalf of an organisation, please combine
all feedback from your organisation into one submission. In this case,
we will request a name and contact number for a designated
representative from your organisation in case we need to verify the
authenticity of your contribution.

= Do not paste other tables into the boxes already provided — type
directly into the box as the box expands.

= Please spell out any abbreviations that you use.
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1. About you

1.1 In what capacity are you providing this feedback?
O As a member of the public

In a professional capacity

1.2 If you are completing this in a professional capacity, please
specify your current role:

Director of Digital Health

1.3 Are you providing this feedback as an individual, or have you
compiled it on behalf of an organisation?

O As an individual
On behalf of an organisation

1.4 If you are providing this feedback on behalf of an organisation,
please provide the organisation’s name and contact details below.

St Patrick's Mental Health Services

1.5 If you would like to be contacted to participate in future
stakeholder engagement in relation to this work, please provide
your nhame and contact details below.

Orla Gogarty
<Redacted>
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Health Information and Quality Authority

2. Your feedback on the draft recommendations

In this section, we would like to find out what you think of the content
of the draft recommendations for a consent model for the collection,
use and sharing of health information in Ireland.

The questions are not intended in any way to limit your feedback, and
other comments relating to the draft recommendations are welcome.

Recommendation 1: to define key concepts in
legislation.

2.1 Please provide your feedback on Recommendation 1: to define
key concepts in legislation.

(Please provide specific feedback on the proposed definitions for
health information; health information for direct care; and health
information beyond direct care.)

St Patrick's Mental Health services welcomes the publication of
recommendations regarding the consent model for the collection, use and
sharing of health information. We believe the proposed categories of health
information and their associated definitions provides helpful guidance
including the differentiation of health information for the provision of direct
care and beyond direct care. These proposed definitions will assist health
providers and data protection officers in determining the scenarios where
explicit consent for the collection, processing and sharing of information is
and is not legally required.
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Recommendation 2: a rights-based approach.

2.2 Please provide your feedback on Recommendation 2: to follow a
rights-based approach when implementing a consent model for
health information.

St Patrick's Mental Health Services concurs with the recommendation that a rights
based approach is applied to the consent model for the collection, use and sharing
of health information in Ireland. We support an emphasis being placed on
protecting and promoting people’s rights and respecting their autonomy, privacy,
dignity, and their values, preferences and diversity when consenting to the
collection, use and sharing of their information. This approach is in line with
European Convention on Human Rights and EU Charter of Fundamental Rights.
Our organisation has adopted a rights based approach to the delivery of our
mental health services which includes the provision of access to service's users
own mental health information through the Service User Portal which is linked to
their Electronic Health Record.

Recommendation 3: to define the consent model
and exemptions in legislation

2.3 Please provide your feedback on Recommendation 3: the
proposed consent model.

(Please comment specifically on the four categories in the proposed
consent model, as well as the proposed exemptions.)

St Patrick's Mental Health Services agrees with the recommendation that
consent is not the most appropriate lawful basis to use for the processing of
health information for the provision of direct health care. However, consent
should be considered as a lawful basis for any data processing outside of
direct care for example when sharing health information with a third party
not involved in the direct care of a service user, unless an exemption
applies. We also support the recommendation that anonymised or
aggregated data should be used when the purpose of use can be achieved
without personal information, even when exemptions apply.
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Recommendations 4 and 5: Legislation

2.4 Please provide your feedback on Recommendations 4 and 5: to
develop specific legislation for uses of health information.

St Patrick's Mental Health Services believes that Health Information Legislation is required to
support the implementation of a rights based approach to the porposed consent model
recommendations. We believe that the implementation of a health information legislative
framework will require supporting regulation, codes of practice and policies to provide sufficient
guidance to health providers, practitioners and service users in the application of data protection
law in the health sector specifically. Health Information legislation is needed to assist organisations
follow best practice and rules designed specifically for processing of special categories of personal
data, primarily health information. In addition, a code of practice to guide the appropriate
anonymisation of personal and health data would be of significant benefit to health providers,
clinicians and service users and to support healthcare services to apply a rights-based approach.
We believe that the necessary Health Information legislation will need to be based on the
principles of the GDPR as EU law has primacy over National Law. St Patrick's Mental Health
Services would recommend a stakeholder consultation process is completed to inform the drafting
of the required Health Information legislation including both a public consultation process and a
consultation process with DPO’s working in the health sector.

Recommendation 6: Governance structures

2.5 Please provide your feedback on Recommendation 6:
governance structures.

St Patrick's Mental Health Services supports the establishment of an
independent entity (eHealth Ireland) with oversight for all aspects of health
information. We believe this entity should include representation from all
health sectors including the independent and private health providers. In
addition, SPMHS fully support the recommendation of inclusion of service user
representation within a National Data Governance Board.

We welcome the establishment of a formal network to support Data Protection
Officers in the health sector to provide assistance and guidance in the
development of consistent standards in the use of health information in the
health and social care settings and in compliance with health information
legislation.
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Recommendations 7 and 8: Technical and
operational requirements

2.6 Please provide your feedback on Recommendations 7 and 8: the
technical and operational considerations.

While a National Data Governance Board is welcomed to oversee the technical
and operational implementation of the proposed consent model, St Patrick's
Mental Health Services believes that concurrent strategic investment and
development is needed urgently in the health sector's cybersecurity
infrastructure and capability. This is necessary to ensure and assure the public
that the highest standards of protection are being applied at all times to service
users health information held across all health IT systems. This investment will
also build public trust in the operational application of the health information
consent model and support the future implementation of an Electronic Health
Record and Patient Portal with the obvious benefits for all stakeholder’s
including service users, health professionals, healthcare providers.

Recommendations 9 and 10: Public engagement

2.7 Please provide your feedback on Recommendations 9 and 10:
Public engagement.

St Patrick's Mental Health Services fully supports the recommendation regarding
the National Public Engagement Strategy on the Health Information Consent
Model. We believe this is an important process in building public trust and public
engagement on future eHealth and health IT initiatives.

As an independent mental health service provider, we believe that the health
information consent model should acknowledge and facilitate the necessary
sharing of health data between public, independent and private health services.
The sharing of health information between health providers can enable and inform
timely care, treatment and clinical decision making in the service users best
interests but should be transparent and use appropriate safeguards at all times, in
keeping with the rights-based approach underpinning these recommendations.
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3. General feedback

3.1 In your opinion, are there any aspects not covered in these draft
recommendations? If so, please describe them here.

St Patrick's Mental Health Services believes that representation from
independent and private health service providers is heeded on the proposed
independent entities responsible for oversight of health data governance.
We also believe that the health information legislation proposed under
recommendation 4 and 5 should address and enable the sharing of health
information between independent, private and public health and be detailed
in the supporting regulation, codes of practice and policies.

3.2 What are the greatest challenges that you currently face in
collecting, using and sharing health information?

(/f this question is not relevant to you, please move on to the next
question.)

Whilst we fully support a rights based approach to the health information
consent model, we recognise and have experience of challenges in this
approach where a service user declines the sharing of their health
information with their referring GP or clinician. This can present risks for the
service user, where for example information on newly prescribed medication
needs to be shared with their GP prescriber. At present, there is legal
uncertainty (no clear lawful basis) regarding the sharing of health
information where a service user explicitly objects to this. The proposed
health information legislation will need to address this current lacunae.
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3.3 Having read the draft recommendations and associated evidence
synthesis paper, do you have any thoughts on a proposed ‘opt-out’
consent approach for using health information and how this might
work in Ireland?

St Patrick's Mental Health Services does not support the 'Opt-Out' consent approach
as this approach risks the loss of valuable and necessary health information if the
service user withdraws consent at any time as is the case also where a service user
requests their information be deleted under their rights to erasure. We advocate the
proposed health information legislative framework similar to Mental Health
Commission Judgment Support Framework and Codes of Practice, where lawful
basis such as provision of health care and treatment (art 9(2)(h) GDPR) could be set
out. We believe neither the opt-in or opt-out consent approach is the most
appropriate lawful basis for the collecting, using and sharing health information. We
believe consent should be sought when health information is being shared with a
third party not involved in the care or treatment of patient (not necessarily direct
care). We believe the proposed new legislation would be most helpful in this regard
building on the principles of the GDPR and the Data Protection Act 2018.

3.4 Are there any other comments that you would like to make
about these draft recommendations?
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Thank you for taking the time to give us your views
on the draft recommendations on a consent model
for the collection, use and sharing of health
information in Ireland.

Please return your form to us by email or post before:
5pm, 10 January 2022.

Email:
healthinformation@higa.ie

Post:

Health Information and Quality Authority,
Health Information Quality Team,

Unit 1301,

City Gate,

Mahon,

Cork

T12 Y2XT

For further information on this work, please visit www.higa.ie or
email healthinformation@hiqga.ie.
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Published by the Health Information and Quality Authority
(HIQA).

For further information please contact:

Health Information and Quality Authority

George’s Court

George’s Lane

Smithfield

Dublin 7

D07 E98Y

+353 (0)1 814 7400

info@higa.ie } www.higa.ie

© Health Information and Quality Authority 2021
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	governance structures: St Patrick's Mental Health Services supports the establishment of an independent entity (eHealth Ireland) with oversight for all aspects of health information. We believe this entity should include representation from all health sectors including the independent and private health providers. In addition, SPMHS fully support the recommendation of inclusion of service user representation within a National Data Governance Board.
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	work in Ireland: St Patrick's Mental Health Services does not support the 'Opt-Out' consent approach as this approach risks the loss of valuable and necessary health information if the service user withdraws consent at any time as is the case also where a service user requests their information be deleted under their rights to erasure. We advocate the proposed health information legislative framework similar to Mental Health Commission Judgment Support Framework and Codes of Practice, where lawful basis such as provision of health care and treatment (art 9(2)(h) GDPR) could be set out. We believe neither the opt-in or opt-out consent approach is the most appropriate lawful basis for the collecting, using and sharing health information. We believe consent should be sought when health information is being shared with a third party not involved in the care or treatment of patient (not necessarily direct care). We believe the proposed new legislation would be most helpful in this regard building on the principles of the GDPR and the Data Protection Act 2018.
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