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Minutes of the Induction Meeting of the
Health Research Consent Declaration Committee
-
27th March 2019
Grand Canal Hotel, Grand Canal Street, Dublin 2

Present
	Name 
	Position 

	Brigid McManus
	HRCDC Chairperson

	Prof. Evelyn Mahon 
	HRCDC Deputy Chairperson

	Ms. Alyson Bailey
	HRCDC Member

	Mr. Dan Rea 
	HRCDC Member

	Dr Simon Furney
	HRCDC Member

	Dr Aideen Hartney
	HRCDC Member

	Dr Claire Collins
	HRCDC Member

	Dr Sheelah Connolly
	HRCDC Member

	Dr Zubair Kabir
	HRCDC Member

	Ms. Kathy Brickell 
	HRCDC Member

	Mr. Kevin Clarke
	HRCDC Member

	Prof. Barry O’ Sullivan 
	HRCDC Member

	Prof. Bert Gordjin 
	HRCDC Member

	Dr. Emily Vereker
	Secretariat

	Mr. Jonny Barrett 
	Secretariat

	Ms. Shirley Murphy
	Secretariat



Absent Members
	Name
	Position

	Dr. John Ferguson
	HRCDC Member 

	Prof. Malcom Kell
	HRCDC Member 



Also in attendance for items 1-5
	Name
	Position (reason for attending)

	Dr. Teresa Maguire
	Speaker (Dept of Health)

	Mr. Peter Lennon 
	Speaker (Dept of Health)

	Mr. David Murphy
	Speaker (Data Protection Commission)

	Dr. Darrin Morrissey 
	Guest, Health Research Board

	Dr. Mairead O’ Driscoll 
	Guest, Health Research Board 






Meeting Agenda
1. Introductions
a. Chairperson and HRCDC Members
b. Secretariat
c. Department of Health 
d. Data Protection Commission 
2. Data Protection Commission - Speaker - David Murphy
3. Health Research Regulations - Speaker - Peter Lennon 
4. Overview and Context for the HRCDC - Speaker - Teresa Maguire 
5. Q&A
6. HRCDC Operations Overview -Speaker Emily Vereker & Brigid McManus 
a. Standard Operating Procedures
b. Consent Declaration application forms - overview and context
c. Conflict of Interest
d. HRCDC Meeting times - dates
e. GDPR Consent Forms 
f. Expenses
g. Communication channels - emails, correspondence
7. AOB

1. Introductions 
Brigid McManus (HRCDC Chairperson) opened the induction meeting. The HRCDC Members, secretariat and guest speakers participated in a quick introduction about themselves. Teresa Maguire thanked all the committee members for agreeing to join the HRCDC and noted the importance of the work that the committee will be doing. 

2. Data Protection Commission 
Speaker: David Murphy, Assistant Commissioner. 
Verbal presentation
David Murphy (DM) provided an overview of the Data Protection Commission with respect to health research. DM Highlighted major developments in the Data Protection legislation and noted that the Health Research Regulations are now a core part of the Commissioner’s framework alongside GDPR and the Data Protection Act.  
DM stated that the Committee is about balancing public interest with the need for consent and that the Regulations are important from a legal point of view and for data subject confidence and trust. 
The relationship between the Data Controller and Processor is now clear and opinions of the European Court of Justice have played an important role. Controllers need to oversee compliance with data protection obligations and require support to do so. It is very important that DPOs are involved in assessing and mitigating risk to the data subject which will be outlined in DPIAs - all high risk scenarios with no risk mitigation should be discussed with the DPC. DPOs are mandated to provide both an advisory and monitoring role through the GDPR. DPOs should be embedded in organisations and have acceptable supports to carry out their duties. DM highlighted the importance of explicit consent from data subjects and stated that DPOs should always be the first point of contact when Data Controllers are seeking support including on preparing applications to the HRCDC. Where the DPC need to be contacted this should be via the organisation’s DPO. The DPC is happy to provide any guidance in the background to DPOs such as assistance in completing a DPIA.
As part of its statutory function the DPC should be contacted where high level risks identified in a DPIA cannot be mitigated. The DPC can also examine data governance structures and provide guidance in this area – it can also provide guidance on transparency measures.

3. Health Research Regulations 
Speaker: Peter Lennon Dept. of Health 
Peter Lennon (PL) provided an overview of the Regulations. The Regulations bring consistency, clarity and certainty to the data subject. PL spoke about consent in reference to Article 4 – sufficient information must be required, and the data subject needs to be able to read and digest this properly. Research that foregoes consent and confidentiality must have a very strong public interest case. Researchers need to be ethical and professional when handling patient treatment. Explicit consent needs to be informative and recorded. Blanket consent is not compatible or acceptable with data protection since 2011. In relation to Biobanking and Clinical trials - these fall under the Health Research Regulations. PL stated that Biosamples and personal data cannot be divorced from each other. Activities under consideration for review: Retrospective chart reviews, capacity to consent, deferred consent, administration data, clinical audit versus research and pre-screening. Any amendments proposed can only be accepted by the DPC if there are moves towards improved changes in governance structures, as such the DPC will need to know what is happening and changing in the area of health research. To sum up, consent needs to be informed and explicit and the public interest needs to significantly outweigh the need to acquire consent. 
PL’s presentation slides are attached as follows; 


4. Overview and Context of the HRCDC 
Speaker: Teresa Maguire, Dept. of Health 
Verbal presentation 
Teresa Maguire (TM) spoke of the work being undertaken within the Department of Health including improving health research activity and engagement within the Health Service. TM stressed the need to improve training, data sharing, research quality and collaborations, including with commercial entities and that the Department are consistently thriving for improvements. TM mentioned that throughout the system the patients and public need to feel good about transparency notices and delivery of care. This is important not just in hospitals but in all institutions and at every level including GP practices, public health, rehab centres, palliative care etc. TM commented that a research active system helps to recruit and retain staff and deliver better healthcare. Some issues arising are cross border collaborations and clinical research. With respect to applications for the HRCDC, it’s important to note, it is not just patient’s data that may be collected and used for health research. Data maybe collected from the homeless, prisons, asylum, clinical and population health which may be the subject matter of the applications going before the HRCDC. Another example that would fall within scope of the HRCDC is where data is transferred from a country where explicit consent is not required.
TM noted that public trust in our health care sector is not high and there is a need for an education campaign; data subjects are not always sure what they are signing up for and they want more information as people need to be more informed. Surveys indicated that the Irish public are generally satisfied with providing anonymous data but much less so to allow GPs to provide personal data for research without their knowledge - other concerns arise with commercial interest or involvement. The Committee is one part of the process to try and obtain safer and more impactful health research in Ireland. TM also spoke about the Confidentiality Group in England and Wales and similar institutions/ guidelines in N. Ireland, Australia and Canada that the HRCDC can draw upon. TM concluded that the DoH and DPC will continue to work and support researchers to better understand the legal framework they should be working in.
TM Speaking notes attached as follows: 



5. Questions and Answers 
There was a Q&A from the HRCDC Members put forward to TM, PL and DM:  
Q1. Where does the remit of the Health Research Regulations end, is there an element of policing on what should come to the HRCDC? – It isn’t clear that everything that should come to the Committee will come to the Committee. 
A1. Context is essential for all cases – it will be the context of the study that determines whether it is classed as health research or not. Applications that do not come to the HRCDC are not something the HRCDC should try and control or influence as it is the responsibility of the data controller to ensure they are compliant with the Regulations. The Committee may find receive an application that may or may not be defined as health research. DPOs have a critical role to play in this, for example by engaging with staff in their organisations to ensure they are collecting and using data compliant to the legislation. Institutions/funders need to be aware of the legislation requirements. It was noted that there is no HRCDC equivalent for non-health research.
***
Q2. Are the Regulations being used by other sectors to avoid seeking consent? 
A2. The DPC will want to see what legal basis has been established by the data controller and also what conditions under which data should be processed (referencing Art6 and Art9 of GDPR) eg the commercial sector such as ‘FitBits’/health or lifestyle sector. It was noted that the Health Research Regulations do not address the lawfulness for processing data and other obligations under GDPR and so cannot be used to get around GDPR. 
***
Q3. Anonymisation? 
A3. The data controller must consider the reasonable likelihood of a data subject being re-identified. It is for each data controller to satisfy themselves that data is anonymised (that re-identification is not possible and check the risks of their approach via a DPIA). The DPC confirmed that Data protection law does not apply to anonymous data but a number of factors need to be taken into account to ensure data is anonymous
***
Q4. Can legal advice be sought for the HRCDC? 
A4. The HRCDC can access specific independent legal advice, facilitated by the HRB. Any general queries regarding the Regulations could be fielded by the Dept. of Health. 
***
Q5. Who is the Applicant, who is the Data Controller? Who should act as a DPO?
A5. DPOs must be published on institution’s website and notified to DPC. DPC has encouraged DPO networks to be set up. European Data Protection Board (EDPB) has an opinion piece on DPOs. https://ec.europa.eu/newsroom/article29/item-detail.cfm?item_id=612048 
It was stated that the institution that holds the data is normally the controller - data controller is defined as the living person or institution that decides on the methods and/or purpose of processing data.
***
Q6. If applicants are not using consent as legal basis what can applicants use as a legal basis?
A6. Data protection law requires a legal basis under Article 6 for all personal data processing as well conditions under Article 9 for processing special category data. However the Health Regulations require explicit consent as a safeguard when conducting health research. The DPC commented that the Art 6 legal basis would be interesting should the project be a joint one where one of the controllers is a public body i.e. a public body cannot use legitimate interest as a legal basis. Furthermore transparency is a new principle brought in by GDPR and suitable and specific safeguards are also required.
***
Comment:  The transition period deadline of April 30th was raised as an issue with respect to ability of the committee to review applications in time. 
Response: It was acknowledged that this deadline was an issue and discussions were underway regarding the deadline. 

***

Health Research Board 
Darrin Morrissey, CEO, Health Research Board joined the meeting and welcomed the HRCDC members and spoke about the HRB perspective. It was highlighted that a lot of investment has been made in Irish health research over a number of years and that the convening of the HRCDC is a very positive development for health research. The HRB is happy to support the work through its organizational support for the Secretariat.  This led to a more general discussion. It was noted that there are messages/concerns that are coming from the research community on the requirements and these have been taken on board by D/Health.
The issues of consent and the declaration process are extremely important, non-trivial considerations.  The difference between the work of the HRDC and Ethics committees was noted. The potential development of a national REC was noted as an important future link. The difference between data protection consideration and ethics consideration was also discussed, in particular the 'data lifecycle' - data will live on after the research has concluded
Members were reminded that if applicants should or could obtain consent from the data subjects it is not the role of HRCDC to grant a declaration to say that they do have to obtain consent – declarations are only to be considered where it is no feasible to obtain consent.




6. HRCDC Operations Overview
Speakers: Emily Vereker and Brigid McManus 
Slide presentation 


Emily Vereker (Secretariat, Programme Manager) and Brigid McManus spoke about the SOP draft, consent declaration application forms and Conflict of Interest policy. All members were provided with a draft SOP document and asked to review and revert with comments. A difference between the proposed HRCDC SOP and the processes used by the Confidentiality Advisory Group (CAG) in the UK was noted; the use of a lead reviewer in CAG which may be considered at a later date for HRCDC but is not suggested at this initial stage.
Future meeting dates were discussed and a Doodle Poll will be sent out to all members. GDPR Consent forms and expenses will be discussed further at a later date. EV spoke about communication channels: press, social media, FOI and emails. All media queries should go to the Chair and/or Secretariat for consideration. 
The independent role of the HRCDC was referenced. It was stressed that the Secretariat has no decision making role. 
It was queried how to ensure corrections of information, documents received from the applicant and the need for due-diligence. The committee discussed in general whether a check is needed to confirm that the DPO noted in the application is the DPO – or more generally to check if they have authority to sign the application form. Question was ‘is this the role of the secretariat?’ It was discussed that the Secretariat should not have carry out this level of due diligence, but always consider whether the information provided appears appropriate. It was commented that Section F of the application form guidance notes confirmed the sign off process and is clear on the authorities that should have reviewed and/or signed on the application. 

Declarations of Interest were discussed; BMcM provided examples eg. participation of other committees or boards, financial interests. 

The committee discussed times and duration of meetings - it was suggested that at 10.30 start would work to allow all members to get to the meeting location on time. 

7. AOB 
The Secretariat was asked about the volume of applications received. The secretariat confirmed 2 and stated that many queries had been received which suggested many applications were in draft. It was queried whether applicants or observers would be allowed to attend Committee meetings. Attendance of applicants or observers is outlined in the SOPs- but this would only occur in exceptional circumstances where perhaps the HRCDC felt the application was very complex. EV stated that applicants should be in able to make a strong case through the application form, which would ensure all applicants had an equal footing. 

It was queried how the applications would come to the committee. EV discussed having dedicated IT reading room for application review - for security purposes. iPads were discussed as the device to be used to allow secure access and reading of applications. Until this is in place, applications will be sent via email to the committee password protected.  
***
Meeting closed
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Speaker Notes provided by Teresa Maguire, Dept. of Health
HRCDC Induction Meeting March 27", 2019

1. The Minister and the Department of Health wishes to play a greater leadership role in creating and
sustaining a high-quality health research system in Ireland, and that this can deliver impacts for social
and economic goals.

2. In particular, through an enhanced leadership role, the Department wants to grow research activity in the
health and social care delivery system. We want all involved in healthcare to be aware of best practice,
innovations and strive for constant improvements; we want patients to be aware of, have access to and
benefit from research and innovation activities; we want the public to almost expect the staff and
healthcare settings they interact with to be research-active and evidence-informed.

3. We know that research-active healthcare settings do better at recruiting and retaining staff, are safer and
deliver better outcomes for patients.

4. The Department has invested significant sums in health research for decades now, most notably through
the Health Research Board. Ireland's researchers perform well on the international stage (as evidences
in the recently published HRB report on impacts deriving from its funding portfolio)

5. The move to bring certainty, clarity and consistency to GDPR as it applies to health research is only one
of a multi-faceted suite of actions that the Department is seeking to advance - other actions include the
establishment of an Office for National Research Ethics Committees and working with Head of R&D in
the HSE to develop and operationalise a research governance framework.

6. Why is it important that a Committee such as this seeks to balances a desire to facilitate and grow health
research in Ireland against an individuals' right to privacy and confidentiality? Well, we know that Ireland
has a high participation rate in health research. Response rates for studies are typically high by
international standards and we know that participants support the principle of the common good as
evidenced by their participation in research projects. We know that a key enabler in the public
understanding of, support for and engagement in research is trust. Even in the midst of what could be
described as low levels of trust in our public services in Ireland, and perhaps even our health services,
trust in health research in Ireland is high. It is critical to earn and maintain this trust in health research,
especially as we seek to grow and integrate our R&D footprint into the healthcare delivery system. We
know from various surveys conducted over the years that this support is not unconditional- participants
wish to know about the purpose of the research, what data is being disclosed, if the research involves
access to their identifiable data, whether there is private/commercial interest in the project and who is
overseeing the process. It is not surprising therefore that transparency and consent are key underpinning
principles in GDPR. Explicit consent is therefore a critical safeguard for health researchers processing
personal data. But we have recognised (from as far back as a recommendation in 2008) that it is an
international phenomenon that there are instances where explicit consent may not be possible or
practicable but where it is deemed to be in the public interest to progress a health research project. In
such instances, it is envisaged that a case can be made to and considered by the HRCDC. Countries
such as England, Scotland, Australia and Canada all have similar mechanisms for making lawful
decisions on this issue. Ireland, in establishing the HRCDC, wishes to be aligned with rather than an
outlier on the international stage.

7. The definition of health research set out in the HRR includes more than hospital-based research. It
acknowledges the contribution that health research can and needs to make in areas such as health
services research and population health.
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8. The HRR and resultant applications to the HRCDC may therefore span a range of settings beyond
hospitals including general practice, schools, prisons, nursing homes, hospices, homecare and
community settings. Similarly, applications to the HRCDC may focus on research projects with
participant groups across the life-course (e.g. babies, children, adolescents, older people). Furthermore,
applications will not always necessarily be focused on patients- the focus may be on health promotion,
prevention or behaviour change strategies. Research interventions may not always be targeted at an
individual, but may be delivered to families, communities, neighbourhoods, GP co-ops, regions or
country-wide. Finally, what starts as innovative research projects today will often progress and become a
normal part of healthcare delivery in the future. The Committee is likely to receive applications in
"emerging" areas such as personalised and genomic medicine, big data and artificial intelligence.

9. Based on the above, and the range (and often complexity) of issues around consent and confidentiality
that may arise, the Minister has sought to ensure, through membership of this committee, that there is
sufficient breadth and depth of expertise and experience to navigate, debate and discuss these issues
and to make balanced decisions. The Minister can make further additions to the Committee (up to a total
of 21 members) as the need arises.

10. The independence of the decision making by the HRCDC is of critical importance to the Minister, as is
the participation of public/patient representatives. He wishes to relay his appreciation to the members
and wishes them well in their work. R&D and Health Analytics Division in the Department are available to
support the work of the HRCDC and the secretariat in whatever way is deemed most appropriate in the
months and years ahead.

*k%k
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Secretariat responsibilities

- Triage applications to ensure valid applications for HRCDC review

- Provide pre-submission advice on process

- Record/manage submissions

- Minutes

- Manage communication at all stages of application process
- Stakeholder outreach

- Support the HRCDC in carrying out its duties
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(a) Standard Operating Procedures

- Developed from procedures that are used by the Confidentiality
Advisory Group (CAG) in UK

- Aimed to assist both the Secretariat and HRCDC in it operations
- Aimed to ensure transparency for Applicants

- SOPs will evolve and be amended as the HRCDC and Secretariat
become embedded and more established in its role.

- SOPs reflect the various components of the Health Research
Regulations






(a) Standard Operating Procedures

- Application submission & requirements

- Meeting procedures & review process

- Types of decisions made by the HRCDC
» Declaration made

e Conditional Declaration
» Declaration made, subject to further information
 No Declaration made

-  Amendments to Declarations

- Secretariat Responsibilities

- Annual review of Declarations

- Appeals

- Breaches

HRCDC
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- L HRCDC
(b) Consent Declaration Application forms s

- 3 forms developed for researchers at various stages of their projects

- Guidance notes available for each application form

- Consent Application Form 1, 2, 3, (CAF1, CAF2, CAF3)
 CAF1 - Research that has commenced post Regulations
« CAF2 - Research pre Regulations (Consent not compliant/EU Directive)

 CAF3 - Research pre Regulations (Consent never obtained)

- Key Considerations

* Why data can not be anonymised

Why data subjects can not be re-consented?

What is the public interest case that out weighs the need for explicit consent

Public/Patient engagement & transparency

Safeguards
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(b) FAQs & Concerns

- HRB and HRCDC website contains FAQs and Case studies
- Navigating the application forms

- Bio-banking/biosamples

- Anonymisation Vs pseudonymisation

- Re-consenting

- Genomics

- Retrospective chart review / Pre-screening






HRCDC

Health Research Consent
Declaration Committee

(c) Conflict of Interest

- COl policy drafted and reflects standard policy statements
- Further reflects the mechanism as set out in the Regulations
- Annual disclosure of Interest to be completed

- Application specific disclosure of interest to be completed as
required

- COl Policy and form will be available






- Duration of meeting

- Suitable days/times for HRCDC

- Future dates: Doodle poll

(d) HRCDC Meeting times & Dates

Meeting 2:

25th April, Thursday,
29th April, Monday**
2nd May Thursday **

Meeting 5:
WC 9th, Sept (Mon -Thur)**
WC 16th Sept (Mon, Tues)

Meeting 3:

5th June Wednesday

10th June Monday

13th June Thursday**

24th -27th June, Mon -Thurs **

Meeting 6:
WC 14th Oct (Mon-
Thurs)**

Meeting 4:

24th July, Wednesday
25th July, Thursday **

Meeting 7:
WC 25th Nov
(Mon-Thurs)**
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(e) GDPR consent forms for

- Data controller
- Why we store data, what data we store
- Duration

-  Forms to follow

IRCDC
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(f) Expenses

- Processed by Secretariat
- Receipts

- Subject to Civil Service travel and subsistence rates
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(g) Communication

- IPads to be provided for receipt of applications/documentation
- All media requests to be directed to Chair and/or Secretariat

- All correspondence subject to FOI Act, 2014
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(1) Training / Workshops

- Experts/KOLs

- Data protection

- Clinical research

- Interplay of the Health Research Regulations with other Regulations

- Specific subject matter
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Transparency | Confidence | Trust

Enhancing public confidence in how patient
information is used in health research.

Working transparently to establish trust in the
decisions of the Committee.
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