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___________________________________________________________________________ 

Opening Statement of the Office of the Data Protection Commissioner  

on the Health Information and Patient Safety Bill  

14th December 2016 
___________________________________________________________________________ 

 

1. Introduction 

 

1.1 We thank the Chairman and members of the Joint Committee for the opportunity to 

meet with you to discuss the provisions of the Health Information and Patient Safety 

Bill (“the Bill”) and, in particular, to clarify to you our views on the role that is currently 

envisaged in the draft Bill for the Data Protection Commissioner. 

  

1.2 In summary, the Office of the Data Protection Commissioner (“the Office”) recognises 

the intended benefits of the Bill and is supportive of benefits for the protection of 

personal data as set out in Part 2 of the Bill.  We note that it is intended to bring 

legislative clarity to, and provide for the use of, health related personal data in the health 

sector while ensuring appropriate privacy safeguards are in place.   

 

1.3 However, and for the reasons we articulate in this written statement and upon which we 

can elaborate in the course of the meeting, the Office unfortunately considers that the 

roles envisaged for the Data Protection Commissioner under the Bill would not be 

appropriate, and in fact may legally conflict with the independent role that is given to 

the Commissioner under the 1995 Data Protection Directive (as implemented into Irish 

law by our Data Protection Acts 1988 and 2003), the EU Charter of Fundamental Rights 

(“the Charter”) and under the new EU Data Protection Regulation 2016 (known as the 

“General Data Protection Regulation” or “GDPR”). (As the Committee members may 

be aware, the GDPR repeals the 1995 Data Protection Directive.  It will operate as a 

new, directly effective, data protection law for all EU member states.  It will have direct 

legal effect in Ireland as and from 25 May 2018.)   

 

1.4 We understand, and are pleased to note, that the Department of Health has noted our 

concerns and has indicated its openness to further examining those concerns in relation 

to development of the Bill.  

 

1.5 In particular, we refer to and wish to address the following proposed provisions of the 

Bill:- 

 

 Part 3 of the Bill (Research Ethics Approval): most specifically Head 33 

(Processing of personal data without consent); Head 34 (Appeal from a decision 

of the Commissioner); and Head 35 (Relationship with the Data Protection Acts) 

insofar as it relates to the obligations proposed to be placed upon the 

Commissioner under Heads 33 and 34;  

 Head 54 (Investigation by Commissioner (Data Matching Programmes)) and the 

related Head 55 (Co-operation between the Authority and the Commissioner); and  
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 Head 66 (Investigation by Commissioner (Prescribed Health Information 

Resources)) and the related Head 67 (Co-operation between the Authority and the 

Commissioner).  

 

1.6 The Office’s concerns about the above provisions are very much centred around and 

stem from the Commissioner’s obligation of independence and her appointed role as 

the person who must protect and vindicate individuals’ data protection rights if they are 

compromised or breached.  The 1995 Data Protection Directive, the Charter and the 

GDPR all require national data protection supervisory authorities to be independent in 

their role and functions.  We set out below the role as prescribed for the Commissioner 

under legislation, and then provide our reasons as to why we consider that the above 

provisions of the Bill conflict with that legislatively-mandated role.  We also provide 

comments as to the effects the proposed provisions would be likely to have on the 

Office’s resources.  Finally, we provide some feedback on how the relevant issues 

proposed to be tackled by the Bill might be differently approached, in particular with 

the imminent coming into effect of the GDPR.  

 

2 The specified role of the Data Protection Commissioner under the 1995 Data 

Protection Directive, the EU Charter of Fundamental Rights and under the GDPR 

 

2.1 The 1995 Data Protection Directive, the Charter of Fundamental Rights and the GDPR 

all require that national data protection supervisory authorities, such as the Data 

Protection Commissioner, operate independently.  The legislation also establishes the 

supervisory authority as the body to handle complaints from individuals about their data 

protection rights and to protect and vindicate those rights.  The 1995 Directive and the 

GDPR then go on to elaborate upon these roles.  In Ireland, the Data Protection 

Commissioner is our relevant independent supervisory authority.   

 

2.2 It is important to note that the Directive is a full harmonising measure of the areas of 

data protection law with which it deals, unless otherwise provided by the Directive1.  

Therefore, insofar as the role of the data protection supervisory authority is concerned, 

that role is set down exhaustively in the Directive.  It cannot be restricted or broadened 

in a way that would conflict with the role as laid down by the Directive.  The same is 

true of the role of the supervisory authority as set down in the GDPR.  The 

Commissioner is thus concerned to ensure compliance with the requirements of the 

Directive, the Charter and the GDPR, in particular compliance with the fundamental 

requirement of complete independence.  We hope that the Committee will appreciate 

that we do not raise these concerns lightly but we do so on the basis of the legal 

obligations that are already placed upon us and so that any conflicts with these 

obligations and/or damage to the reputation and/or perception of the Office can be 

avoided. 

 

2.3 In addition, we believe that it is critical, not only because of Ireland’s clear legal 

obligations in this area, but also in order to maintain and promote confidence in 

Ireland’s data protection regime both domestically and internationally, that the 

Commissioner is seen to be fully independent and is not placed on the “opposing side” 

to individuals whose rights she is required to protect.  To us, therefore, the Bill creates 

                                                           
1 Note that the E-Privacy Directive (Directive 2002/58/EC, as amended by Directive 2006/24/EC and Directive 

2009/136/EC) regulates the area of data protection and electronic communications. It is transposed into Irish law 

by S.I. 336/2011.  It provides for additional functions on the part of the Commissioner.   
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for the Commissioner an insurmountable conflict: under data protection law, a 

fundamental part of her role is to protect and vindicate the data protection rights of 

individuals.  For patient- and health-related data (which is what the Bill is concerned 

with), this includes that she must ensure that organisations which choose to process that 

data (such as health researchers) must usually obtain the individual’s explicit consent 

to the use of their data2.  However, Section 33 of the Bill (if enacted) would require her 

to assess a research organisation’s proposal to use that data without the necessary 

explicit consent.  By even being requested to give an assessment (even if it transpires 

that she is not minded to permit the processing), she is then conflicted and cannot deal 

with a complaint that may be subsequently raised by the individual whose data is 

involved and whose very rights she is required to consider and protect.  We elaborate 

upon these points further below.  

 

2.4 For ease of convenience of the members of the Committee, we set out below the specific 

provisions of the EU Charter, the 1995 Directive and the GDPR that are relevant to the 

issues we raise in this Opening Statement.  

 

2.5 Article 8 of the Charter provides as follows:- 

 

Protection of personal data 

1.    Everyone has the right to the protection of personal data concerning him or her. 

2.    Such data must be processed fairly for specified purposes and on the basis of the 
consent of the person concerned or some other legitimate basis laid down by law. 
Everyone has the right of access to data which has been collected concerning him or 
her, and the right to have it rectified. 

3.    Compliance with these rules shall be subject to control by an independent authority. 

 

 [our emphasis] 

 

2.6 Article 28 of the 1995 Data Protection Directive provides as follows:- 

 
 Supervisory Authority 

1.  Each Member State shall provide that one or more public authorities are responsible 
for monitoring the application within its territory of the provisions adopted by the 
Member States pursuant to this Directive. 

These authorities shall act with complete independence in exercising the functions 
entrusted to them. 

2.  Each Member State shall provide that the supervisory authorities are consulted when 
drawing up administrative measures or regulations relating to the protection of 
individuals' rights and freedoms with regard to the processing of personal data. 

3.  Each authority shall in particular be endowed with: 

-  investigative powers, such as powers of access to data forming the subject-
matter of processing operations and powers to collect all the information 
necessary for the performance of its supervisory duties; 

                                                           
2 Under the GDPR (Article 9(2)), and depending on the circumstances, it may be open to a research organisation 

to process health-related data not only on the basis of the patient’s explicit consent, but potentially on other 

grounds.  Please see paragraph 5.2 below.  
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-  effective powers of intervention, such as, for example, that of delivering 
opinions before processing operations are carried out, in accordance with 
Article 20, and ensuring appropriate publication of such opinions, of ordering 
the blocking, erasure or destruction of data, of imposing a temporary or 
definitive ban on processing, of warning or admonishing the controller, or that 
of referring the matter to national parliaments or other political institutions; 

-  the power to engage in legal proceedings where the national provisions 
adopted pursuant to this Directive have been violated or to bring these 
violations to the attention of the judicial authorities. 

Decisions by the supervisory authority which give rise to complaints may be appealed 
against through the courts. 

4.  Each supervisory authority shall hear claims lodged by any person, or by an 
association representing that person, concerning the protection of his rights and 
freedoms in regard to the processing of personal data. The person concerned 
shall be informed of the outcome of the claim. 

Each supervisory authority shall, in particular, hear claims for checks on the 
lawfulness of data processing lodged by any person when the national provisions 
adopted pursuant to Article 13 of this Directive apply. The person shall at any rate be 
informed that a check has taken place. 

5.  Each supervisory authority shall draw up a report on its activities at regular intervals. 
The report shall be made public. 

6.  Each supervisory authority is competent, whatever the national law applicable to the 
processing in question, to exercise, on the territory of its own Member State, the 
powers conferred on it in accordance with paragraph 3. Each authority may be 
requested to exercise its powers by an authority of another Member State. 

The supervisory authorities shall cooperate with one another to the extent necessary 
for the performance of their duties, in particular by exchanging all useful information. 

7.  Member States shall provide that the members and staff of the supervisory authority, 
even after their employment has ended, are to be subject to a duty of professional 
secrecy with regard to confidential information to which they have access. 

  [our emphasis] 

 

2.7 Article 28 of the 1995 Directive has been transposed into Irish law by Sections 9 – 15 

inclusive and the Second Schedule of the Data Protection Acts 1988 and 2003.  

Paragraph 1 of the Second Schedule confirms that the Commissioner is to be 

independent in the performance of her functions.  

 

2.8 Chapter VI of the GDPR (Articles 51 – 59 inclusive) deal with the independent 

supervisory authorities that are to monitor and enforce compliance with data protection 

law and individuals’ data protection rights.  Specifically, Article 52 of the GDPR 

requires that “each supervisory authority shall act with complete independence in 

performing its tasks and exercising its powers in accordance with this Regulation.”  It 

continues that each supervisory authority “shall, in the performance of their tasks and 

exercise of their powers ... remain free from external influence, whether direct or 

indirect, and shall neither seek nor take instructions from anybody”.   This is fully 

consistent with several rulings of the EU Court of Justice on the matter under the 

existing Directive (for example, C-518/07 (Commission –v- Germany); C-614/10 

(Commission –v- Austria). 
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2.9 Article 57 (Tasks) of the GDPR is also relevant. It sets out the tasks that must be 

fulfilled by the Commissioner and the Office once the GDPR comes into effect in May 

2018.  The list of mandatory tasks assigned to the Commissioner includes the 

following:- 

 

 Article 57(1)(a): the monitoring and enforcement of the application of the 

provisions of the GDPR.  (This provision is relevant because it makes clear that 

the Commissioner must monitor and enforce the GDPR – including the obligation 

that organisations must obtain a patient’s explicit consent for the processing of 

their health-related data or alternatively, have some other legitimate legal basis 

laid down in the GDPR that allows them to process this health-related data.  Given 

this obligation, it is difficult to see how the Commissioner can be placed in a 

position where she can be asked to authorise processing outside the conditions that 

are laid down for that processing in the GDPR);  

 Article 57(1)(f): the handling of complaints lodged by an individual or by a 

representative association, and the investigation of those complaints to the extent 

that an investigation is appropriate;  

 Article 57(1)(l): the giving of advice to data controllers about certain of their 

proposed processing operations; and  

 Article 57(1)(v): the fulfilment of any other tasks related to the protection of 

personal data. (Note, importantly, that the provision does not say that the 

Commissioner is to “fulfil any other tasks related to the protection of personal 

data as are set down in national legislation”.  Rather,  it is intended as a catch-all 

provision to compliment the other specific tasks that are given to the 

Commissioner under Article 57(1) and it must be interpreted as meaning the 

fulfilment of tasks related to the protection of personal data as required by the 

GDPR.) 

 

2.10 We deal below with how we consider the allocation of the above tasks conflicts with 

the roles envisaged for the Commissioner under the Bill.  

 

3. The requirement of independence and the Commissioner’s obligations under data 

protection law 

 

3.1 The Charter, the 1995 Directive and the GDPR all require that the Commissioner is 

independent (or, in the words of the 1995 Directive and the GDPR, that she must act 

with “complete independence”).  However, not only must the Commissioner be 

independent, she must also be perceived as independent.  As highlighted earlier in this 

Opening Statement, this is important not only so that the State and the Commissioner 

are compliant with their legal obligations, but also so that Ireland maintains confidence 

(both domestically and internationally) in its data protection regime.  There is 

significant international attention on the work of the Irish Data Protection 

Commissioner, in particular given the large number of technology, “big data”, 

pharmaceutical and med-tech companies having their European headquarters in Ireland.  

We have communicated these views to the Department of Health and we appreciate 

that they have heard our concerns and are examining the issues raised.  

 

3.2  Taking into account this obligation of independence, we have the following concerns 

about the specific proposals under the Bill.  
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(Head 33 of the Bill) 

 

3.3 Part 3 of the Bill (in particular Head 33) provides for a data protection consent 

exemption (or “consent waiver”) in certain health research situations.  If a health 

researcher wishes to seek such an exemption, he or she must apply for it when they are 

applying for ethical approval under Part 3 which includes a provision for a fee to be 

made payable to the Data Protection Commissioner.  The Data Protection 

Commissioner is then required to decide whether to allow the processing of personal 

data as part of the research without the patients’ explicit consent.  It is interesting that 

this decision-making is required of the Commissioner, rather than of the approved 

research ethics committee that is considering the overall ethical dimensions of the 

research project or of HIQA which approves the ethics committee and sets the national 

standards.  (We comment more on this last point further below.) 

 

3.4 Head 34 of the Bill then goes on to provide for an appeal to the Circuit Court (either by 

the applicant for the “consent waiver” or by any individual whose data would be 

affected by the Commissioner’s decision) of the decision of the Commissioner under 

Head 33.  

 

3.5 However, if the Commissioner is required to adjudicate upon and potentially permit a 

type of data processing that would ordinarily require explicit consent from individuals 

(as is the case with the health data which would be at issue under the proposed Head 33 

of the Bill), then her independent status is removed and she is placed in a direct conflict 

as against the individual and cannot then adjudicate upon their data protection rights.  

 

3.6 Further, Article 28(4) of the 1995 Directive (transposed by Section 10 of the Data 

Protection Acts) confirms that the Commissioner must be the person who hears all 

complaints from or on behalf of individuals concerning the protection of their rights 

and freedoms in regard to the processing of personal data.  In other words, national 

legislation cannot dislodge or remove the Commissioner from hearing complaints from 

individuals concerning compliance with their data protection rights.  A similar 

obligation is placed on the Commissioner under the GDPR (Article 57(1)(f) as 

highlighted under paragraph 2.9 above)3.  It follows from these provisions that national 

legislation cannot place the Commissioner in a conflict of interest whereby she is 

required to consider and sign-off on a piece of data processing that potentially breaches 

individuals’ data protections rights, in circumstances where at the same time, she is 

legislatively mandated by the 1995 Directive and the GDPR to be the person who hears 

complaints from those very individuals about breaches of those very rights.  

 

3.7 Another aspect of the proposed Head 33 that concerns our Office is that it makes 

provision for the Office to be compensated in monetary terms for arriving at its 

                                                           
3 Article 77 GDPR also provides that every data subject shall have the right to lodge a complaint with a supervisory 

authority “in particular in the Member State of his or her habitual residence” if the data subject considers that the 

processing of personal data relating to him or her infringes the Regulation. It goes on to provide that the 

supervisory authority shall inform the complainant on the progress and the outcome of the complaint and the 

possibility of a judicial remedy. Article 58 GDPR confers a range of powers on supervisory authorities, including 

investigative and corrective powers.  It is therefore clear that the Office exercises (and will continue to exercise) 

a quasi-judicial function regarding the complaints process. 
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determination. We are concerned that the Commissioner may also as a result be 

perceived as being tainted by financial interests in reaching her decision.  

 

 (Head 34 of the Bill) 

 

3.8 In addition, in relation to the proposed Head 34 appeal to the Circuit Court, this would 

require individuals to have to bear the legal costs of court proceedings in order to 

vindicate their rights.  One of the really positive aspects of data protection law is that it 

is easy and inexpensive for the individual to deal with perceived breaches of their rights.  

This is because they can complain directly to the Commissioner and ask her to 

investigate that complaint as against the organisation that is processing (or has 

processed) the person’s data, for no fee.  This facility is removed from the individual 

by the proposed Head 34.  Again, regrettably, in the Office’s view, we consider that 

this constitutes a breach of the State’s obligations under the 1995 Directive and under 

the GDPR.  

 

(Heads 54 and 66 of the Bill) 

 

3.9 Heads 54 (Part 4) and 66 (Part 5) of the Bill contain provisions which also appear likely 

to be interpreted as infringing the independence of the Commissioner.  Head 54 

provides that the Minister may “request” the Commissioner to carry out an investigation 

in relation to “the carrying out of a prescribed data matching programme”.  It then 

provides that the Commissioner “shall inform the Minister of the findings of an 

investigation” where it was undertaken at the request of the Minister. Similar provisions 

appear in Head 66 regarding investigations in relation to “the maintaining of a 

prescribed health information resource”. Head 86 (Part 8) goes on to impose an 

obligation on the Commissioner to report on activities undertaken under the Bill in the 

Commissioner’s annual report.  

 

3.10 However, unfortunately, there is nothing in the 1995 Directive, the Data Protection Acts 

or in the GDPR that permits the independent data protection supervisory authority to 

take direction in the conduct of its role (including its investigative functions) from the 

Government, a Minister, a Department or other body or organisation.  This includes 

that the Data Protection Commissioner should not be requested or required to conduct 

an investigation, to report or be directed as to what matters to include in its annual 

report.  Further, to do so would be seen as interference in the complete independence 

that is required of the supervisory authority.  Rather, the circumstances in which the 

supervisory authority is to conduct an investigation and to report on any investigation 

are fully and exclusively set out under the data protection legislation.  This will also be 

the case once the GDPR comes into effect.     

 

 (Resources and Expertise) 

 

3.12 The additional functions envisaged under the Bill for the Commissioner and her Office 

will also inevitably have a potentially significant impact on resources.  As the 

Committee will be aware, the Office has significantly increased its resources recently, 

in response to our already large regulatory mandate.  We are responsible for regulating 

a large number of high-profile, international companies, especially in the technology 

and “big data” industries, and this brings with it significant resource needs and 

challenges.  We have sought and allocated resources on the basis of the obligations that 
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are placed on us under data protection law and to take account of those businesses we 

are required to regulate.  In addition, we anticipate that our future responsibilities 

prescribed under the GDPR4 will have a significant impact on this Office in terms of 

our role and resources.  If the Bill proceeds in its current form, and we are required to 

additionally review and decide upon processing proposals for health research or to 

investigate matters on the direction for the Minister for Health, these tasks will divert 

those resources.  For example, it is clear that Part 3 of the Bill (the consent exemption) 

if enacted would create additional burdens upon the office in terms of resources. We 

understand that the health research community are frequently seeking ethics approval 

to conduct research without patient consent. For example, it is our understanding that 

Ethics Committees (which would be likely to be approved as one of the ethic 

committees referred to in the Bill) have experienced a large increase in these 

applications. Notwithstanding our concerns over independence, if such figures were to 

be even fractionally mirrored and we were mandated to approve such projects it would 

have a detrimental effect on this Office being able to meet and deliver on its statutory 

remit 

 

3.13 In addition, we note that Part 3 of the Bill also sets strict deadlines for the Commissioner 

to issue a decision (30 days) and the Commissioner is required to determine and publish 

criteria (per Head 33(2)(b)), publish notices (per Head 33(6)), consider and weigh 

representations from interested parties (not just the applicant themselves) (per Head 

33(7)) and notify and publish the decision (per Head 33(8)).    These requirements 

would inevitably create additional and possibly unmanageable workloads for the Office 

thereby increasing the likelihood of litigation.  

 

3.14 The Bill imposes other obligations upon this office which are not necessary especially 

when such a role is already prescribed into our own Acts and the GDPR (Article 36). 

For instance, Part 2 of the Bill outlines that the Office will be tasked with providing a 

consultative role on best practice standards formulated by HIQA before any approval 

is given by the Minister for Health (“the Minister”).  

 

3.15 Finally, we note that the Bill prescribes that a fee may be sought by the Office if the 

assistance of external bodies is required to determine whether an exemption should 

apply. This proposal confirms the tacit acceptance that the Office may not have the 

requisite expertise to determine whether research is of such public import to override 

the requirement for consent and may require the external expertise to appropriately 

advise on the matter. In light of our foregoing concerns, this of itself, is evidence that 

the Office is not the appropriate body to carry out these prescribed roles.  

 

(Data protection legislation exhaustively provides for the Commissioner’s role and related 

tasks)  

 

3.16 As stated in paragraph 2.2 above, the 1995 Directive and the GDPR are full 

harmonising measures, unless they otherwise expressly state to the contrary.  In the 

                                                           
4 For example, our regulatory and investigative functions will be broadened; the GDPR requires organisations to 

conduct privacy impact assessments in certain circumstances which we will need to regulate; data controllers will 

be obliged to consult with us in respect of any high risk processing revealed by privacy impact assessments; the 

GDPR prescribes significantly higher sanctions for data protection breaches and for a system of administrative 

fines (new to Ireland) to be potentially administered by our Office; and, for example, the GDPR will permit 

representative associations to pursue data protection complaints separate from individuals.   
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context of the Commissioner’s core role and functions5, we consider that these are fully 

provided for in the 1995 Directive (as transposed into Irish law by our Data Protection 

Acts) and in the GDPR.  As such, it would not be open to national legislation to impose 

additional functions on the Commissioner outside what is provided for under data 

protection legislation, in particular where these additional functions would cut across 

the requirement that the Commissioner be able to act with “complete independence”.  

 

4. Relevant provisions of existing data protection legislation  

 

4.1 On a more positive note, and by way of reassurance to the Committee, it strikes us that 

there are a number of the provisions of the Bill concerning the Commissioner that in 

fact may be unnecessary because those matters are in fact already provided for in data 

protection legislation (or will be catered for under the GDPR, when it comes into 

effect).  These are likely to be matters taken into further consideration by the 

Department of Health in its further examination of the relevant provisions of the Bill.  

 

4.2 Specifically, Section 12A of our Data Protection Acts already provide for the 

Commissioner to conduct a prior assessment of certain proposed processing by data 

controllers and data processors, in particular where this proposed processing would be 

likely to cause substantial damage or distress to affected individuals or would otherwise 

significantly affect the data protection rights and freedoms of affected individuals.  The 

processing that is currently covered by Section 12A is processing of genetic data in 

connection with employment.   

 

4.3 Further, the Office is frequently approached by data controllers and processors who 

wish to raise queries about their proposed processing activities and projects, and the 

Office provides feedback on an informal basis in response to these queries.  

 

4.4 Article 36 GDPR (underscored by Article 57(1)(l) GDPR) will extend the consultation 

remit of the Office in this regard.  Specifically, Article 36(1) GDPR requires a data 

controller to consult with the data protection supervisory authority prior to engaging in 

certain processing of personal data.  The obligation to consult arises where the 

controller has conducted a data protection impact assessment and this assessment 

indicates that the intended data processing would result in a high risk in the absence of 

measures taken by the controller to mitigate that risk.  Article 36(2) GDPR then allows 

the supervisory authority to provide written advice to the controller in relation to the 

intended processing and to use its investigative and other regulatory powers as against 

the data controller if appropriate.  In addition, Article 36(4) GDPR requires national 

legislatures to consult with the supervisory authority about proposed legislative or 

regulatory measures which relate to data processing.   

 

4.5 The Office considers, especially in relation to Article 36(1) – (3) GDPR, that health 

researchers, having conducted an appropriate data protection impact assessment, will 

have the facility to consult with and obtain advice from the Office about any proposed 

processing of health data that might not have as its legal basis the explicit consent of 

the individuals whose data is to be used in the research.  This would appear to be a more 

appropriate way to approach the matter than the scheme proposed under the Bill, and it 

                                                           
5 And noting that the Commissioner has additional functions under the E-Privacy Regulations, per footnote 1 

above.  
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is the way in which the GDPR has chosen to deal with proposed processing which 

carries high risk.  (A “high risk” characterisation would include not having the explicit 

consent of all or a cohort of the relevant individuals to the processing in question.)  (In 

addition, it must be said that if the GDPR provides for a mechanism for high risk 

processing to be assessed by the data protection supervisory authority, then we believe 

that it would not be legally open to national legislation to provide for a separate scheme 

to assess such processing.)  

 

4.6 Finally, in relation to the proposals under Heads 54 and 66 of the Bill, the 

Commissioner already has broad investigative powers under the Data Protection Acts.  

Under Section 10 of the Acts, she must investigate on foot of a complaint if so 

requested, unless the complaint is frivolous or vexatious.  Such a complaint could be 

made to her by the Minister or Department of Health, if they were of the view that 

issues related to data matching and/or prescribed health information resources merited 

this and they could request the Commissioner to investigate under Section 10 of the 

Acts.  The Commissioner also has power to conduct investigations under the Act of her 

own volition.  

 

5. Observations in relation to processing of health data for the purposes of health 

research 

5.1 In essence, data protection law places the obligation squarely on the organisation that 

proposes to conduct the research to comply with the data protection rules, including in 

relation to obtaining patients explicit consent to the use of their data.  The Office has 

issued guidance on research in the health sector which includes a suggested best 

practice approach for obtaining consent from former patients on historical files, and in 

addition urges research organisations to anonymise or pseudonymise data (or to work 

with data that has been so treated)6.    

 

5.2  We have already set out above why we consider it legally and practically problematic 

for the Commissioner to be involved in approving the use of personal data for research 

purposes without the necessary explicit consent.  The Commissioner cannot (and cannot 

be seen to) approve a form of processing that is in breach of data protection legislation.  

For that reason, and given the imminent coming into effect of the GDPR (and with it, 

the requirement that all national legislation that places restrictions on data protection 

rights will have to be re-assessed in light of the GDPR’s requirements), it may be 

appropriate and timely for the Oireachtas to consider the provisions of Article 9(2)(g), 

Article 9(2)(i) and/or Article 9(2)(j) of the GDPR (see paragraph 2.3 and footnote 2 

above) in terms of whether provisions to permit forms of health research could be put 

in place in line with these provisions. Specifically:-  

 

 Article 9(2)(g) permits processing of health-related data where that “processing is 

necessary for reasons of substantial public interest, on the basis of Union or 

Member State law which shall be proportionate to the aim pursued, respect the 

essence of the right to data protection and provide for suitable and specific 

measures to safeguard the fundamental rights and the interests of data subjects”) 

                                                           
6 Technically, the acts of anonymising and pseudonymising data are acts of “processing” data and are themselves 

regulated under the Data Protection Acts, including in relation to the requirement (in most cases) to obtain the 

patient’s explicit consent.  
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 Article 9(2)(i) permits processing of health-related data where that “processing is 

necessary for reasons of public interest in the area of public health, such as 

protecting against serious cross-border threats to health or ensuring high 

standards of quality and safety of health care and of medicinal products or 

medical devices, on the basis of Union or Member State law which provides for 

suitable and specific measures to safeguard the rights and freedoms of the data 

subject, in particular professional secrecy”)  

 Article 9(2)(j) permits processing of health-related data where that “processing is 

necessary for archiving purposes in the public interest, scientific or historical 

research purposes or statistical purposes in accordance with Article 89(1) based 

on Union or Member State law which shall be proportionate to the aim pursued, 

respect the essence of the right to data protection and provide for suitable and 

specific measures to safeguard the fundamental rights and interests of the data 

subject”. 

 

5.3 We also note the important role of research ethics committees in the process of 

reviewing and approving proposals for health research projects.   For example, under 

clinical trials legislation, we understand that these ethics committees have a role in 

reviewing and approving the informed consents that must be obtained from patients 

under the clinical trials legislation.  For example, under Article 13(6) of the Irish 

Clinical Trials Regulations 2004, recognised ethics committees are tasked with 

reviewing and approving (as part of their overall approval) the adequacy and 

completeness of the information and procedure to be followed for the purposes of 

obtaining informed consent from the proposed patients of the trial, and, for example, 

whether the research is justified in cases where the proposed patients (because they 

are minors) are incapable of giving informed consent. (We note that the legislation 

permits consent to be given on behalf of a person by their legal representative.)  On 

the basis of the current functions of these ethics committees, it would appear that they 

not only have experience and expertise in understanding the importance and nature of 

consent from a patient perspective, but they are also competent to understand and 

assess the proposed research in its proper context and balance all of the relevant 

factors that may need to be considered.   In contrast, the Data Protection 

Commissioner may have an appropriate role in supervising and advising the process 

in this regard, but only insofar as this would comply with the tasks expressly allocated 

to the Commissioner under data protection legislation.  

 

6. Conclusion 

 

6.1 With the utmost respect to the very valuable and worthy objectives that the Bill is 

pursuing and to the work of the Department and the Committee thus far, with regret 

and for the reasons we hope are clear from this Opening Statement, we very strongly 

consider that neither the Commissioner nor the Office should be assigned or mandated 

additional roles beyond those prescribed by our Acts and (when effective) by the 

GDPR.  We consider that the tasks envisaged for the Commissioner under the Bill are 

contrary to data protection legislation and to the State’s obligation to allow her to act 

with “complete independence”.  In addition, we believe that any dilution or erosion of 

that required independence would irreparably damage the reputation of the Office and 

of the Commissioner, nationally and internationally, and our ability to carry out our 

statutory and regulatory remit. It is our contention that the enactment of the provisions 

identified above would undermine the effectiveness of the Office in achieving our 
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regulatory obligations.  As stated previously, we are pleased to note that the Department 

is examining the relevant issues in light of our views.  

 

6.2 We therefore recommend, on the basis of the foregoing, the removal of all references 

to the Commissioner (and/or to a role on the part of the Commissioner, as applicable) 

from the following Parts of the Bill: 

 2 –  i.e. Head 12 and associated heads (consultative role) 

 3 –  i.e. Head 33 and associated heads (consent exemption role) 

 4 –  i.e. Head 54 and associated heads (data matching – monitoring/policing role) 

5 –  i.e. Head 66 and associated heads (health information resources - 

monitoring/policing role) 

8 –  i.e. Head 87 (provision in Annual Report)  

10 –  i.e. Head 98 and associated heads (provisions which create new offences and 

additional roles in terms of enforcement) 

 
 


