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The report and its aim
On the 22nd of September 2008, 100 delegates gathered together in Dublin for the IPPOSI “Patient Registries in Ireland – Where we go from here?” meeting.  In welcoming delegates, Ms Eibhlin Mulroe, CEO of the Irish Platform for Patients’ Organisations, Science and Industry (IPPOSI) explained that with the meeting “we aim to examine the issue of patient registries in Ireland, establish what is being done to support and develop these valuable resources in this country, identify the existing challenges and difficulties.  We will, in addition, be asking what needs to happen now - where do we go from here?”.  She expressed her hope that the outcome report from the meeting would highlight the key issues and provide a number of recommendations for the way forward.  “I hope also that the presentations and issues addressed, will generate useful discussions which will assist IPPOSI to develop an informed, consensus submission to the current Department of Health and Children – Health Information Bill Discussion Paper”. 
Mr Michael Griffith, Chair of IPPOSI agreed.  “From our previous meetings, we have been able to produce very useful reports.  In addition, in keeping with meeting recommendations, IPPOSI has set up a number of Think Tanks to look at how best to further the ideas arising from the IPPOSI conferences”.  “While IPPOSI is not a lobbying organisation” he said “our idea is to work with the various sectors involved, including statutory agencies and departments to try and provide information on the consensus which seems to emerge from our meetings.  From today’s meeting, we hope that we will be able to achieve some degree of consensus on the way forward in developing patient registries”.  
Executive Summary
Opening the IPPOSI conference, Mr Griffith set the tone by explaining why he was so supportive of patient registries.  As a patient representative for over 25 years, he has been very involved in the promotion and development of therapies and, is, very conscious of the need for the development of patient registries particularly from the point of view of clinical trials.  He told delegates that the particular areas he has been working on in the past are nearing clinical trial stage.  He explained how, on a number of occasions he has heard it said that clinical trials can often fail because of an inability to recruit the proper number of suitable patients.  “That for me” he said “is a nightmare scenario” … “that we could spend many, many years trying to develop therapies and then, when you go to do a clinical trial, you find that they are held up due to an inability to recruit the correct number of patients”.  This, he said was one of the reasons he is keen to see what could be done to facilitate, support and encourage the development of accurate and secure patient registries.  
Support for patient registries did not come from Michael alone.  Support was a reoccurring theme throughout the conference proceedings; speakers and delegates agreed how important patient registries are for enhancing patient care, providing valuable information on the safety and efficacy of treatments, enhancing knowledge and understanding and facilitating clinical trials.  Registries are also valuable resources for informing service planning and for health funding accountability.  Healthcare professionals, researchers, industry, patient organisations and patients themselves all support the development of these valuable resources.
Challenges to the establishment and maintenance of patient registries do exist however. These include legal and ethical issues, financial/funding problems, logistical and political challenges. Data collection and quality are also problematic.  In addition, there is also a cultural problem around the whole issue of ownership, control and sharing of patient data; a reticence, fear, mistrust arising from a possible misuse, theft or loss of patients’ health information. 
Despite this, a number of strong, accurate, reliable patient registries which enjoy full patient and public confidence and support do exist in Ireland and elsewhere.  Much can be learned from these resources.

Although there were some areas where full consensus could not be achieved, it was clear from the meeting that there were many consensus points including what could be done to improve patient registries in Ireland and these included: 

(1) Work with stakeholders to ensure the Health Information Bill reflects best practice and addresses the issues negatively affecting health information collection, storage, management and use in Ireland; (ensuring that clarity is provided eg. re primary and secondary use of data, distinction between enabling and mandatory legislative concepts, information release under data protection provision and breach of confidentiality issues under Common Law ) 

(2) Develop a regulatory framework where National Patient Registries and a National Electronic Health Record system can be created and supported;

(3) Introduce a unique health identifier (but not PPSN)

(4) Develop guidelines for/provide guidance to data controllers regarding (a) the period of data storage post study completion, (b) areas where encryption is essential, or mandated by the Data Protection Act;
(5) Develop a system which is audited and accredited so that patients and the public can have confidence in the collection, safety and use of patient data/health information;
(6) Introduce a system of sanctions for breaches of data/health information security;
(7) Enhance and develop strong, integrated ICT systems across the health system;
(8) Develop an enabling environment for clinical trials
 – (high levels of staff turnover are due to job insecurity arising from temporary contracts and recurring grant cycles).  
(9) Build on strong initiatives and existing partnerships that are working well eg CRCs, MMI, IPPOSI, MRCG, HIQA
(10) Develop a strong, proactive public information campaign in support of enhanced health information, improved data collection and establishment of national patient registries.
Foreword
With 10 presentations divided between two sessions, this meeting was a very informative half day event.  A number of presentations focused on initiatives underway in Ireland to enhance the standards and quality of health information and information governance (HIQA and Patient Registries – Ms Rachel Flynn, HIQA), The Health Information Bill (Mr Peter Lennon, Department of Health and Children), The Medical Research Charities Group (MRCG) Working Group on Patient Registries (Mr Larry Warren, Alpha1).  Professors Joe Barry (HSE, Population Health Directorate) and Douglas Veale (St Vincent’s Hospital) examined why patient registries benefit the population, why they are valuable resources and what the keys to success are.  Case Studies, of which there were three – (a) Cancer Registry (Dr Harry Comber, National Cancer Registry), (b) Cystic Fibrosis Registry (Mr Godfrey Fletcher, Cystic Fibrosis Association of Ireland) and (c) Lysosomal Registries (Dr Suyash Prasad, Genzyme, UK) provided concrete examples of working, successful, accurate, secure registries providing delegates with a valuable insight into how these resources are protected and used to enhance patient care and treatment, knowledge of disease progression and research.  Additional presentations included an in-depth discussion of the ethical (Professor David Smith, RCSI) and legal considerations (Mr Gary Davis, Deputy Data Protection Commissioner) in the collection and use of patient data/health information. 

Initiatives in Ireland to enhance information collection, management and use

Health Information and Quality Authority’s (HIQA) Role

Addressing conference delegates, Ms Rachel Flynn, Project Manager, HIQA told participants that the use of data standards such as data definitions, terminologies, classification and messaging standards in Ireland is variable.  “If data standards are not used, data cannot be used to its full potential” she said.  Much of the health information in this country is collected in paper form and this greatly reduces its usefulness. “Paper records lack structure and are a fragmented and cumbersome way to manage patient information.  Additional difficulties exist around the fragility and degradability of these records in addition to the challenges presented by attempted data retrieval from these.  The sharing of information using paper records is also problematic”.  We have been slow in Ireland to record health information using IT systems which may be due to lack of investment in IT.  In addition, media stories highlighting the theft of electronically held data heightens public awareness of the potential dangers and creates unease in the use of electronic records containing personal health information.   This may also have impacted on the uptake of IT systems.  It is important that an information governance framework exists in parallel to any information system.  With the establishment of the Health Information and Quality Authority (HIQA), it is hoped that some of these difficulties can be overcome.  Established in May last year, Rachel told delegates that HIQA aims to “drive continuous improvement in the quality and safety of health and social care in Ireland”.  Since its establishment, it has been actively pursuing this goal through its work with the HSE in “reviewing the health information strategy aiming to establish a common vision in relation to health information and ICT …, developing information governance frameworks (which will be very much underpinned by the forthcoming Health Information Bill) and health information standards”.  HIQA has set up a National Steering Group for Health Information Standards, chaired by HIQA with representation from the Department of Health, National Standards Authority of Ireland (NSAI), National Cancer Registry, Economic and Social Research Institute (ESRI) and other stakeholder groups.  This Steering Group is tasked with “examining what standards exist in Ireland and internationally with respect to data definitions, clinical concepts, terminologies, coding, classification systems, messaging including Electronic Health Records”.  Once this research has been undertaken, the Group will then prioritise areas for standards development in Ireland.   HIQA is also working with the HSE to develop a proposal for a Unique Health Identifier (UHI).  This proposal outlines the benefits of a UHI.  It also identifies a set of criteria in which options for a UHI can be assessed.  Stage two of this process involves passing various options including the PPSN through the criteria and identifying cost, benefits and risk associated with the various options.  

The Health Information Bill 
Reform of the Irish Health System has been ongoing since 2003 and has been informed by a number of reports and expert studies from 2001-2004.  Mr Peter Lennon, Assistant Principal, Legislation Unit, Department of Health and Children told delegates that all the literature pointed to the need for reform – in fact the “Quality and Fairness – Health Strategy (2001)” called for the establishment of HIQA and the introduction of Health Information Legislation along with a number of other important actions including the introduction of Electronic Patient Records on a phased basis. The Health Information Bill he told delegates” aims to establish a legislative framework to enable information, in whatever form to be used to best effect to enhance medical care and patient safety, facilitate the greater use of information technologies for better delivery of patient services and, to underpin an effective information governance structure for the health system generally”.  It is a hugely complex area.  There is a definite agreement around the need for reform, there is also a large degree of consensus regarding what the problem and challenging issues are.  The biggest hurdle is striking the balance between individual rights and the needs of society.  “It’s a battle for hearts and minds – persuading people that allowing their information to be used in a properly safeguarded environment is the way forward, not just to benefit them but to benefit society generally. The biggest challenge in the health service in relation to information is a cultural, attitudinal one about the use and sharing of information.  People want to have confidence that they will be told what is going to happen to their information, who will have access to it, why it will be shared etc”.  This is why the Health Information Bill Discussion Paper (which was subject to consultation at the time of the IPPOSI conference) is so important – it is an opportunity to have a say, to put forward concerns and recommendations.  

Patient Registries
At their most basic, patient registries are lists of patients who share some characteristic, such as a certain condition or medication regime.  In their more sophisticated forms they produce detailed reports on both individual patients and patient populations.  Mr Larry Warren, CEO Alpha1 explained that the Medical Research Charities Group (MRCG), of which Larry is a member, favours the definition put forward by the Agency for Healthcare Research and Quality (AHRQ) in the US, which sees registries as “an organised system that uses observational study methods, to collect uniform data, clinical and other, to evaluate specified outcomes, for a population defined by a specific disease, condition, or exposure and that serves one or more predetermined scientific, clinical or policy purpose”. 

MRCG Working Group on Patient Registries
In Ireland there are many different patient registries; some established by patient groups, others set up by medical researchers or by clinicians.  There is however, no exact knowledge as to the number of registries in existence or the quality of the data contained in these.  To address this information deficit, Mr Warren told delegates that the MRCG (a group of patient organisations interested in scientific and medical research) set up a Registries Working Group comprised of MRCG members, together with  representatives from the Health Service Executive (HSE), the Health Research Board (HRB) and the Health Information and Quality Authority (HIQA).  “We knew that there were many registries of different types across the country; some, more well known than others but we did not really know what was available … what the various databases were doing”.  With unique patient identifiers ever more likely to be introduced, a thorough assessment of patient registries in Ireland was needed.  The study is to commence in October, with results expected by the summer of next year (2009).  The study  will seek to: identify best practice guidelines and quality standards for patient registries, identify existing patient registries in Ireland, describe these registries in detail - including functions, methodology, standards, funding mechanisms, highlight any deviation between current practice and internationally accepted best practice, make recommendations for the future development of patient registries focusing particularly on the development of common standards and methodology.  By the summer of next year, there should, as result of this study, be greater clarity in these areas and a sizeable body of information/recommendations which can inform decision making and policy development.  

Professor Joe Barry, Consultant in Public Health Medicine, HSE, Population Health Directorate speaking about his involvement in the work of this Registries Group pointed to the importance of drawing on the stakeholders’ expertise.   “We have had a sharing of perspectives and I think that providers and users of services coming together is a good thing.   A better outcome can be had by coming together.... The timing of our initiative is important and fortuitous with the Health Information Bill pending.  While the Health Bill has been pending for a while we have learned practical steps to aid learning”.  

Patient Registries – Case Studies
Case studies were used to highlight the usefulness of registries.  Two Irish registries; the Cystic Fibrosis and Cancer Registries are interesting.  Both are secure and accurate, both enjoy patient and public support, both provide valuable information to enhance patient care and safety, understanding of disease and research.  Why they were established, by whom, their size and legal status are different however.  The Genzyme Lysosomal Disease Registry case study provides an international perspective and highlights the important role industry can play in developing and supporting these valuable databases.
Case Study – The Cystic Fibrosis Registry
 “Ireland has the highest incidence of Cystic Fibrosis in the world” CEO of the Cystic Fibrosis Association of Ireland, Mr Godfrey Fletcher told the gathering.  “We knew if services and outcomes were to improve, we needed facts, not urban legends”.  There was a definite need for a CF Registry.  The Registry has a 96% subscription level, which is vital as critical mass is an issue.  There needs to be enough data to be representative of the total population, so high rates of patient “buy-in” are crucial.  There must be a minimum ascertainment level of 80% to be statistically relevant.

Acknowledging that the setting up of the registry was neither straightforward nor simple, Godfrey accepted that the learning involved has been invaluable and has informed the important work of the MRCG Patient Registries Working Group (of which he is a member).  “The thought process behind the establishment of a CF registry began in 1999.  The one lesson learned was that it takes time from initial concept through to funding, technology development, ethics approval and patient enrolment.  It took three years to enroll the first patient and 7 years to reach an ascertainment level of 96%”.

The registry provides cross sectional and longitudinal data that can be used to improve treatments and outcomes for patients with Cystic Fibrosis.  It allows medics to identify successful treatment regimes and amend future treatments accordingly.  Mr Fletcher told delegates that “new gene specific drugs are under development” and “the registry is an invaluable tool in defining clinical trial strategies”.  “A new drug that addresses nonsense mutation (seen in CF and Duchenne Muscular Dystrophy) is currently going through early clinical trials.  This mutation is common in the CF population in Israel but expresses itself in only a small proportion of other populations including in the Irish CF population.  With the registry we were able to quickly identify the possible number of patients and distribution if a clinical trial were to take place in Ireland”.   

There is no doubt he said, “the CF registry is a very valuable tool … which supports medical practitioners, researchers, planners of clinical trials, health service planners, the Government, the patient association and the patient themselves”.  This extremely useful database is vital to the management of a disease and has “definitely been worth the investment … We can only manage our health service” he said “if we have accurate data and that this data is productively used in planning and research”.

Case Study – The Cancer Registry
The National Cancer Registry of Ireland was set up in 1991 largely in response to concerns over a possible cancer risk to the population on the East coast of Ireland arising from the nuclear plant at Sellafield (UK).  Dr Harry Comber, Director of the National Cancer Registry told delegates that the registry was tasked with “identifying, classifying, collecting, storing, analysing and reporting on all cases of cancer in Ireland” and “promoting and facilitating the use of that data”.  In those days, in a more permissive society, from a data protection point of view, it was not considered necessary for patients to give consent but during the late 1990s it appeared that the practice of registering identifiable data without consent was in contravention of the Data Protection Act.  With the passing of the Health (Provision of Information) Act, the Registry was exempted from the fair obtaining and processing requirements of the Data Protection Act (in other words it is exempted from obtaining patient consent to the collection  and processing of patient data) but not from other provisions re security, confidentiality, passing information.  The registry holds over 300,000 records of cancer since 1994.  These records are updated throughout the patient’s lifetime and are held indefinitely thereafter.  They are linked to Hospital In-Patient Enquiry (HIPE) data, GeoDictionary and death certificate data to give additional information.  In the absence of any standard patient identifier, linkage is done via name, address and date of birth.  Dr Comber told delegates that the data “is collected largely by active case-finding and extraction of information from paper records by the registry staff”.  The data is quality assured by the registry, “mainly throughout the process of manual extraction.  Data which is being actively used is scrutinised carefully by users and those collecting it are aware of this scrutiny” he said.  The Registry provides valuable information for regular reports – annual incidence and mortality reports, an all-Ireland report produced every four years, reports on patterns of treatment and survival, projections of the future cancer burden and mapping of the geographical distribution of cancer.  “We also provide written responses to a wide variety of queries from the public, public representatives (including Dail questions), health professionals and researchers.  In addition we provide expert advice to the Department of Health and Children, HSE and other bodies”.  The Registry also has an active research programme partly based on analysis of their own data and partly stimulated by “issues raised through the data analysis from the causes of oesophageal cancer to the financial burden associated with a cancer diagnosis”.  

Following Dr Comber’s presentation, Siobhan Jennings, Heart Health, HSE, observed that heart and cardiovascular disease pose big problems in Ireland and yet there is no national heart registry.  She asked “is it just too big to break down into smaller parts or are we not grasping the nettle enough?”.  In responding, Professors Comber and Barry pointed to a number of factors that make the cancer registry somewhat special.  The nature of the condition (it is easier to say if someone does or does not have cancer) and the size of the population affected by cancer are important considerations (cancer affects one in three individuals in Ireland).   “If you are dealing with a chronic condition you have many and frequent opportunities to get to the patient and to get consent.  If you are dealing with someone who has had a myocardial infarction (MI) and is in hospital for a very short period of time then the opportunity for consent may not arise” Dr Comber explained.  In addition to the logistical problems of obtaining consent, both Harry and Joe pointed to the historical and political reasons for the establishment of the cancer registry.  Technical, funding and logistical considerations are challenges to the establishment of a heart registry.  “It would not be impossible” but it would be challenging, in the current climate, they suggested. 

Genzyme Corporation – Lysosomal Storage Disorders Registries
Lysosomal Storage Disorders (LSDs) are ultra orphan (extremely rare), progressively debilitating, inherited, metabolic diseases that relate to the absence of a particular enzyme in the body.  Simplifying some of Genzyme activity for conference delegates, Dr Suyash Prasad, Medical Director, Genzyme UK, said that the organisation “attempts to identify enzymes that are faulty or missing in certain rare diseases and manufactures the enzyme through a biological process and reintroduces it back into the patient to ameliorate the symptoms thereafter”.  Registries are enormously beneficial to this disease management process, particularly when dealing with rare disorders as they are “an invaluable way of collecting information on rare conditions”.  Given that a rare condition may affect a tiny number of individuals in any given country, establishing worldwide registries for particular rare conditions facilitates the study of the disease in larger numbers of individuals.  This helps with enhancing our understanding of the disease characteristics and how it might progress.   “Registries can certainly contribute to our understanding and can help us to answer some key scientific and clinical questions”.

The LSD registries are international, ongoing, observational databases open to all physicians managing patients with LSDs.  These are disease registries not treatment registries “so they are open to all relevant patients including those not on Genzyme products”.  Retrospective and prospective data is collected for these registries; “clinical data, investigations (including blood tests, imaging, genotype) health related quality of life and functional outcome data”.  Careful consideration is given to what data really needs to be captured.  If you have too many fields to be completed doctors won’t fill them in.  “It is important to be clear on what you want to collect, to focus on that … on what is going to be most impactful in benefitting patients with rare conditions”. 

The clinical data on the registers is owned by the patient and his/her treating physician.  Patient and physician confidentiality is strictly maintained.  International Boards of Advisors oversee the data/information contained in the registry. “Genzyme is not directly involved in the clinical data on the registry; this aspect of the registries is deferred to the Boards of Advisors.  We aim to have a variety of specialists on the different Advisory Boards – interdisciplinary teams – we try to encourage this kind of group collaborative working among specialists” Dr Prasad told the delegates.

Registries are very important particularly in the area of ultra orphan diseases where there is limited “experience and knowledge, incomplete characterisation of such diseases and a lack of data on long term outcomes.  Industry can play an important role in the registry process by providing IT platform support, data mining and data management technology and resources (including biostatisticians, clinical research associates, regulatory interaction), organisational support (meetings, scientific dissemination, background of clinical trial development) and by encouraging collaborative working among a number of key stakeholders”.  Biotechnology offers the potential to treat many rare and ultra rare diseases allowing otherwise chronically ill patients to lead full and healthy lives – patient registries contribute important and valuable data to this process.

What are the keys to a successful patient registry?
Personnel, argues Professor Douglas Veale (Professor of Medicine and Consultant Rheumatologist in St Vincent’s University Hospital) is perhaps the most valuable resource.  “If you look at the Irish health system, at who is involved in research, in patient care, in data collection and management … personnel is without a doubt one of the most valuable resources”.  Personnel must be established in positions where they can do their jobs effectively and efficiently.  Data Collection  - data must be collected in a prospective fashion “it has to be collected from the start knowing why it is being collected”. Accurate data recording is vital.  It must also be managed in an appropriate fashion.  Data security and data protection must be right from the beginning. “It is absolutely critical to any clinical service or research operation that you have confidence that the process is actually secure”.  Professor Veale gave the Meteor database as an international example of a registry that manages to successfully combine the above elements.  The Meteor database is a European group (involving 11 countries) funded through the Merit Foundation.  This database collects data in an effective and efficient manner across participating countries despite language barriers because there is “an effective infrastructure, involving individuals who are prepared to work together with good resources”.
Why are patient registries useful – How do they benefit the population?

Speaking as a Rheumatologist, Douglas spoke of the value of collecting data about people’s joints (swollen, tender etc).  “We can look at the interventions in terms of the patient disease activity and the treatments and this can be used over time very effectively I think not only for patient care but also for services development and for research.  We can look at age, disease duration, sorts of treatments the patients are on before they go on to biologic drugs, how active their disease is.  By using a Health Assessment Questionnaire (HAQ) we can measure quality of life of our patients”.  With arthritis a major cause of disability in our society, the value of a patient registry to monitor patients’ conditions, providing the best care for them, directing health service development and informing research – there is no doubt that such a registry is indeed valuable.  

Professor Joe Barry (Consultant in Public Health Medicine, HSE Population Health Directorate) also pointed to the value of patient registries.  Posing questions, Professor Barry asked “How do we establish how long drug users are on methadone treatment and whether this treatment is working or not?”  “How can we establish if service provision for opiate users has developed over the last decade?”.  If we want to answer questions like these we must have access to reliable, accurate data – patient registries are key.  If resources for service development are being sought it is imperative to be able to show what the benefits of the existing services have been and what the outcomes of funded services are.  As a Data Controller himself, Professor Barry is only too familiar with the many ethical and legal challenges to data collection and use.   “With the methadone database the doctor prescribing for the individual drug user is the gatekeeper in a sense, so if we wish to do research on drug use within the country we have a good sampling frame.  With appropriate governance structures, we are able to sample and carry out survival studies, we can see how long people are treated and whether treatment works etc.” 
On occasion however it can be more difficult to answer a question – not because the information is not available but because, as legislation currently stands, its use is prohibited.  “What are the risk factors for Hepatitis C in Ireland”? Professor Barry asked.  If we look to registries we can attempt to answer this question.   “In relation to basic epidemiology we can obviously quite easily get access to age and gender breakdown – the types and age groups of people who get Hep C” but there are groups of individuals for whom route of infection acquisition is uncertain.

Hepatitis C has been an important infection in Ireland for a number of reasons.  Acquirement of HepC infection has been the subject of a number of different Tribunals and Public Inquiries.  From the literature it is known that Hepatitis C worldwide is predominantly acquired through blood.  It was only in 2004 that HepC became statutory notifiable in Ireland.  In 2004-2005, in the Dublin, Wicklow, Kildare area, 2014 Hepatitis C cases were reported.  Two thirds (1247) of these infections were acquired through drug use.  It is not known how the remaining one third (767) acquired their infection (possibly through drug use).  If it were permissible to examine the methadone database and the HepC database and link data from both (at present it would not be compliant with current Data Protection legislation to do this) it would be possible to shed some light on the 767 cases by establishing if there was an overlap – if any of the 767 cases had a history of attending drug services.   It would then be known if drug use was responsible for some, or any, of the 767 infections.  Legal impediments to linking data from a number of databases/registries is challenging.
This is not the only challenge, as Mr John McCormack (CEO, Irish Cancer Society) remarked from the floor during the question and answer session.  “At the moment there is no requirement by the State to collect information on who is having the HPV vaccine and who is not having it”.  If a woman is vaccinated with HPV in the private healthcare system and comes back into the health service in years to come “with some kind of gynaecological cancer or ailment there will be no way of working out whether they had the vaccine … information collection should, I believe, extend to cover vaccines”.

Ethical and Legal Considerations

Mr Gary Davis, Deputy Data Protection Commissioner reminded delegates that we all need to be mindful of the ethical and legal considerations in the capture, use and retention of information. We may believe that the capture and linkage of data would be useful and could serve many uses but concepts such as consent and privacy are equally important.  Privacy is a key “right, enshrined in the Irish Constitution under article 40.3.1”.  Article 8 of the European Convention on Human Rights (ECHR) which is now indirectly part of domestic law as a result of the ECHR Act 2003 also affords importance to personal privacy. This is significant as both Stephen McMahon (Irish Patients’ Association) and Sr Eugene (Mater Hospital Research Ethics Committee) both expressed concern about access to patient information - particularly with regard to insurance and financial institutions seeking to establish if a person is on a patient registry or has had genetic studies done.   “This kind of information requested can put patients at risk” commented Sr Eugene.  In responding, Mr Davis agreed and said that his office would view such a development in a very “dim light indeed”
.  He urged individuals if they had information indicating that this could, or would, be happening in the future to alert the Data Protection Commissioner’s office to this possibility so that the matter could be addressed.
Achieving a balance between (a) growing calls from medical and scientific communities for greater access to information and data; (b) societal demand for better health which is informed by research and evaluation; (c) concerns for confidentiality and protection of patient data is definitely challenging.  Mr Davis drew attention to a recent survey
 conducted by Lansdowne Marketing Research for his office, which highlights the difficulties that exist in this area.  In response to the survey question “in relation to your health or medical records, given a choice would you consent to medical practitioners releasing elements of your medical record to health researchers for the purpose of advancements in research for particular medical conditions?” 42% of respondents replied negatively, 43% responded positively.  Another question in the same survey asked “is privacy important?”  Respondents indicated that medical records were the item where privacy mattered most.   This was followed by financial history (2), credit card details (3), and the PPS Number (4). 
Consent is important. Informed choice is not just about the provision of relevant up to date information, it is also about making sure that the appropriate choices are accessible to people, and that the choice is autonomous and free from coercion.  “There are a number of arguments for informed consent for inclusion and use of data” Professor David Smith, Associate Professor of Healthcare Ethics, RCSI reminded delegates.  These include:  ”that it safeguards patient autonomy; that it is a requirement of justice, understood in terms of patient empowerment; that it is a central feature of the covenant relationship between professional and patient, expressing the professional virtue of fidelity”.

To be valid – all consent must be informed.  This means that an individual must be given sufficient information, in an environment where s/he can make an informed choice.  Informed consent is the cornerstone of the EU Directive 95/46/EC “Protection of Individuals with regard to the Processing of Personal Data and on the Free Movement of Such Data” and the Data Protection Legislation.

Arguments in favour of informed consent for inclusion in patient registries for example, and for the use of patient data, focus on the safeguarding of patient autonomy.  If, for any reason a person is unable to give consent due to intellectual disability, mental or health disorder etc. consent should, Professor Smith reminded delegates “be obtained from a person or organisation that can legally give consent.  This is a challenge in Ireland because in this jurisdiction nobody can consent on behalf of another person over the age of 18 unless, they are made wards of court”.

Additional challenges in relation to consent arise with regard to statutory protection for registries.  “Unless a register is established under statutory protection, access to information held on the register can potentially, be sought under subpoena and register staff could be compelled to give it either in court cases to Government Departments or to the Gardai” said Professor Smith.
Gary reminded delegates that the Data Protection Commissioner has prepared a set of guidelines “Data Protection Guidelines on Research in the Health Sector” which can be obtained by contacting the Data Protection Commissioner’s office.  The issue of consent is dealt with in this document.
What right does a child have to remove his/her name from a register? wondered Sr Eugene from the Mater Hospital.  In responding, Gary told delegates that a person has, at all times, a right to refuse processing of their information.  Any person whose name is on a register can say that they want their information deleted and, depending on the circumstances surrounding [it], they may or may not have a right to have it deleted. …It would be a right from the time it was expressed and there would not be a requirement in the Data Protection Acts to act retrospectively unless the details were collected unfairly”. 
Concluding Observations 
The quality of health information and data collection in Ireland is poor.  Enhanced coding and classification systems are needed.  Unique patient identifiers and Electronic Health Records are to be welcomed but much needs to be done to ensure that strong IT platforms are in place, proper management and governance systems must be developed.  Quality assuring of data must be introduced.  Key to the whole process of enhancing data collection and health information quality is a clear understanding of what is being collected and why – data must be collected in a prospective fashion.  An information culture must be developed in Ireland.
Partnerships are essential.  Strong initiatives that are working well must be nurtured and built upon.   The Government has invested heavily in the health system reform.  There are now major Clinical Research Centres (CRCs) in development in most of the academic teaching hospitals in the country.  These can now form a critical building block for the formation of a clinical research network that could really provide state of the art facilities to allow patient registry information to be collected in an efficient and effective manner.  These networks together with Molecular Medicines Ireland (MMI) provide an ideal opportunity to build on what has been heavily invested in, what is working – so that quality, reliable data can be collected going forward.  IPPOSI also has an important role to play.  As a Platform, IPPOSI has shown itself to be an engaging and capable partner, bringing all key stakeholders together to examine challenges, identify possible solutions and assist with driving forward workable solutions.  The work of the MRCG Working Group on Patient Registries is valuable; it needs and deserves to be supported.

A strong, proactive, public information campaign is necessary.  Culture and attitude play a large part in the public’s willingness to engage in the debate around health information and to agree to information sharing.  A public information campaign would be important towards informing and persuading the public that allowing their information to be used in a properly safeguarded environment is the way forward, not just to benefit each individual, but, to benefit society generally.

Key legal difficulties need careful examination.  The Health Information Bill needs to reflect best practice and address the issues negatively affecting health information collection, storage, management and use in Ireland;  a framework to provide clarity for all those involved in obtaining, use, retention and disclosure of identifiable health information for primary and secondary purposes is a real need;  the distinction between mandatory and enabling legislative concepts must be clarified as currently someone who provides information under the 1997 Act is exempted from data protection provisions but may face sanction under the Common Law for breach of confidentiality.  Regulatory frameworks where national patient registries and a national Electronic Health Record system can be created and supported need to be developed; guidelines for data controllers around issues relating to areas where encryption is essential or mandated by the Data Protection Act would be helpful.
Patients and the public want to have confidence in the collection, safety and use of patient data/health information; if a system were developed, one which is audited and accredited this would be useful.  If introduced together with a system of sanctions for breaches of data/health information security, patients and the public would trust that their data was safe and would be more supportive of data use.  The introduction of a suitable strategy for addressing legitimate concerns re collection, use, security of patient data would also be helpful to this end.

Attempting to achieve a balance between the interests of the individual with the so called common good or public interest could help reduce the margin of error in terms of misuse of information.  If information is absolutely collected in the patient’s or individual’s best interests as well as in the public good the potential for misuse is minimised from the outset.

Afterword
IPPOSI developed a consensus response to the Health Information Bill Discussion Paper based on the content of presentations at the Patient Registries meeting and informed by the question and answer sessions on the day.  The IPPOSI response can be found on the IPPOSI website:  http://www.ipposi.ie.  The Department of Health Discussion Paper on the Health Information Bill and the accompanying Audit Document can be found on the official Government website:  http://www.dohc.ie/issues/hib/









� When a clinical trial is being planned, it is important to locate suitable candidates quickly.  The most effective way to do this is to ensure that patients’ details are collected in a registry that contains all the information that researchers will require.





� Genetic data would qualify like any other health data as sensitive personal data and therefore its use must be based on consent.  Under the provisions of the Disability Act 2005, insurance companies specifically cannot make use of this and there is no evidence of insurance companies seeking or using this information.  There is no bar to the financial sector but it would be difficult to identify a justification for them doing so. Under the provisions of the Data Protection Acts if any entity is proposing to make use of genetic data in the context of the employment of a person they must first of all submit a registration to the Data Protection Commissioner Office and can only engage in this activity following approval from the Data Protection Commissioner Office.


� The survey is carried out every three years.  The results referred to relate to the 2008 survey of 1,000 participants.
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