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1. Annual Report 

This is the sixth Report of the Consultative Council on Hepatitis C to the Minister for Health and Children submitted under the provisions of Statutory Instrument No. 339/96, and covers the period 1 January to 31 December 2003. 

2. Membership of the Council

Statutory Instrument No. 339/96 provides for the appointment to the Council by the Minister for Health and Children of sixteen members, six of whom are appointed on the nomination of the four representative groups (Positive Action, Transfusion Positive, Irish Haemophilia Society and Irish Kidney Association).  A list of Consultative Council members who served during 2003 is at Appendix A.

3.
Appointment of New Consultative Council

The term of the second Consultative Council expired on 30 June 2003.  On 14th October 2003, the Minister for Health and Children, in accordance with Sections 4 and 5 of S.I. No. 339/96, appointed four new members to the Consultative Council on Hepatitis C for its third term of office.  Eleven members were re-appointed from the outgoing Council, for the period 14 October 2003 to 31 August 2006.  One additional member was appointed to fill the outstanding vacancy on the Consultative Council.
4.
Meetings of Council

The Consultative Council met on four occasions during 2003.  At one of the meetings the Consultative Council invited Dr Lelia Thornton and Ms Aline Brennan from the National Disease Surveillance Centre to present their work on the National Hepatitis C Database.  
Dates of Consultative Council Meetings:

4 February 2003, 8 April 2003, 10 June 2003 and 28 November 2003.
5.
Council’s Insurance

From early 2003 an issue arose in relation to public liability insurance for the Consultative Council.  As a consequence, Council was required to find an alternative venue for its meetings.  This issue has yet to be resolved.
6.
Working Group on the Implementation and Monitoring of the Review of the Health Services Available for Persons with Hepatitis C

The implementation and monitoring of the Review’s recommendations was undertaken by a Working Group of the Consultative Council, chaired by Ms Ann Broekhoven.  One of the recommendations of the Review was “that progress on the recommendations of the Review of Health Services be monitored on an annual basis for three years with a report summarising progress to be completed at the end of this period.” 
The Group met on one occasion during 2003 to discuss the tenders received for the Review of Health Services.  Due to a number of difficulties with the tender process it was agreed that the Health Research Board would undertake to manage the tender for the Health Services Review.

Date of Health Services Review Working Group meetings:

12 March 2003
7.
National Hepatitis C Database

Among the recommendations which was contained in the Review of Health Services available for persons who contracted Hepatitis C though the administration within the State of blood or blood products, published in March 2000, was that “a national database be established for research purposes; this to be located at an independent co-ordinating agency and run in association with relevant groupings.”
The National Disease Surveillance Centre (NDSC) agreed to establish the National Hepatitis C Database under the auspices of the Centre.  The Terms of Reference for the Hepatitis C Database, including the Terms of Reference for the Steering Committee and Scientific and Technical Committee are included in Appendix B.  The Steering Committee has responsibility for overseeing the database development and its continued management; the purpose of the Scientific and Technical Committee is to support and advise the NDSC on the scientific and technical development of the database and to monitor its operation on an ongoing basis.  Membership of the Steering Committee includes a Consultant Hepatologist, members of the representative groups, Hepatitis C Liaison Officer and other healthcare professionals.  Consultant hepatologists and a haematologist are included among the members of the Scientific and Technical Committee.  Relevant personnel were appointed to both committees in June 2003 and the first meeting was held in September 2003.  Work is progressing on the database and the Scientific and Technical Group has approved a protocol for data collection, eligibility for the data base, procedure for consent, data access and usage, and hospital ethics committees.  It was decided that the ownership of the Hepatitis C database rests with the Department of Health and Children.
Date of meetings of Steering Committee
25 September 2003 and 20 November 2003
8.
Working Group to organise an International Conference 
This Working Group, chaired by Dr Ruth Barrington, organised an International Conference on Hepatitis C – Past, Present and Future that took place on 25 – 27 June 2003 in Trinity College Dublin.  The Working Group met on eight occasions during 2003.  The aim of the conference was to discuss new developments in research, treatment and management of Hepatitis C in a context that was as accessible to patients, busy health care workers and young researchers as those at the cutting edge of research.  To this end, the conference was two-stranded.  An academic programme focused on the latest scientific advances in relation to Hepatitis C of interest to scientists and clinicians.  The translational programme addressed the challenges of living with Hepatitis C and interested those with the disease, those caring for people with Hepatitis C and those responsible for health policy and services. Some 350 persons attended the conference which was opened by the Minister for Health and Children.  A wide range of international speakers presented from all over Europe and the United States of America.  Some 64 abstracts were selected for poster display.  The conference abstracts were published in Volume 172 of the Irish Journal of Medical Science.  It was evident that the conference was a great success from the enthusiasm of the delegates and the interaction between the clinicians, scientists and the lay audience.  A report on the conference by Professor Cliona O’Farrelly is presented at Appendix C.
Council is currently in the process of publishing a booklet on the conference proceedings, edited by Dr Dick Ahlstrom, which will be distributed to all representative groups and persons who attended the conference.  It was agreed unanimously that the conference should be held tri-annually.  The Consultative Council intend holding a second international conference in 2006.

Dates of meetings of the International Conference Working Group:

25 February 2003, 27 March 2003, 8 April 2003, 23 April 2003, 14 May 2003, 27 May 2003, 10 June 2003 and 17 June 2003
9.
Information Working Group

The Information Working Group, chaired by Ms Mary Rowe, Transfusion Positive, following a suggestion from the Irish Haemophilia Society and in conjunction with Professor Oscar Traynor and the Transplantation Team from the Liver Unit, St Vincent’s University Hospital, have decided to publish a booklet on liver transplant assessment and procedures.  An initial outline of the booklet has been prepared following discussions between the Transplantation Team at St Vincent’s University Hospital and the Irish Haemophilia Society.  The Transplantation Team are in the process of preparing a first draft for consideration by the Information Working Group.
In addition, Council agreed to prepare a leaflet based on a presentation that Ms Jo Campion gave at the Information Day in October 2002 entitled “Living well with Hepatitis C”.  It is intended that both of these booklets will be published and launched at the next Information Day in 2004.
10.
Insurance Issues

Council were kept informed of developments concerning the report by Mercer Ltd on insurance difficulties for persons who contracted Hepatitis C through the administration within the State of blood or blood products.  The representative groups raised a number of issues in relation to the report and sought further clarification on these matters. 
11.
Management of Death for Persons with Hepatitis C

The Consultative Council further considered the need for definitive national guidelines on the management of death, including funeral arrangements, of persons with Hepatitis C.  This issue is of major importance to the Consultative Council. The management of death working group met with the Faculty of Pathology on 19 November 2002 to progress this issue.   The Faculty produced a set of draft guidelines for consideration and eventual implementation which were discussed at a meeting of the working group on 12 March 2003.  The guidelines were sent to a number of relevant healthcare professionals including, infectious disease consultants and public health doctors, seeking comments.  The feedback received from members of the medical profession was that the guidelines should cover all blood borne viruses and infectious diseases and not solely Hepatitis C.  Following agreement with the Deputy Medical Officer in the Department of Health and Children it was decided to establish a multi-disciplinary group to prepare national guidelines.  It is intended that the National Disease Surveillance Centre, in co-operation with the Department, will develop terms of reference for this committee.  It is anticipated that the National Disease Surveillance Centre, in conjunction with the Faculty of Pathology, will take a lead role in the group in further developing and finalising the guidelines already started by the Faculty.
Dates of meetings of Management of Death Working Group:

12 March 2003

12.
Control of Infection Through Dialysis

The Standing Advisory Committee on the Prevention of Blood-Borne Diseases in a Health Care Setting are in the final stages of preparing a third report which refers to the issue of the control of infection through dialysis which may address some of the concerns raised at Council by the Irish Kidney Association.  
13. Information Days

Due to the International Conference on Hepatitis C, no information days were organised in 2003.  However, an Information Day will be scheduled for 2004.
14. Committee of Medical Consultants  

In December 2000, following a recommendation contained in the Review of Health Services for Persons with Hepatitis C, the Minister for Health and Children, Mr Micheál Martin, T.D., established a committee of medical experts to discuss treatment protocols.  The Committee comprises medical consultants with primary responsibility for this cohort of patients, whose remit was to agree treatment protocols, including liver biopsy procedures, scoring and the administration of anti-viral therapy.  The committee is chaired by Professor John Hegarty.  The Committee of Medical Consultants is in the process of preparing a report to submit to the Consultative Council and to the Minister for Health and Children.  

During 2003 the Council wrote to the Committee of Medical Consultants seeking advice on the progress made in relation to a number of issues, inter alia, anti-viral treatment protocols, national procedures in relation to the method of obtaining a biopsy and scoring system used and provision of alternative therapies to persons with Hepatitis C.  The Council is awaiting a response on these issues.

15.
Requests by the Minister for Health and Children for advice

No specific requests were made by the Minister for advice from the Council during 2003.

16.
Other matters considered by the Consultative Council
16.1 During 2003 the Council received a request from two groups for persons with Hepatitis C, HepCats and the Blood Borne Virus Forum, seeking representation on the Council.  Council responded to the two groups indicating that the issue of membership of the Council is a matter for the Minister for Health and Children and advised the two groups to contact the Minister. 
The Minister considered that, given the background surrounding the establishment of the Council, it would not be appropriate to expand the remit of the Council to include these two groups.

16.2 Members of the representative groups presented reports from the following international conferences:

· Hepatitis C Single Topic Conference, Chicago, March 2003;

· American Association for the Study of Liver Disease Conference in Boston in November 2003.

16.3 The Department of Health and Children updated Council on the following capital developments:

· Transfusion Positive acquired new offices in Clanwilliam Terrace, Dublin;

· A new Hepatology Unit in Cork University Hospital was opened by the Minister for Health and Children on 4 April 2003.

16.4
Correspondence was received from the Irish Haemophilia Society concerning the workings of the Hepatitis C and HIV Compensation Tribunal.  Council agreed that the workings of the Tribunal were outside of the remit of the Council but that they would keep a watching brief. 

16.5 Council were kept informed of the implication of the Health Services Reform Programme on Hepatitis C services. 
Elizabeth Kenny
Chair 

from 14th October 2003

APPENDIX A
CONSULTATIVE COUNCIL ON HEPATITIS C – LIST OF MEMBERS 
FROM 

1 JANUARY 2003 TO 30 JUNE 2003
Dr Ruth Barrington (Chief Executive, Health Research Board) (Chairperson) 
Ms. Paula Kealy (Positive Action)

Ms. Josephine Mahony (Positive Action) 
Mr Michael Madigan (Transfusion Positive)

Ms. Mary Rowe (Transfusion Positive)

Mrs Susan Clarke (Irish Haemophilia Society) 

Mr Mark Murphy (Irish Kidney Association)

Professor John Hegarty (Consultant Hepatologist, St. Vincent’s University Hospital)

Ms. Sheila Marshall (Eastern Regional Health Authority) 
Ms. Ann McGrane (A.P., Department of Health & Children)

Ms. Ann Broekhoven (Director, BUPA) 

Mr John Murphy (Biological Sciences Dept., Cork Institute of Technology)

Professor Cliona O’Farrelly (Director of the Education and Research Centre, St. Vincent’s University Hospital) 

Mr Ian Carter (Deputy Chief Executive, St. James’s Hospital)

Ms Susan Corbett (Wellness at Work Co-ordinator, Southern Health Board) 

Ms Kitty O’Neill (Public Health Nurse, Eastern Regional Health Authority) 
CONSULTATIVE COUNCIL ON HEPATITIS C – LIST OF MEMBERS 

FROM 

14 OCTOBER 2003 TO 31 DECEMBER 2003

Dr Elizabeth Kenny (Consultant Hepatologist, Cork University Hospital) (Chairperson) 

Ms. Paula Kealy (Positive Action)

Ms Siobhan O’Connor (Positive Action) 

Mr Michael Madigan (Transfusion Positive)

Ms. Mary Rowe (Transfusion Positive)

Ms Margaret Dunne (Irish Haemophilia Society)
Mr Mark Murphy (Irish Kidney Association)

Professor John Hegarty (Consultant Hepatologist, St. Vincent’s University Hospital) 

Ms. Ann McGrane (A.P., Department of Health & Children)

Ms. Ann Broekhoven (Director, BUPA) 

Mr John Murphy (Biological Sciences Dept., Cork Institute of Technology)

Professor Cliona O’Farrelly (Director of the Education and Research Centre, St. Vincent’s University Hospital) 

Mr Ian Carter (Deputy Chief Executive, St. James’s Hospital)

Ms Susan Corbett (Wellness at Work Co-ordinator, Southern Health Board) 

APPENDIX B

Terms of Reference for the Hepatitis C Database, including the Terms of Reference for the Steering Committee and Scientific and Technical Committee

TERMS OF REFERENCE OF HEPATITIS C DATABASE

A Review of Health Services for Persons who Hepatitis C through the administration within the State of blood or blood products was undertaken by the Royal College of Surgeons in Ireland.  One of the recommendations of the Review was “that a national database be established for research purposes: this to be located at an independent co-ordinating agency and run in association with relevant groupings”.

TERMS OF REFERENCE FOR THE DATABASE STEERING COMMITTEE AND THE SCIENTIFIC & TECHNICAL COMMITTEE

TERMS OF REFERENCE FOR STEERING COMMITTEE

The purpose of the Database Steering Committee is:

Phase 1: to oversee the management of the database development project and to ensure that the database meets the purpose for which it is intended, to an acceptable quality and within the agreed timescales and budget.

The main responsibilities of the Committee for Phase 1 of the project are as follows:

· agree the project plan including timespan and monitor its implementation;

· monitor project costs and ensure that the project comes in on time and within budget;

· ensure that the database meets the requirements of Data Protection legislation;

· ensure that persons with Hepatitis C are consulted at all stages, are kept informed about the project, and that the project meets their needs;

· ensure that healthcare professionals are consulted at all stages, kept informed about the project, and that the project meets their needs;

· address difficulties as they arise during the course of the project and take the necessary steps to resolve them;

· review and authorise any amendments to the agreed project implementation plan;

· refer relevant matters to the Scientific & Technical Group and receive reports from that Committee on their progress;

· review and approve the recommendations of the Scientific & Technical Group;

· ensure that appropriate administrative and technical structures are in place to manage the database when implementation is complete;

· report to the Consultative Council on Hepatitis C on progress;

· sign off on Phase 1 of the project.

Phase 2: oversee the continued management and development of the database. Responsibilities will include:

· Monitor the management of the database, including costs and resources;

· Consider and approve plans for any further development of the database;

· Consider and approve requests for access to the database for research purposes;

· Report to the Consultative Council on Hepatitis C on the operation of the database;

· Arrange for database audit;

· Sign-off on annual scientific report produced by NDSC.
TERMS OF REFERENCE FOR SCIENTIFIC & TECHNICAL GROUP

The purpose of the Scientific & Technical Group is to support and advise the NDSC on the scientific and technical development of the database (Phase 1) and to monitor its operation on an ongoing basis (Phase 2). The Committee primarily represents the healthcare professionals who will contribute data to and use the system, and will ensure that the database meets the users’ requirements.

The main responsibilities of the Group, in supporting and advising the NDSC, are:

· address the technical aspects of the project and make recommendations to the Project Steering Committee;

· address the scientific aspects of the project and make recommendations to the Project Steering Committee;

· ensure that the project meets agreed quality standards, and addresses data security and client confidentiality requirements; 

· define the business rules for the database;

· define the database’s analysis and reporting requirements;

· develop user and client documentation;

· report to the Steering Committee on progress.

Phase 2:

Monitor the operation of the database; 

Consider the implications of emerging technical and scientific developments and recommend on any required enhancements to the database to take account of these developments.

Monitor database analysis and reporting requirements;

Advise on database audit requirements;

Provide appropriate inputs into the annual scientific report prepared by the NDSC

Report to the Steering Committee on progress.

Membership:

Steering Committee

· Consultant hepatologist;

· Nominees of each of the 4 patient representative groups: Positive Action (2); Transfusion Positive (2); Irish Haemophilia Society (1); Irish Kidney Association (1);
· DoHC representative;

· Hepatology nurse;

· Representative of public health medicine;

· General Practitioner

· Project co-ordinator;

· Health Board Hepatitis C Liaison Officer.

· Psychologist

At least one member of the Steering Committee will be a member of the Consultative Council on Hepatitis C.

Note – the composition of the Steering Committee may be adjusted to further reflect the interests of the database stakeholders, or to include person(s) with specific areas of expertise.
Scientific & Technical Group
· Consultant hepatologist (2);

· Consultant haematologist;

· Project Co-ordinator;

· NDSC surveillance scientist;

· Representative of scientific research community;

· Hepatology Unit database co-ordinator / liaison nurse.

Note – the composition of the Scientific & Technical Group may be adjusted to reflect user requirements or include person(s) with specific areas of expertise. 

At least one member of the Scientific & Technical Group will be a member of the Steering Committee.

APPENDIX C
Report on International Conference on Hepatitis C

Trinity College Dublin, 25 – 27 June 2003
by

Professor Cliona O’Farrelly

INTERNATIONAL HEPATITIS C MEETING DUBLIN 2003
Cliona O’Farrelly

This Conference, highlighting the scientific and medical advances in understanding and treating Hepatitis C and the challenge of living with Hepatitis C, took place in Trinity College on 25-27 June 2003. The conference was inspired by the patient groups and was organised by the Consultative Council on Hepatitis C with the assistance of the Department of Health and Children. The unique combination of state of the art plenary lectures, diverse workshops and the friendly Dublin atmosphere stimulated discussion, exciting ideas and new insights into this disease that has been the cause of such heartbreak over the past decade.  New developments in the research, treatment and management of Hepatitis C were discussed in a context that was accessible to all. Particularly exciting was the positive thinking that was generated amongst patients who were stimulated by the evidence of so much progress and amongst Irish researchers who were galvanised to redoubling their efforts ‘to make a difference’. 

This highly ambitious International Irish conference had two main aims 

a.
to bring some of the world’s experts in hepatitis C to Ireland to discuss their work with Irish patients, health care workers and researchers

b. 
to communicate to Irish HCV patients, health care workers and researchers that here in Ireland, progress made in understanding and beating this disease can be of international significance. 

In order to achieve these aims, the conference had several specific objectives:

· To provide opportunity to share the latest research findings relevant to the disease

· To emphasise the positive benefits of research to people with Hepatitis C

· To provide strategies to help live with HCV infection

· To highlight best practice in the care of people with Hepatitis C

· To highlight alternative strategies in the treatment and care of those infected with Hepatitis C.

Two parallel programmes were designed in order to achieve these objectives. The first was a programme with combined clinical and research perspectives and was of particular interest to scientists and clinicians. The theme of the second programme was the challenge of living with Hepatitis C. This programme explored the patient’s perspective, the problems of co-infection with other diseases, new treatments for the disease, the stress of chronic infection and complementary health treatments.  Some speakers participated in both programmes. 

Several of the world’s leading experts on Hepatitis C presented their research and opinions at the conference. Key international speakers included Dr Jay Hoofnagle of the US National Institutes of Health who provided a wonderful overview ofhwatis known about hepatitis C infection and the virus.  Prof John McHutchison of Duke University gave an update on the latest therapeutic developments. Dr Mark Kaplan of the New York School of Medicine spoke about co-infection while Dr Peter Simmonds, University of Edinburgh talked about the virus’ evolutionary life in infected patients. Dr Margaret Koziel of Harvard University and Dr Barbara Rehermann the internationally reknowned expert of the German cohort of anti D infected women now based at NIH in the US gave particularly considered presentations. Dr. Peter Donaldson informed us of the limitations of poorly designed genetic studies in this field, while Matti Salberg told us of exciting developments in the rave for a vaccine against HCV infection.  

Irish researchers who spoke at the meeting included Professor Dermot Kelleher, Trinity College, Professor Cliona O’Farrelly, St Vincent’s University Hospital and Professor Kingston Mills, Trinity College who focused on genetic, liver and dysfunctional aspects of the immune response in HCV infected patients respectively. Returning Irish clinical researchers included Mike Curry from Harvard University, Alan Bohan of Yale University and Suzanne Norris previously of King’s College Hospital and now based at St James’s Hospital, Dublin. A number of speakers shared their experience of living with Hepatitis C. These included Paula Kealy of Positive Action, Bernard Smullen of the Irish Haemophilia Society, Vincent Banks of the Irish Kidney Association. Clinical Psychologists Barbara Coughlan and Paul O’Donoghue gave tremenduous insight into the problems and solutions to living with the stress of chronic disease.  The Irish Hepatology Nurses ran packed workshops on several aspects of HCV infection.

The varied structure, combining plenary lectures, work shops, extensive question and answer sessions as well as a packed poster session, facilitated maximum discussion and interaction.  A very successful social programme ensured that all participants mingled, talked, argued and shared even more than was usual for an Irish conference!

This was a conference with a broad appeal. Whether you were a scientist exploring the cutting edge of new knowledge, a clinician staying abreast of the research, a person living with Hepatitis C or someone responsible for health policy and services, the conference was a source of exciting new ideas and insights into this disease, its treatments and its prevention.

The decision to hold this conference tri-annually was unanimous.  It was recommended that the focus on immunology and vaccine development be maintained, as this is an area of particular research strength in Ireland.
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