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About the Health Information and Quality Authority 
 
The Health Information and Quality Authority is the independent Authority established 
to drive continuous improvement in Ireland’s health and social care services.  
 
The Authority’s mandate extends across the quality and safety of the public, private 
(within its social care function) and voluntary sectors. Reporting directly to the Minister 
for Health, the Health Information and Quality Authority has statutory responsibility for: 
 
Setting Standards for Health and Social Services — Developing person-centred 
standards, based on evidence and best international practice, for health and social care 
services in Ireland (except mental health services) 
 
Social Services Inspectorate — Registration and inspection of residential homes for 
children, older people and people with disabilities. Inspecting children detention schools 
and foster care services  
 
Monitoring Healthcare Quality — Monitoring standards of quality and safety in our 
health services and investigating as necessary serious concerns about the health and 
welfare of service users 
 
Health Technology Assessment — Ensuring the best outcome for the service user by 
evaluating the clinical and economic effectiveness of drugs, equipment, diagnostic 
techniques and health promotion activities 
 
Health Information — Advising on the collection and sharing of information across 
the services, evaluating information and publishing information about the delivery and 
performance of Ireland’s health and social care services 
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Executive summary 
 
 

1. Background  
 

Research is essential to the successful promotion and protection of health and wellbeing 
and to a modern effective health and social care system. It also contributes to the 
efficiency and effectiveness of the content, planning, delivery and monitoring of health 
and social care. It plays an important role in the knowledge economy, thereby 
contributing to Ireland’s international competitiveness, promoting research and 
development investment from the pharmaceutical, biotechnology and medical devices 
industries, and contributing to economic growth.  
 
Building Ireland’s Smart Economy – A Framework for Sustainable Economic Renewal 
outlined a programme for medium-term economic recovery based around the concept of 
the Smart Economy.(1) One of the commitments from this report is that: 
 

an action plan for health research would be developed in order to exploit the 
opportunities for stronger linkages between our health sciences and related 
foreign direct investment and indigenous sectors such as medical devices and 
bio-pharma.(1) 

 
As a result, under the auspices of the Inter-Departmental Committee for the Strategy 
for Science, Technology and Innovation (SSTI), the Minister for Health along with the 
Minister for Enterprise, Trade, and Employment established the Health Research Group 
(HRG) in 2007. The main function of this group is to ensure that health research in 
Ireland is coordinated, prioritised and focused, and that national policies and strategies 
for health research are framed strategically in the context of the wider science, 
technology and innovation agenda.  
 
The HRG is chaired by the Department of Health and the group prepared the Action 
Plan for Health Research 2009-2013 which set out to prioritise a programme of actions 
that are essential to creating a health research system. This will support ‘outstanding 
individuals, working in world class facilities and conducting cutting edge research 
focused on the needs of patients and the public. Ultimately, a strong health research 
culture is vital if the health services is to offer the best standards of care to patients 
across a range of specialities and to provide robust evidence that these standards are 
being achieved on an ongoing basis’.(2)  
 
Part 5 of the action plan deals with reforming health research governance structures. A 
proper governance structure is essential for a fully functioning health research system 
including the establishment of appropriate principles of good practise and robust 
monitoring arrangements for research ethics committees (RECs).(2) 
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Research ethics in Ireland are governed by legislation in the form of EU directives, 
existing policy, national and professional guidelines. A Research Ethics Committee (REC) 
is a group of people appointed to review research proposals to assess formally if the 
research is ethical. This means the research must conform to recognised ethical 
standards, which includes respecting the safety and focus of the people who take part.  
 
The purpose of the REC in reviewing the proposed study is to protect the dignity, rights, 
safety and wellbeing of all actual or potential research participants. RECs are responsible 
for acting primarily in the interest of potential research participants and concerned 
communities, but they should also take into account the interest, needs and safety of 
researchers who are trying to undertake research of good quality. Historically, there had 
been an absence of standardisation with respect to such committees resulting in 
variation in practices across committees, often resulting in significant differences and 
delays in the processing of applications for ethical approval from researchers.  
 
On 1 May 2004 the Member States of the European Union implemented the EU Clinical 
Trials Directive (2001/20/EC). In Ireland this was mandated by the European 
Communities (Clinical Trials on Medicinal Products for Human Use) Regulation, 2004.(3) 
According to these regulations, the Minister for Health is the supervisory body and is 
responsible in the State for recognising and monitoring ethics committees in accordance 
with these regulations.  
 
Clinical trials account for a relatively small number of studies taking place. In Ireland for 
example, the Irish Medicines Board (IMB) approved 108 applications to conduct clinical 
trials in 2009.(4) Outside of clinical trials, the governance structure for RECs is much 
more fragmented and there is no official data on the number of these RECs. They are 
either run by the Health Service Executive (HSE), third-level institutions or by voluntary 
groups. These RECs determine their own standards which are based in some cases on 
guidelines, expertise and experience.(5) In the absence of a national structure or 
standards for ethics review there are a number of difficulties arising. Specifically, where 
a study takes place in a number of settings or across different institutions, researchers 
may have to seek ethical approval from several RECs. In addition, there may be some 
difficulties arising in relation to the expertise of REC members to review certain types of 
research including, for example, qualitative research or social sciences. 
 
The Department of Health and Children(6) will publish a Health Information Bill. One of 
the aims of the Bill is to provide a national approach to research ethics. It is envisaged 
that this Health Information Bill, in conjunction with amendments to existing regulation 
for clinical trials on medicinal products, will legislate for the Authority to become the 
supervisory body for recognising and monitoring RECs. The Authority will also develop 
national standards for RECs which will include their remit, composition, function, 
management and accountability. 
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2. International review 
 
The aim of this international review is to firstly identify approaches taken in other 
countries in relation to the legislation, remit, composition, function, management and 
accountability of RECs, the results of which are presented here.  
 
This international review will provide evidence on the practices and processes being 
followed internationally in the area of RECs to inform the Authority in relation to 
international best practice. A robust set of standards for RECs will in the long-term 
provide benefits to all stakeholders, especially the research community, healthcare 
professionals, organisations and service users. An Advisory Group has been set up to 
assist the Authority in the development of these standards (see Appendix A). 
 
3. Findings  
 
Of the information that was sourced in the course of this review the following are key 
points: 
 
� There are differences on how RECs are governed in the countries reviewed. 
 
� European and national legislation has led to a review of how RECs are managed. 
 
� RECs cover different aspects of research in health and social care. 
 
� The use of guidance and standard operating procedures for RECs were common 

across the countries reviewed. 
 
� The composition of RECs varied across the countries reviewed. 
 
Differences on how RECs are governed in the countries reviewed 
 
Internationally, a number of governance structures exist for different reasons. RECs 
tend to be either institutionally based in either a hospital or academic institution, or 
regionally based on geographical/geopolitical area.    
 
From the countries reviewed, the degree to which the supervisory body provides central 
oversight for the RECs differs, for example in the Netherlands, centralised oversight is 
performed by the Central Committee on Research Involving Human Subjects (CCMO). 
The CCMO is quite active in regulation and in 2010, it temporarily suspended the 
activities of two RECs which resulted in the withdrawal of the accreditation from one of 
these committees. In addition, the supervisory or central oversight body in some of the 
countries reviewed only have a remit for those RECs that review clinical trials of 
medicinal products, while other countries have extended the remit of the supervisory or 
central oversight body to all research involving human subjects.  
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Internationally, institutionally based approaches are still the norm. Institutionally based 
RECs are usually created and staffed by the institution itself. Assessment is, for the most 
part, carried out in the absence of a centralised governance arrangement that can 
ensure a significant degree of standardisation and quality control. This can lead to 
difficulties when multi-site research ethical approval is required. In some countries this 
has led to reform from institutionally based RECs to regional based RECs. Regional 
based RECs can provide a single opinion for a multi-site research application and is 
therefore less time consuming for the researchers involved. 
 
Complete centralised oversight is rare and tends to arise in smaller countries for 
example, the Netherlands and Denmark. Denmark has nine regional committees which 
are not institutional based and a central national REC which appoints members to the 
regional committees.  
 
There is a growing consensus in favour of a centralised governance structure which 
would include the following features: 
  
� central administrative body 
� standard operating procedures 
� unified application form 
� standards for training REC members  
� quality assurance  programme 
� central process for appointing REC members. 
 
European and national legislation has led to a review of how RECs are 
managed 
 
The EU Clinical Trials Directive (2001/20/EC) was introduced to establish standardisation 
of research activity in clinical trials throughout the European Union (EU). The regulations 
provide a framework which sets out how clinical trials investigating the safety and 
efficiency of medicinal products in humans must be conducted. This Directive has been 
implemented in different ways in different European countries. However, its introduction 
had led countries to review and restructure how they deal with research ethics in 
general. 
 
Even though this legislation only applies to clinical trials of medicinal products it has led 
countries to streamline the application process and move towards a centralised system 
to address concerns about accountability, common standards and quality assurance and 
different approaches to the different types of research.   
 
For example in Denmark, national regulation to introduce the EU Clinical Trials Directive 
(2001/20/EC) took a broader look at research and included all biomedical research 
projects involving humans, or any kind of human tissue.(7)  
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RECs cover different aspects of research in health and social care 
 
The structures established to govern RECs in some countries do not cover all aspects of 
research for example, in the UK, there is a national healthcare system, the National 
Health Service (NHS) and therefore the public health sector is governed by a single 
body.  
 
The UK would be considered to have a highly regulated review system for research 
ethics, but this only applies to NHS research and other research where ethical review is 
required by law (clinical trials). Regulation of other non-NHS research has been left to 
each individual academic institutions or private company/clinic.   
 
In Denmark there is a central review system with regional committees but the approval 
system only covers biomedical review and does not cover research in the area of social 
science and academic non-health research. In 1990, a decision was made in Denmark 
that a RECs review was not necessary in the area of social science or humanities since 
several kinds of social science are important to policy formation and should not be 
constrained by ethical demands.(8) 
 
In contrast in Canada the research funding organisations have stipulated that ethical 
review of all research including social science is necessary. However, this has been 
criticised especially in the area of social science. 
 
The use of guidance and standard operating procedures for RECs were 
common across the countries reviewed 
 
All of the countries reviewed either had developed guidance or standard operating 
procedures (SOPs) to support RECs and to standardise how they operated in order to 
ensure consistent results. In the UK, the National Research Ethics Service (NRES) 
developed quite detailed SOPs for RECs.(9) In Canada, a very detailed policy statement 
called the Tri-Council Policy Statement for Ethical Conduct for Research Involving 
Humans, has been widely adopted by diverse research disciplines.(10)  
 
The composition of RECs varied across the countries reviewed 
 
The number of REC members varied from country to country. For example, there are 
typically eight members in Norway and are appointed by the Ministry. In Denmark, there 
are between seven and 11 members on the regional committee and more than half of 
the committee is made up of lay people, appointed by local politicians.  
 
Members in Denmark are appointed for four years with the option to stay on for one 
other four-year term. In the UK there is a minimum of seven members of which at least 
one third must be lay. Vacancies are filled following public advertising in the press, 
and/or local professional and other networks, as appropriate.  
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Vacancies for lay members would always be advertised publicly. Potential candidates are 
required to complete an application form and will be interviewed. In Canada, there are 
usually at least five members, which need to reflect gender as well as Canada’s 
geographical and ethnic diversity. The members are appointed in a number of ways 
depending on who is hosting the REC.  
 
4. Next Steps 
 
The Authority has establishing an advisory group comprised of key stakeholders (see 
Appendix A). This group will work with the Authority following a standards development 
protocol and use the themes and best practice identified to inform the development of 
draft standards for RECs. The draft standards will then be published for broader 
consultation once the Health Information Bill has been published. Subsequently the 
Authority will submit a final set of national standards for approval and adoption to the 
Minister for Health. Following a phasing-in period, it is envisaged that RECs that meet 
the standards will be recognised by the Authority. 
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1. Introduction   
 
 

1.1 Aims and objective 
 
The purpose of this document is to present the results of a review of international best 
practice in relation to how research ethics is managed in other countries with regards to 
developing national standards in Ireland for research ethics committees (RECs), to 
include their remit, composition, function, management and accountability, and approval 
processes. 
 
An initial desktop review identified five countries for further examination. These 
countries were chosen based on initiatives identified in the desktop review and the 
availability of relevant information. Information was compiled from national 
documentation from each country and from informal discussions with personnel in key 
institutes in each jurisdiction. The review examines the following countries: United 
Kingdom, Canada, the Netherlands, Norway and Denmark.  
 
A brief overview of the current structures in place in Ireland is also provided. 
 
 
1.2 Definitions 
 
A research ethics committee (REC) is a committee convened to provide the independent 
advice to participants, researchers, funders, sponsors, employers, care organisations 
and professionals on the extent to which proposals for research studies comply with 
recognised ethical standards. In all countries reviewed, a favourable response is 
required by a REC prior to commencing a clinical trial for medicinal products. 
 
A Clinical Trial is defined as ‘any investigation in human subjects, other than a non-
interventional clinical trial, intended: 
  
(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects 

of one or more investigational medicinal products, or  
(b) to identify any adverse reactions to one or more such investigational medicinal 

products, or 
(c) to study absorption, distribution, metabolism and excretion of one or more such 

investigational medicinal products, or 
(d) to discover, verify, identify or study any combination of the matters above with the 

object of generating data on the safety and/or efficacy of a medicinal product’.(3)  
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1.3 Project background 
 
The first international code of ethics for research involving human participants, the 
Nuremberg Code, was issued in 1947 and laid down standards for carrying out human 
experimentation, emphasising the subjects’ voluntary consent. In 1964 the Declaration 
of Helsinki was adopted by the World Medical Association and is regarded as the 
cornerstone document of human research ethics.(11)  
 
The Declaration of Helsinki was first adopted in 1964 and has undergone several 
revisions. It is a set of ethical principles regarding human experimentation developed for 
the medical community by the World Medical Association. It is not a legally binding 
instrument in international law, but has influenced national and regional legislation and 
regulation.  
 
The fundamental principle is respect for the individual, their right to self determination 
and the right to make informed decisions regarding participation in research, both 
initially and during the course of the research. The Declaration includes principles on:  
 
� safeguarding research subjects 
� informed consent 
� minimising risk 
� adhering to an approved research plan/protocol. 
 
In addition to the Declaration of Helsinki, the EU Clinical Trials Directive (2001/20/EC)(12) 
is central to research governance for clinical trials. This covers the conduct of clinical 
trials and applies to non-commercial (research council, charity-funded) trials and 
commercial trials (those funded by pharmaceutical companies).  
 
The Directive applies to research designed to ascertain or confirm the safety and/or 
efficacy of medicinal products involving clinical intervention conducted according to a 
research protocol. The legislation was to be transposed into national law by Member 
States by May 2003 and implemented in Europe by May 2004. In 2003 to 2004, 
transitional arrangements were honoured and because the EU Directive required 
adoption of the principles of Good Clinical Practice (GCP), the Commission published 
guidelines in the form of a subsidiary directive. By 1 May 2004 the EU Clinical Trials 
Directive (2001/20/EC) was implemented by all Member States.   
 
The ethics committee, according to the Directive, ‘is an independent body in a Member 
State of the European Union, consisting of healthcare professionals and non-medical 
members, whose responsibility it is to protect the rights, safety and wellbeing of human 
subjects involved in a clinical trial and to provide public assurances of that protection by, 
among other things, expressing an opinion on the clinical trial protocol, the suitability of 
the investigators involved in the trial and the adequacy of facilities, and on the methods 
and documents to be used to inform trial subjects and obtain their informed consent’.(12)  
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In Ireland, the EU Clinical Trials Directive (2001/20/EC) was transposed into Irish law 
through the Clinical Trials on Medicinal Products for Human Use Regulations 2004, 
(S.I.190 of 2004). The Minister for Health in Ireland currently acts as the supervisory 
body in respect of RECs. The Minister for Health has recognised a number of RECs 
under these regulations. Ethics committee approval is an integral part of the regulation 
of clinical trials. Prior to commencement of any clinical trial authorised by a competent 
authority, the sponsor (that is, the organisation or person responsible for the initiation 
and management of the trial) must also obtain approval from a recognised ethics 
committee. The competent authority in Ireland is the Irish Medicines Board (IMB) and it 
has a statutory role to ensure compliance with clinical trials legislation. 
 
As clinical trials account for a relatively small number of research studies taking place in 
Ireland (109 applications were received in 2009), and in the absence of a national 
structure for ethics review, there are a number of difficulties arising. In order to 
overcome these difficulties, the Department of Health will legislate for a national 
framework for research ethics through the enactment of the Health Information Bill and 
through amendments to existing regulations, namely the Clinical Trials on Medicinal 
Products for Human Use Regulations 2004, (S.I.190 of 2004).(3) 
 
It is envisaged that HIQA will become the supervisory body for, and will be responsible 
in the State for the recognition of and monitoring of RECs. The Authority will set 
standards for RECs including their remit, composition, function, management and 
accountability. Following a phasing-in period, RECs that meet the standards will be 
recognised by the Authority. 
 
 
1.4 Methodology for the international review 
 
The jurisdictions that are reviewed in detail in this report are the United Kingdom, 
Canada, the Netherlands, Norway and Denmark. These jurisdictions were chosen as a 
result of a desktop review that identified a range of initiatives across these countries 
that could potentially contribute to developing standards for RECs in Ireland. Additional 
factors contributing to the selection of these countries included the availability of 
information in the English language, access to personnel in each jurisdiction and 
geographic spread. 
 
For the five jurisdictions, the following factors are reviewed: 
 
� governance structure that are in place for RECs 
� approach that each jurisdiction has taken towards harmonising their RECs and,  
� approach to developing and setting standards.   
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Reference was also made to legislation and to a number of pre-existing reports on this 
topic such as the European Forum on Good Clinical Practice’s (EFGCP) report, the Ethical 
Review of Protocols for Clinical Research in Europe(13) published in 2008. The EFGCP 
also published a report on data on RECs in seven countries outside Europe in July 2010, 
which was also used as a source for this review.(14) The review is not intended to be an 
in-depth evaluation of each country’s RECs structure but rather a review of the 
structures, processes and practices used.  
 
The following sections of this report contain a brief introduction to each jurisdiction’s 
health system along with a description of the governance and harmonisation process 
undertaken in the development of RECs. A brief overview of the current structures in 
place in Ireland is also provided in Section 2. 
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2. Ireland 
 
 

2.1 Introduction  
 
Health research is fundamental in promoting the health of the population, combating 
disease, reducing disability and improving the quality of health and social care. Learning 
from best practice is essential to the effective and efficient delivery of health and social 
care services. 
 
It also plays an important role in the knowledge economy, contributing to Ireland’s 
international competitiveness, research and development investment from the 
pharmaceutical, biotechnology and medical devices industries, and to economic growth.  
 
Building Ireland’s Smart Economy – A Framework for Sustainable Economic Renewal, 
outlined a programme for medium-term economic recovery based around the concept of 
the smart economy.(1) One of the commitments from this report was that: 
 

an Action Plan for health research would be developed in order to exploit the 
opportunities for stronger linkages between our health sciences and related 
foreign direct investment and indigenous sectors such as medical devices and 
bio-pharma.(1)  

 
As a result, under the auspices of the Inter-Departmental Committee for the Strategy 
for Science, Technology and Innovation (SSTI), the Minister for Health, along with the 
Minister for Enterprise, Trade and Employment, established the Health Research Group 
(HRG) in 2007.  
 
The main function of this group is to ensure that health research in Ireland is 
coordinated, prioritised and focused, and that national policies and strategies for health 
research are framed strategically in the context of the wider science, technology and 
innovation agenda. The HRG prepared the Action Plan for Health Research 2009-2013 (2) 
which set out to prioritise a programme of actions that are essential to creating a health 
research system.  
 
Part five of the action plan deals with reforming health research governance structures. 
A proper governance structure is essential for a fully-functioning health research system 
including the establishment of appropriate principles of good practise and robust 
monitoring arrangements. Actions 4.7, 4.8 and 4.9 relate to research ethics (see Table 1 
on the next page).(2) 
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Table 1. Actions from the Action Plan for Health Research 2009-2013 relating 
to research ethics(2) 
 

Action 4.7 Enable electronic submissions of all applications for clinical 
trials and other research studies with parallel review by the 
Irish Medicines Board and REC as standard practice. 

Action 4.8 Streamline and consolidate ethical approval structures 
through the Health Information Bill.  

Action 4.9 Establish a coordination mechanism for the revised ethics 
committee structure. 

 
 
2.2 Research ethics committees overview 
 
While there is no official figure on the number of RECs in Ireland, it is believed that 
there are approximately 72 which can be classified into three different categories – 
namely, health and social care committees, academic committees and other types of 
committees.(8) Table 2 documents the types of RECs with examples.  
 
Table 2. Types of research ethics committees in Ireland(8) 
 

Committee Type Example 

Health and social care 
committees  

� HSE committees – which are either 
hospital based or regional  

� committees in the voluntary sector 
� committees in the private sector 
� clinical trial committees 

Academic committees 
 

� central committees for academic 
organisations 

� committees for sub units within larger 
academic bodies  

Other types of 
committees 

� committees linked to relevant 
professional associations  

� committees linked to other bodies  
 
As part of this review, three reports were identified which described the research ethics 
landscape in Ireland. The findings and recommendations made in these report are quite 
similar.  
 
The reports are: 
 
� The Ethical Review and Children’s Research In Ireland (2011).(8) This was research 

published by the Minister for Children and Youth Affairs and carried out by National 
University of Ireland, Galway.  
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� The Review of Research Ethics Committees and Processes in the Republic of Ireland 
(2008).(5) This is a report commissioned by the Medical Education, Training and 
Research (METR) Committee of the HSE. 

� Disability and Research Ethics Governance in Ireland (2007)(15) – a report prepared 
for the Disability and Research Ethics Governance in Ireland by University College 
Cork. 

 
2.2.1 Findings 
 
The following is a high-level summary of the findings made in these reports: 
 
� A governance structure is not in existence for RECs in Ireland, with the exception of 

the EU regulations for the 13 clinical trials RECs.  
� There is a lack of standardisation in relation to standards operating procedures 

(SOPs), application forms and committee membership across RECs in Ireland.  
� There is no explicit requirement on academic institutions to create RECs to review 

the research of their staff and students. There are currently 27 academic RECs, 
however, a multiplicity of governance models, guidance and SOPs exists for these 
RECs.  

� Most frequently, RECs are not totally independent and are organised by an institution 
that has a stake in the research proposals that will be reviewed, for example, 
research performed by staff members.  

� There are significant differences in resourcing of RECs. Resources represent a major 
challenge of the work of the RECs. While most committees have some access to 
administrative support, in many cases this is minimal. 

� While training of REC members is considered important and mandated by some 
guidelines,(11) in many RECs no specialist training is provided, and applicants acquire 
the necessary expertise through participating in committee deliberations and learning 
on the job.  

 
2.2.2 Recommendations 
 
The following is a high level summary of the recommendations made in these reports: 
 
� There is a need for standardisation including the development of a single application 

process, the agreement of standards for turnaround times for ethics review, and 
guidelines for consent with vulnerable populations, composition of membership and 
competencies of committees and workload.   

� There is a need to increase the support capacity for RECs. Such support includes 
dedicated administrative support, access to training and access to specialist 
knowledge, information technology(IT) support systems and dedicated time for the 
participation on RECs.  

� The enthusiasm of participants involved in this area and the desire to formalise a 
network to support the development of knowledge and expertise is clearly evident. 
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There is a commitment to optimising the research experience to improve the health 
of the population while minimising the burden on RECs, researchers and in 
particular, the population.  

 
 
2.3 Research ethics committees (RECs)  
 
There is one important further distinction made between those RECs that have been 
approved to review clinical trials according to the EU Clinical Trials Directive 
(2001/20/EC), and those that do not have this authority. The following sections describe 
at a high level how ethical approval is obtained for clinical trials research and non-
clinical trials research. 
 
2.3.1 Ethical approval for clinical trials research 
 
The EU Clinical Trials Directive (2001/20/EC) was introduced to standardise the conduct 
of clinical trials throughout the EU. The regulations provide a framework which sets out 
how clinical trials investigating the safety and efficiency of medicinal products in humans 
must be conducted.   
 
In May 2004, the then Minister for Health and Children in Ireland transposed the EU 
Clinical Trials Directive (2001/20/EC)(12) by mandating the European Communities 
(Clinical Trials on Medicinal Products for Human Use) Regulations, 2004.(3) In Ireland, a 
request for authorisation to conduct a clinical trial is made to the Irish Medicines Board 
(IMB) which acts as the competent authority.  
 
The IMB’s role is to assess applications from sponsors to conduct clinical trials with 
medicinal products. However, prior to a clinical trial commencing an application must 
receive a favourable response from an ethics committee. The Minister for Health is 
currently the ‘Ethics Committees Supervisory Body for Ireland’ and, as such, is 
responsible for recognising and monitoring ethics committees. There are currently 13 
recognised RECs for clinical trials (see Appendix B for list).  
 
In 2007, the Department of Health published guidance to support RECs, Guidance on 
the application for recognised ethics committee opinion and the ethical review of clinical 
trials on medicinal products for human use.(16) This guidance document aims to assist 
investigators and RECs in their work by establishing standard operating procedures for 
making applications for an ethics committee opinion and the ethical review of clinical 
trials involving medicinal products for human use. 
 
The regulations contain provisions for the establishment, recognition and operation of 
RECs for clinical trials. The committees are required to be independent, consisting of 
healthcare professionals and lay members, and to have responsibility to protect the 
rights, safety and well being of human subjects involved in a trial.  
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They are also required to provide a public assurance of that protection by, among other 
things, expressing an opinion on the trial protocol, on the suitability of the investigators, 
on the adequacy of the facilities, on the availability of insurance, indemnity or 
compensation on the methods and documents to be used to inform trial subjects and to 
obtain their informed consent.  
 
In summary, the following are dealt with in the European Communities (Clinical Trials on 
Medicinal Products for Human Use) Regulations, 2004(3): 
 
� procedures for obtaining a favourable ethics committee opinion (a single ethics 

committee opinion is required in the case of multi-centre trials) 
� procedures for obtaining authorisations for the conduct of clinical trials from the Irish 

Medicines Board 
� controls that are to apply to the manufacture, supply and importation of 

investigational medicinal products 
� obligations for the reporting of various adverse events encountered in subjects 

participating in clinical trials, including the recording, reporting and notifying of such 
events 

� obligations for compliance with standards of good clinical practice (GCP) and good 
manufacturing practice (GMP). 

 
2.3.2 Ethical approval for non-clinical trials research 
 
According to a report on Ethical Review and Children’s Research in Ireland, there are 72 
RECs in Ireland which include the 13 RECs authorised to review clinical trials under the 
EU Clinical Trials Directive (2001/20/EC). The 13 RECs authorised to review clinical trials 
also review other research. Out of the 72 RECs , 46 RECs returned completed surveys 
and the following table (Table 3 on the next page) presents a high-level summary of 
some results from the report.(8) 
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Table 3. Summary results from the Ethical Review and Children’s Research in 
Ireland(8) 
 

 

� RECs in Ireland can be classified into three different categories namely 
health and social care committees, academic committees and other types of 
committees. 

� The majority of RECs are from health and social care organisations and are 
based in Dublin. 

� Membership of RECs ranged from 4 to 21 members. 

� 91% of RECs reported requiring a quorum of approximately half of the 
membership before a decision on the review could be made. 

� Over 70% of RECs had a membership with the following professional 
backgrounds: legal advisor, medical doctor, nurse, lay person. Less than 
one-third of RECs had a membership with the following professional 
backgrounds: psychologist, ethicist, or statistician. 

� Monthly or bimonthly meeting of about two hours was the most common.  

� In 2006 RECs met between two to 11 times with a mean of 6.3 meeting 
during the year.  

� The majority of RECs (72%) reviewed up to 50 submissions per year with 
the overall median being 36 (two committees in particular reported a very 
high workload of 196 and 278 reviews respectively).  

� Academic committees had the lowest workload relative to other RECs, 
reviewing a median of 36 submissions per year.  

� Clinical trials committees met more frequently than other committees and 
had, on average, a higher workload than the other RECs (a median of 71 
submissions each year), even though a fraction of reviewed proposals were 
under the EU Directive for Clinical Trials. 

� All RECs allow for submission by hard copy and only three RECs allow for 
online submission. 90% of RECs surveyed report that they have a standard 
form. 68% of RECs operate on the basis of standard operating procedures.  

 
 
  
2.4 Guidance developed 
 
While there are currently no standards or nationally agreed standard operating 
procedures developed for RECs in Ireland, there are examples of guidance developed by 
various organisations for RECs. For example, the Irish Council for Bioethics published 



International Review of Research Ethics Structures 

Health Information and Quality Authority  

22 
 

Operational Procedures for Research Ethics Committees: Guidance in 2004.(11) The 
guidance is a result of systematic evaluation and analysis of international best practice 
and comprehensive discussion undertaken by a working group of the Irish Council of 
Bioethics, which found that Ireland lacked comprehensive guidance with respect to 
ethical review of research involving human participants outside the remit of clinical 
trials. The aim of this guidance is to facilitate RECs in conducting independent, 
comprehensive, ethical review of research proposals which will serve investigators and 
the public alike.(11)  
 
In 2003, the Irish College of General Practitioners (ICGP) published a report entitled 
Ethical questions to be considered by a research ethics committee when approving 
clinical trials which involve genetic testing.(17) This document is intended to be a guide 
to RECs considering clinical trials, which involve DNA testing and genetic sampling. 
 
In 2002, the Health Research Board published Genetic Research and Human Biological 
Samples: The Legal and Ethical Considerations.(18) This aims to examine the legal and 
ethical issues that should be considered before researchers commence genetic research 
which entails the study of the genetic basis of disease. The HRB’s publication deals 
mainly with the legal and ethical concerns regarding the nature of the consent that 
should be obtained from biological/ bodily sample/ DNA donors who donate biological/ 
bodily/ DNA samples that will be utilised as ‘coded samples’ by researchers for the 
purpose of discovering the genetic basis of disease. The main issues explored in this 
paper are as follows:  
 
� the law in relation to informed consent in the everyday standard healthcare setting 

and what information is required to be normally disclosed in order for a consent to 
be properly informed and valid 

� the requirements that are necessary for consent to be properly informed and valid in 
the case of non-therapeutic genetic research 

� the issues of confidentially that will take into account the requirements of the EC 
Directive 95/96/EC, protection of individuals with regard to the processing of 
personal data and on the free movement of such data 

� the international ethical consensus on the issue of consent to genetic research.(18) 
 
In 2011, the World Health Organization published standards and operational guidance 
for ethics review of health-related research with human participants, which is a 
compilation of 10 standards that are applicable to the ethics review of health-related 
research with human participants. The WHO document intends to provide guidance on 
the research ethics review process and not to take a substantive position on how 
particular ethical dilemmas in health-related research should be resolved.(19)   
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2.5 The role of the Health Information and Quality Authority 
 
As the EU Clinical Trials Directive (2001/20/EC) only imposes controls in relation to 
clinical trials for medicinal products, a gap exists in relation the ethical approval of other 
research proposals.  
 
It is envisaged that the Department of Health will legislate for a national framework for 
research ethics through the enactment of the Health Information Bill and through 
amendments to existing national legislation, namely, the European Communities 
(Clinical Trials on Medicinal Products for Human Use) Regulation 2004.(3)  
 
It is expected that the Authority will, subject to enactment of appropriate legislation, 
take over the role of the supervisory body in relation to the RECs under the clinical trial 
legislation – that is, the European Communities (Clinical Trials on Medicinal Products for 
Human Use) Regulations 2004.  
 
In addition, it is expected that the Authority will also assume a similar role in relation to 
health research involving multi-site research, subject to the enactment of the proposals 
contained in the Health Information Bill.  
 
In its proposed role as supervisory body, it is intended that the Authority will, in 
collaboration with an advisory group of key stakeholders, develop national standards for 
the operation of RECs, and subsequently monitor the compliance of the RECs with those 
standards. 
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3. United Kingdom  
 
 

3.1 Introduction  
 
The National Health Service (NHS) in the United Kingdom (UK) was established in 1948 
to provide healthcare to the population. The NHS provides free healthcare to all 
residents of the UK except for a small charge for prescriptions, dental and optical 
services. The NHS is financed by the taxpayer but is managed separately in England, 
Scotland, Wales and Northern Ireland. Strategic health authorities (SHA) in England 
have responsibility for 10 geographical areas. The NHS is further divided into trusts, 
which have responsibility for providing care across different services in health such as 
acute hospital services and ambulance services. Formal establishment of RECs in the 
NHS began in 1991, following the publication of UK Department of Health guidance on 
governance arrangements for RECs known as the Red Book.(20) 
 
The requirements for ethical review by RECs are set out in section 2.3 of the 
harmonised UK-wide edition of the Governance Arrangements for Research Ethics 
Committees (GAfREC), published by the UK Health Departments in 2011.(21) All research 
studies in the NHS that involve human participants, their tissue or data and any 
research where ethical review is required by legislation must successfully undergo ethics 
review by a RECs established under GafREC. 
 
Under arrangements agreed between the four UK Health Departments, the National 
Research Ethics Services (NRES) was set up in 2007, a successor of the Central Office 
for Research Ethics Committee first established in 2000. NRES is the administrative body 
responsible for providing advice, assistance and operational support to NHS RECs for 
clinical research. NRES has a mission to protect the rights, safety and dignity and 
wellbeing of research participants and to facilitate and promote ethical research that is 
of potential benefit to participants, science and society.  
 
There are two main types of RECs: recognised and authorised. Recognised RECs are 
recognised by the UK Ethics Committee Authority (UKECA) for review of clinical trials of 
investigational medicinal products, in accordance with the Medicines for Human Use 
(Clinical Trials) Regulation 2004.(3) Authorised RECs are established under the 
Department of Health governance arrangement for RECs, but are not recognised by 
UKECA for the purpose of reviewing the ethical component of clinical trials.  
 
In the UK there are other bodies involved in ethical review that fall outside NRES remit 
for example, Ministry of Defence (MoD) Research Ethics Committees, collectively known 
as MoDREC, which reviews studies involving MoD personnel and the Social Care REC is 
national REC for social care research in England. 
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In December 2011, NRES became part of the newly established Health Research 
Authority (HRA), a statutory body with responsibility for coordinating the regulation of 
health research in the UK.  
 
 
3.2 Legislation  
 
Ethics reviews in the UK are largely based on the Declaration of Helsinki,(22) the World 
Medical Associations (WMA) best known policy statement, which is an internationally 
recognised framework that sets out the principles for conducting ethical health research.  
 
Clinical trials are governed under the EU Clinical Trials Directive (2001/20/EC), a 
directive from the European Parliament and Council.  The UK legislation went before 
parliament in April 2004 and became effective in May 2004 – The Medicines for Human 
Use (clinical trials) Regulations 2004.(3)  
 
Up to this time, the UK legislation had been The Medicines Act 1968 and any associated 
statutory instruments, which made no provision for ethical review.  Every clinical trial 
involving a medicinal product, except where they are deemed to be ‘non-interventional’ 
is covered by this new legislation, whether the trial was sponsored by industry, the 
government, a research organisation, a charity or a university.  
 
Ethics committee approval is an integral part of the regulation of clinical trials and it is 
against the law to start or conduct a clinical trial until there is favourable opinion from 
an ethics committee. The United Kingdom Ethics Committee Authority (UKECA) grants 
recognition to ethics committees and allows them to review protocols for clinical trials 
that involve investigational medicinal products. These are known as recognised RECs. 
 
Informed consent is at the heart of ethical research. In the UK there is legislation on 
human tissue (Human Tissue Act 2004)(23) and mental capacity (Mental Capacity Act 
2005),(24) with provisions to protect those who participate in research. Broadly speaking, 
the legislation requires RECs to review research proposals involving the following:(21) 
 
� people who lack (or lose) the capacity to give informed consent to take part (or to 

keep taking part) in the research 
� processing of confidential patient information

 

without consent where this would 
otherwise breach confidentiality 

� material consisting of or including human cells, which has been taken from the living 
or the deceased  

� patients who are cared for in private and voluntary sector nursing homes (in 
England, Wales and Northern Ireland) and/or residents of residential care homes (in 
Northern Ireland only) 

� exposure to ionising radiation 
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� medical devices that are not CE-marked (i.e. not compliant with European Directives) 
or CE-marked medical devices that have been modified or are being used for a new 
purpose 

� investigational medicinal products  
� practicing midwives conducting a clinical trial  
� protected information from the Human Fertilisation and Embryology Authority 

Register. 
 
 
3.3 Organisation responsible for research ethics  
 
Under arrangements agreed between four UK Health Departments, the National 
Research Ethics Service (NRES) is the administrative body responsible for providing 
advice, assistance and operational support to the NHS REC for the whole of the UK, 
including those recognised by UKECA.  In December 2011 there were approximately 110 
NHS RECs in the UK.(8) NRES protects the rights, safety, dignity and wellbeing of 
research participants by:(25) 
 
� providing robust and responsive ethical review of research through the NRES RECs 
� providing ethical guidance to the NRES RECs 
� providing and delivering a managed structure to support NRES RECs 
� delivering a quality assurance (QA) framework 
� delivering a training programme  
� working with colleagues across the UK to maintain a UK-wide framework for ethical 

review 
� working with colleagues in the wider regulatory environment to streamline the 

processes for approving research  
� promoting and supporting transparency in research.  
 
NRES provides ethical guidance and management support to the RECs as well as a 
quality assurance framework for the ethics services and training programmes.(13) NRES 
provides support to the RECs though regional network of operational managers. It also 
administers a system of accreditation based on self-assessment and audit.  
 
NRES supports the Social Care REC (SCREC), which was established in 2009 to review 
non-clinical research with users of social care services in England. The SCREC is 
appointed by and is accountable to the Social Care Institute of Excellence, but has 
adopted the NRES standard operating procedures (SOPs) and uses the Integrated 
Research Application System (IRAS).(13) 
  
In 2011 NRES also assumed responsibility for Gene Therapy Advisory Committee 
(GTAC), the national recognised REC for novel gene and stem cell therapy. 
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3.4 Models used to implement clinical trials legislation  
 
The EU Clinical Trials Directive (2001/20/EC) came in to force in May 2004. For ethical 
review of clinical trials of investigational products, the ethics committee must be 
recognised by the United Kingdom Ethics Committee Authority (UKECA), which is a body 
established under the Medicines for Human Use (Clinical Trials) Regulation 2004.  
 
The application for clinical trial authorisation is made to the Medicines and Healthcare 
products Regulatory Authority (MHRA) which is a separate process to gaining ethical 
approval.  
 
UKECA grant recognition to ethics committees and allows them to review protocols for 
clinical trials that involve investigational medicinal products. These are known as 
recognised RECs and can be divided into two types – Type 1 and Type 3. Type 1 is 
recognised to review phase one in healthy volunteers for the whole of the UK and Type 
3 is recognised to review trials in patients for the whole of the UK other than phase one 
trials in healthy volunteers. Some RECs have both Type 1 and Type 3 recognition. Until 
2011, the Type 1 RECs included a number of independent committees established 
outside the NHS.  Now all Type 1 RECs are within NRES.   
 
 
3.5 Approach to processing applications  
 
The Integrated Research Application System (IRAS) was established in 2007 as a single 
online system for applying for permissions and approvals for health and social care 
research in the UK. The system uses filters to ensure that the data collected and 
collated is appropriate to the type of study and permissions and approvals required.  
 
Once information has been entered about the study, and any relevant authorisations on 
applications forms are made, the application is ready to be submitted. Since 2009 all the 
data required to make an application to the Medicines and Healthcare products 
Regulatory Agency (MHRA) for authorisation of a clinical trial can be completed using 
IRAS. 
 
To obtain ethical review of a clinical trial the chief investigator is responsible for 
submitting the request to a recognised ethics committee. The application will then be 
booked for review through either a local allocation system or a central allocation system. 
 
A local allocation system (LAS) is a telephone booking service which allocates 
applications to a suitable agenda slot within a local group of RECs. The central allocation 
system (CAS) is the telephone booking service which identifies and allocates applications 
to an appropriate REC for certain categories of study, for example all clinical trials of 
medicinal products would be booked via the CAS. When the booking is confirmed, the 
chief investigator submits one copy of the application to the REC for review. At the time 
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of this report in 2012, an electronic booking and submission process was due to be 
introduced within IRAS. 

IRAS not only manages applications from the NHS but also from other entities for 
example the Ministry of Justice (MOJ) who is the review body for research carried out 
on prisoners and MOJ personnel. IRAS captures the information needed for the relevant 
approvals from the following review bodies:(26) 
 
� Administration of Radioactive Substances Advisory Committee (ARSAC)  
� Gene Therapy Advisory Committee (GTAC)  
� Medicines and Healthcare products Regulatory Agency (MHRA)  
� Ministry of Justice  
� NHS / HSC R&D offices  
� NRES/ NHS / HSC RECs  
� National Information Governance Board (NIGB)  
� National Offender Management Service (NOMS)  
� Social Care RECs.  
 
Under the Medicines for Human Use (Clinical Trials) Regulations,(3) it is possible to 
appeal against an unfavourable opinion. The application is then given to another 
recognised ethics committee. Notice of appeal must be given within 90 days. NRES 
arrange for the application documentation to be transferred without amendments to the 
second committee.  
 
The second committee carries out the review under the same standard operating 
procedures, that is, within 60 days allowing for the clock to stop once to request further 
information. The applicant also has the option of submitting a new application in the 
normal way, taking account of the reason given for the unfavourable opinion.  
 
 
3.6 Approach to establishment of research ethics committees  
 
Each REC consists of between seven and 18 voluntary members. At least one-third of 
the members must be lay people (that is, people whose main personal or professional 
interest is not in a research area).  
 
The remainder of the committee are expert members, who are specialists including 
doctors, other healthcare professionals and academics. At least half of the lay members 
must be in a category known as ‘lay plus’. This category excludes former healthcare 
professionals and anyone who has been involved in clinical research other than as a 
participant. 
 
Under the Governance Arrangements for Research Ethics Committees (GAfREC) 
appointments are by an open process.(21) Vacancies are filled following public 
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advertisement in the press, and/ or local, professional, and other networks as 
appropriate. Vacancies for lay members are always advertised publicly.  
 
Potential candidates are required to complete an application form and will be 
interviewed. Responsibility for the appointment of NHS RECs lies with NHS appointing 
authorities. The appointing authority for the NRES RECs in England is the Health 
Research Authority, with equivalent arrangements in Scotland, Wales and Northern 
Ireland. 
 
The following expertise is sought from members:  
 
� relevant methodological and ethical expertise in clinical, non-clinical qualitative and 

other research methodologies in the health and social sciences fields  
� clinical practice, including both hospital staff and primary/community care 

practitioners 
� statistics related to research 
� pharmacists.(13) 
 
There is no particular area targeted for lay members. The main considerations are 
personal interests in issues of medical research, ethics, and patient care, and willingness 
to make the necessary commitments.(13) 
 
To ensure the independence of appointments, members’ information such as their 
name, profession and any affiliations and interests are published. Appointing bodies are 
required to avoid conflicts of interest. Members are expected to declare any material 
interests in applications to be reviewed at the commencement of each meeting of the 
committee on which they serve.  
 
Where there is a significant conflict of interest, the member is expected not to take part 
in the review process of that particular project. Where the member is named as a chief 
investigator on an application it must be transferred to another REC. NRES delivers a 
comprehensive training programme to research ethics services, including training events 
for new and existing REC members and staff, NRES staff and those carrying out 
research.(13) 
 
 
3.7 Approach to setting of standards  
 
In 2011 the National Research Ethics Service (NRES) published version 5 of its SOPs for 
RECs.(9) This document states that each REC within the research ethics service is 
required to adopt SOPs approved by or on behalf of its appointing authority. The REC is 
required to act in accordance with its SOPs and is ultimately accountable to its 
appointing authority for its governance in this respect. Appointing authorities are the 
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bodies that establish RECs, appoint and indemnify their members, seek their recognition 
if the law requires it and monitors their performance through annual reports.  
 
 
3.8 Approach to monitoring compliance  
 
NRES operates a quality assurance programme for all NHS REC in the UK. An audit and 
accreditation system has been developed and implemented; the system includes self-
assessment by REC SOPs undertaken by the National Research Ethics Service’s Quality 
Assurance Department. Audit and accreditation is repeated at three-yearly intervals.  
 
NRES quality assurance programme includes other methods of quality assurance, for 
example, quality control checks carried out by the operational managers every six 
months, routine review of appeals and complaints. ‘Shared Ethical Debate’ – a dummy 
review exercise involving review of the same protocol by a number of RECs and 
comparison of issues raised and feedback from applicants through a standards feedback 
form are also performed.  
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4. Canada  
 
 

4.1 Introduction  
 
Canada is a parliamentary democracy and consists of a federation of 10 provinces and 
three territories. It has a population of approximately 34 million people concentrated in 
the south of the country. The federal government is responsible for matters that 
concern Canada as a whole, such as international trade and national defence. Provincial 
and territorial governments fund and are responsible for the administration and 
provision of healthcare and social services in their respective areas. However, the 
provinces and territories do not have exclusive legislative powers, as they also receive 
federal funding that is dependent on compliance with the Canada Health Act, 1984 
(CHA).(27) Health Canada is the federal department responsible for health.  
 
Canada does not have an overarching statutory structure regulating ethics for human 
experimentation. In relation to clinical trials the Food and Drugs Act and Regulations 
provide authority to Health Canada to regulate the sale of drugs for the purpose of use 
in human clinical trials. Division five of the regulations relates to clinical trials and came 
into force in September 2001. A research ethics board (REB) is defined as a body not 
affiliated with the sponsor and their principle mandate of which is to approve the 
initiation of, and conduct periodic reviews of, biomedical research involving human 
subjects in order to ensure the protection of their rights, safety and wellbeing. REBs are 
intuitionally based and made up of members at a local level. Approval of local REB at 
each institution is necessary before a clinical trial is initiated. 
 
REB members are the gatekeepers charged with determining whether to approve the 
conduct of clinical trials research. The responsibility for protection of research 
participants rests at the local REB level which are maintained as volunteer-services 
committees often with a high membership turnover rate.(14) There is neither a formal 
REB training nor a mandated continuous education programme for REBs in Canada. 
 
In 2001, Canada’s three federal research agencies, known as ‘the agencies’ which 
include the Canadian Institute of Health Research (CIHR), the Natural Sciences and 
Engineering Research Council (NSREC) and the Social Science and Humanities Research 
Council (SSHRC), jointly created the Interagency Advisory Panel on Research (PRE or 
Panel) as part of a collaborative effort to promote the ethical conduct of research 
involving human participants. The PRE develops, interprets and implement the Tri-
Council policy statement on Ethical Conduct for Research Involving Humans (TCPS).(28)  
 
The first version of the policy statement was published in 1998, and after major revision 
after a decade of change the second version was published in 2010.(10) This is the joint 
research ethics policy statement of these federal research agencies and if any institution 
is found to be non-compliant they may loose their funding for all nationally funded 
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research, not just the clinical research activities. This policy expresses the three 
agencies continuing commitment to the people of Canada to promote the ethical 
conduct of research involving humans. It has been informed, in part, by leading 
international ethics norms, all of which may help, in some measure, to guide Canadian 
researchers particularly based in university and government organisations, in Canada 
and abroad, in the conduct of research involving humans. 
 
 
4.2 Legislation 
 
The Food and Drugs Act and Regulations provide authority to Health Canada to regulate 
the sale of drugs for the purpose of use in human clinical trials. Division five of the 
regulations defines specific Clinical Trial Applications (CTA) and Clinical Trial Application 
Amendments (CTA-A) requirement for the sale and importation of drugs for use in 
human clinical trials in Canada.  Approval of local REB at each institution is necessary 
before a clinical trial is initiated. 
 
At a provincial level, Quebec Civil Code mandates REBs approval for research involving 
minors or a person of full age who are incapable of giving consent. The REBs are 
formed by the Minister of Health and Social Services or designated by that Minister 
among existing RECs; the composition and operating conditions of the committees are 
determined by the Minister.(29)  
 
For research other than clinical trials and those covered under the Quebec Civil Code, 
there is no specific legislation. However, the Tri-Council Policy Statement Ethical 
Conduct for Research Involving Humans (TCPS)(10) has provided guidance to 
multidisciplinary ethics review in both publicly and privately funded research. There are 
also pieces of legislation that make reference to research ethics, for example, the 
legislation creating the Canadian Institutes of Health Research (CIHR) in 2000 
specifically mentioned ethics in the preamble. This legislation led to the inclusion of an 
ethics member in boards across the Institutes and the creation of an Ethics Office within 
CIHR. Prior to the creation of CIHR, the Medical Research Council of Canada (MRC) has 
mandated ethics review and provided guidelines to researchers since 1978. Ethics 
review in Canada has also been influenced by the adoption in 2000 of the Personal 
Information Protection and Electronic Documents Act (PIPEDA)(30) as well as the 
adoption of provincial legislation specific to personal information in the health sector. 
 
 
4.3 Organisations responsible 
 
Canada does not have central governance in place for research ethics. The authority of 
the REB is delegated through the institution’s normal process of governance and the 
institution in which research involving human subjects is carried out shall mandate the 
REB to approve, reject, propose modifications to, or terminate any proposed or ongoing 
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research involving human subjects that is conducted within, or by members of, the 
institution.(10)  
 
The Tri-Council Policy Statement, Ethical Conduct for Research Involving Humans 
(TCPS)(10) provides guidance to the REB. Interagency Advisory Panel on Research (PRE) 
is responsible for promoting the ethics of research involving humans and it has the 
following mandate:  
 
� promote high ethical standards of conduct in research involving humans 
� advise the Agencies about the ongoing development and evolution of the TCPS 2 
� establish or commission ad hoc expert groups to address specific issues 
� provide interpretations of the TCPS 2 for its implementation and use 
� learn from and respond to evolutions in research ethics issues and practices in a 

national and international context 
� promote and support the implementation of the TCPS 2 
� identify educational activities and mandate the Secretariat to implement and 

promote them 
� participate in the ongoing national discussion regarding the development of an 

oversight system for the ethics review process 
� recognise the diversity of approaches used in research involving humans 
� report annually on its activities to the presidents of the Agencies. 
 
In 2010, the three main agencies – CIHR, SSHRC and NSERC – published the second 
edition of the TCPS (TCPS 2) as part of their commitment to keep the Policy ‘a living, 
evolving document that reflects developments in research and research ethics’.  
 
TCPS 2 continues to be founded on respect for human dignity, but the original core 
principles have been consolidated from eight into three. Three new chapters and many 
new articles have been added. The policy has been updated to address relevant 
research ethics issues that are more inclusive of the research disciplines of the three 
Agencies (CIHR, SSHRC and NSERC).  
 
Two companion documents have been specifically created to facilitate a comparison 
between the two editions. Highlights of TCPS 2 and Tables of Concordance are available 
on the website of the Panel on Research Ethics. The scope of application of the 2010 
TCPS is the same as that of the 1998 TCPS.  
 
The number of REBs is unknown in Canada, but there is a mechanism to self-report and 
register a REB with the National Council on Ethics in Human Research. The National 
Council on Ethics in Human Research was created in 1989 to provide leadership in 
advancing the knowledge and practice of the ethical conduct of research involving 
humans through advice, guidance and education to stakeholders. This self-reporting is 
not considered reliable and in Quebec there is mandatory registration of REB to the 
Health and Social Service Department in addition to annual reporting that suggests over 
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100 institutionally based REBs exist. However, this does not include private REBs who 
may only voluntarily register.(31) 
 
The Canadian Association of Research Boards (CAREB)(32) is a grassroots national 
membership organisation intended to represent the interest of all Canadian REBs and to 
reflect REB perspectives and concerns. CAREB seeks to encompass all REBs. A process 
of community building is its first priority.  
 
The following services are provided by the CAREB:  
 
� improving networking with other REBs and the sharing of best practices 

� members have access to a complete list of the membership, and registered REBs 
coordinators 

� members can post reference documents and have access online to the Association's 
document repository 

� provide a venue for the discussion of common issues and challenges 

� members are invited to actively participate in the Association activities 

� provide more timely and consistent information from external organisations and 
regulators 

� members are invited to post news and share commentaries on the website 

� help identify the educational and professional needs of REB members and 
administrators, and provide a collective voice in seeking the resources to support 
these needs.(32) 

An example of a REB is the Research Ethics Board established by Health Canada to 
formalise the department’s ethics review process. All research involving human subjects 
at Health Canada or the Public Health Agency of Canada (PHAC) must be reviewed and 
approved by the Research Ethics Board. Approval must be obtained in writing before the 
research begins. The REB are guided by the principles of the Tri-Council Policy 
Statement, Ethical Conduct for Research Involving Humans(10) which sets the standards 
for research ethics boards in Canada: 
 
� carried out by Health Canada or PHAC (intra-mural) 
� performed by Health Canada or PHAC in collaboration with external researchers 
� carried out on Health Canada or PHAC premises 
� conducted under contract to Health Canada or PHAC and/or 
� funded by Health Canada or PHAC through grants and contributions to external 

researchers. 
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4.4 Models used to implement clinical trials legislation 
 
In relation to clinical trials the Food and Drugs Act and Regulations provide authority to 
Health Canada to regulate the sale of drugs for the purpose of use in human clinical 
trials. Sponsors must file a clinical trial application (CTA) to conduct clinical trials in 
phase I through to III of drug development and comparative bioavailability trials. Health 
Canada reviews the applications and notifies the sponsor within 30 calendar days if the 
application is found to be deficient. If the application is deemed acceptable, a No 
Objection Letter (NOL) will be issues within the 30 day review period. It is the 
responsibility of Health Canada to ensure the approval of local/ institutional REBs at 
each institution is obtained before a clinical trail is initiated.(33)  
 
Health Canada endorses Good Clinical Practice (GCP). This is an international ethical and 
scientific quality standard for designing, conducting, recording and reporting trials that 
involve the participation of human subjects. Compliance with this standard provides 
public assurance that the rights, safety and wellbeing of trial subjects are protected, 
consistent with the principles that have their origin in the Declaration of Helsinki, and 
that the clinical trial data is credible. The objective of this GCP guidance document is to 
provide a unified standard for the European Union (EU), Japan and the United States to 
facilitate the mutual acceptance of clinical data by the regulatory authorities in these 
jurisdictions. The principles established in this guidance document may also be applied 
to other clinical investigations that may have an impact on the safety and wellbeing of 
human subjects.(34) 
 
In addition, Chapter 11 of the TCPS2(10) focuses on clinical research and the ethical 
issues involved in the design, review and conduct of the clinical trials. It also addresses 
clinical trials design, therapeutic misconduct, research-attributable risk, and other issues 
that may be unique to clinical trials. The emphasis in this chapter is on ethical guidance, 
grounded in the core principles of this policy: respect for persons, concern for welfare 
and justice. As is the case throughout the policy, the welfare of the participants takes 
precedence over the interests of the researchers and sponsors.  
 
 
4.5 Approach to processing applications 
 
In relation to clinical trials, Health Canada reviews the clinical trial application and 
ensures the approval of local/ institutional REBs at each institution is obtained before a 
clinical trial is initiated. 
 
The following is an example of how the Research Ethics Board for Health Canada and 
the Public Health Agency deal with applications. All research involving human subjects 
at Health Canada or the Public Health Agency of Canada (PHAC) must be reviewed and 
approved by the Research Ethics Board. Approval must be obtained in writing before the 
research begins. 
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A completed Research Ethics Board pack has six main components:  
 
� completed application form with all necessary signatures 
� research protocol  
� consent and absent forms 
� completed science peer review and itemised response  
� copy of the contracts terms of reference or statement of work  
� all documentation submitted and approved by another REB.  
 
The application form for an ethics review must be completed and submitted to the 
Research Ethics Board Secretariat. The Research Ethics Board can make four separate 
decisions about the project:  
 
� approval  
� approval with revisions  
� deferral of approval 
� not approved.(35) 
 
Research must not commence until a certificate of ethics approval is received from the 
Research Ethics Board chair. The Research Ethics Board may, on ethical grounds, 
approve, reject, make modifications to, or terminate any proposed or ongoing research 
involving humans, which is conducted by or on behalf of the department.  
 
During fiscal year 2008-2009, the  Research Ethics Board for Health Canada and the 
Public Health Agency received 172 applications from researchers for an ethics review. Of 
these applications, the Board reviewed: 77 new research proposals; 35 amendment 
reports; 39 annual progress reports; and 21 completion reports.(36)  
 
 
4.6 Approach to establishment of research ethics committees 
 
For clinical trials the composition of the research ethics board is clearly defined in the 
legislation.(37) A research ethics board is defined as ‘a body that is not affiliated with the 
sponsor, and the principal mandate of which is to approve the initiation of, and conduct 
periodic reviews of, biomedical research involving human subjects in order to ensure the 
protection of their rights, safety and wellbeing’. The REB must be made up of: 
 
� at least five members, that has a majority of members who are Canadian citizens or 

permanent residents under the Immigration Act, that is composed of both men and 
women  

� two members whose primary experience and expertise are in scientific discipline, 
who have broad experience in the methods and areas of research to be approved 
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and one of whom is from a medical discipline or, if the clinical trial is in respect of a 
drug to be used for dental purposes only, is from a medical or dental discipline 

� one member knowledgeable in ethics 
� one member knowledgeable in Canadian laws relevant to the biomedical research to 

be approved 
� one member whose primary experience and expertise are in a non-scientific 

discipline, and 
� one member who is from the community or is a representative of an organisation 

interested in the areas of research to be approved and who is not affiliated with the 
sponsor or the site where the clinical trial is to be conducted. 

 
For research other than clinical trials the structure of the research ethics board is 
designed around the guidelines set out in the Tri Council Policy Statement (TCPS)(10) 
which are similar to those in the regulation for clinical trials. The REB reflects gender as 
well as Canada’s geographical and ethnic diversity. However, in reality the process of 
appointing REB members varies broadly. The members are appointed in a number of 
ways depending on who is hosting the REB.  
 
Following TCPS guidelines the REB shall consist of at least five members, including both 
men and women of whom: 
 
� at least two members who have broad expertise in the methods or in the areas of 

research that are covered by the REB 
� at least one member who is knowledgeable in ethics 
� for biomedical research, at least one member who is knowledgeable in the relevant 

law; this is advisable but not mandatory for other areas of research and  
� at least one member who has no affiliation with the institutions, but is recruited from 

the community served by the institution. 
 
The Tri Council Policy stipulates that institutions should also consider the nomination of 
a substitute REB member therefore, in the event of illness or unforeseen circumstances, 
the board will not become paralysed. Seven substitute members are also nominated. 
The following is an example of the Research Ethics Board members for Health Canada. 
The members are appointed by the Deputy Minister and can serve for up to two 
consecutive three-year terms. The REB consists of eight members including the Chair. 
Seven substitute members are also nominated in the event of illness or unforeseen 
circumstances. The following qualification or backgrounds are mandatory for the 
members of the Research Ethics Board:  
 
� three members with broad expertise in the methods of research conducted by Health 

Canada  
� one from outside Health Canada  
� one from Health Canada 
� one from the Public Health Agency of Canada  
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� two members who are knowledgeable in ethics 
� one member who is knowledgeable in relevant law  
� two members with no affiliation with Health Canada, one recruited from the 

community served by Health Canada and other members as an Aboriginal 
representative.  

 
The Research Ethics Board has weekly conference calls to review responses to 
information requests and amendments.   
 
 
4.7 Approach to setting of standards 
 
Health Canada has endorsed the standard on Good Clinical Practice (GCP) for all clinical 
trials.(34) At the time of writing this report, the Canadian General Standards Board 
(CGSB) is in the process of developing standards for REBs reviewing biomedical clinical 
trials regulated by Health Canada. At present these standards are not mandatory and a 
private company has been contracted to monitor against these standards. The future 
plan is to introduce an accreditation system to regulate REBs for clinical trials.  
 
For other researchers the REB should follow the ethical principles set out in the Tri 
Council Policy Statement TCPS.(10) These principles have been widely adopted by diverse 
research disciplines and as such, they express common standards, values and aspiration 
for the research community(10) as follows:  
 
Respect for human dignity  
The principle aspires to protect the multiple and interdependent interests of the person 
from the bodily to the psychological to cultural integrity. 
 
Respect for free and informed consent  
Individuals are generally presumed to have the capacity and right to make free and 
informed decisions.  

 
Respect for vulnerable persons  
Respect for human dignity entails high ethical obligations towards vulnerable persons to 
those whose diminished competence and or decision-making capacity make them 
vulnerable.  
 
Respect for privacy and confidentiality 
Respect for human dignity also implies the principles of respect for privacy and 
confidentiality. 
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Respect for justice and inclusiveness  
Procedural justice requires that the ethics review processes has fair methods, standards 
and procedures for reviewing research protocols, and that the process be effectively 
independent. 
 
Balancing harms and benefits  
The analysis balance and distribution of harms and benefits are critical to the ethics of 
human research. 
 
Minimising harm  
Research subjects must not be subject to any risk of harm, and their participation in 
research must be essential to achieving scientifically and socially important aims that 
cannot be realised without the participation of human subjects. 
 
Maximising benefits  
The principle of the beneficence imposes a duty to benefit others and, in research 
ethics, a duty to maximise net benefits.  
 
4.8 Approach to monitoring compliance  
                      
Compliance with the regulatory framework for clinical trials is assured via assessment of 
submitted applications for clinical trials and oversight of trials during their course. The 
Health Products and Food Branch Inspectorate had the mandate to conduct inspections 
of clinical trials.  Approximately 2% of trials are inspected each year, with the primary 
focus on protection of subjects participating in the trial. Inspections are also conducted 
in the case of complaints or concerns relayed to Health Canada. 
 
In relation to other health research, prior to receiving funds from the three agencies, 
institutions must agree to comply with a number of agency policies set out as schedules 
in a memorandum of understanding between the agencies and institutions. Researchers 
are expected, as a condition of funding, to adhere to the TCPS2. Institutions should 
support their efforts to do so.  For example, instances of non-compliance with the REB 
policies and procedures for research involving human subjects must be brought to the 
attention of the REB chair for review and resolution.  
 
If appropriate, the REB chair will report any serious instance of non-compliance to the 
agencies and to the appropriate institutions officials.  
 
Non-compliance may include: 
 
� failure to obtain prior REB ethics approval before commencing a research project  
� inadequate supervision of the research 
� failure to report adverse events or protocol changes to the REB  
� failure to provide ongoing progress reports 
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� significant deviation from the approved protocol. 
 
The REB may take the following actions: 
 
� education measures 
� compliance audits  
� termination or suspending the REB approval of active studies  
� recommend to the reporting authority that restrictions be placed on the ability to 

serve as an investigator on research projects involving human participants and also 
to freeze research funds. 
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5. Netherlands  
 
 
5.1 Introduction  
 
The Netherlands is among the six founding members of the European Union with a 
population of approximately 16.5 million. It is divided into 12 provinces and 646 
municipalities. The decentralised governing bodies have a significant portion of the 
responsibility for running the healthcare services. 
 
In 2006, a major reform of the Dutch healthcare system came into effect for many 
reasons, including the need to curb increasing healthcare expenditure. At the core of 
this new system is the Health Insurance Act (Zorgverzekeringswet or Zvw). The key 
characteristics of the health insurance reform introduced by the Health Insurance Act 
are that health insurers offer the basic health insurance package to citizens, and the 
citizens, in turn, are obliged to take out health insurance. Insurers are obliged to accept 
all citizens and may not differentiate premiums based on the health risks of the insured. 
 
The Netherlands was one of the first EU nations to have developed and implemented 
research ethics committees (RECs). The Medical Research involving Human Subjects Act 
(WMO) came into force in 1999. Prior to the implementation of this Act virtually all 
university medical centres, hospitals and research institutes had their own Medical 
Research Ethics Committees known by its Dutch initials, METCs*. This resulted in more 
than 100 committees being involved in the assessment of research proposals and no 
regulations governing the review of research proposals.  
 
As a result, the total number of research proposals being reviewed annually was 
unknown with the numbers of existing medical research ethics committees (MRECs) or 
their composition also unknown. The Medical Research Involving Human Subjects Act 
came in to force in 1999. This made provisions to establish the Central Committee on 
Research Involving Human Subjects (CCMO), which regulated MRECs using an 
accreditation system. In 2010 the number of accredited MRECs in operation decreased 
to 27.(38) 
 
 
5.2 Legislation 
 
Research involving human subjects has been legally regulated in the Netherlands since 
1999 via the Medical Research Involving Human Subjects Act, known by its Dutch initials 
as WMO. This stipulates that medical/ scientific research, or research that involves 
subjecting people to procedures or where they are required to follow rules and 
behaviours, must go for ethical review.  
                                                 

* METCs are the Dutch initials for medical research ethics committees, however, for the purpose of this document 
they will be referred to as medical research ethics committees (MRECs). 
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There are two types of committee involved in the assessment of research protocols 
involving humans – the Central Committee on Research Involving Human Subjects 
(CCMO), which is the competent authority for medicinal products, and the accredited 
medical research ethics committees (MRECs). All research involving human subjects 
must be assessed in advance by either committee, depending on the type of research 
that is being undertaken. 
 
In relation to clinical trials, on 4 April 2001, the EU Clinical Trials Directive (2001/20/EC) 
was published which regulates the assessment of research with medicinal products 
within the EU. Five year later, on 1 March 2006, the Directive came into effect in the 
Netherlands. As a result, a medicinal products study must be reviewed by two bodies in 
each member state. In the Netherlands this means by an accredited MREC and by the 
CCMO (competent authority). A full scientific, medical and ethical review is carried out 
by an accredited MREC and the competent authority carries out a marginal review.  
 
 
5.3 Organisations responsible 
 
The Central Committee on Research Involving Human Subjects (CCMO) is an 
independent government body with an independent secretariat set up in 1999. The 
CCMO is responsible for implementing the Medical Research Involving Human Subjects 
Act (known by its Dutch initials as WMO). The CCMO reports to the Dutch Minister for 
Health, Welfare and Sport. The CCMO is responsible for the following: 
 
� the accreditation and oversight of the MRECs  
� reviewing protocols for medical research involving human subjects and spare 

embryos 
� acting as the competent authority for medicinal products 
� issuing legally binding directives to all accredited MRECs regarding the conduct of 

their activities 
� registering core data protocols for medical research involving human subjects 
� accrediting members of the MREC and withdrawing accreditation where necessary  
� acting as an appeals body 
� responsible for the registration of research  
� acting as an information point for medical research involving human subjects.  
 
Under the WMO legislation, the CCMO has a mandate to review a number of research 
applications. Its annual report shows that this amounts to a few dozen each year and is 
in specific fields of research that include: 
 
� non-therapeutic intervention research with minors and incapacitated subjects 
� research into:  

− vaccines 
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− the field of cell therapy 
− the field of gene therapy 

� research covered by the Opium Act 
� research covered by the Embryos Act.  
 
The CCMO publishes an annual report each year on both the CCMO and MRECs activities 
and is available online.(38) The CCMO accredits MRECs. Before research involving human 
subjects can commence in the Netherlands, the research file must be approved by an 
independent committee of experts (i.e. an accredited MREC). When drafting the WMO, 
the legislator expressly chose not to have central government perform this review in 
order to prevent the central government from unduly influencing medical ethical review 
of scientific research and thereby creating a form of state ethics.  
 
The MRECs provide the decentralised and independent review. A MREC exists to provide 
professional, independent and efficient review of medical research involving human 
subjects, as referred to in the WMO. The object of this review is to protect the rights, 
safety and the welfare of subjects participating in such research and to safeguard the 
validity of the research data. In this context, special attention should be given to 
vulnerable groups of people. MRECs review most clinical trials on investigational 
medicinal products as well as non-therapeutic observational studies, exceptions being 
the aforementioned studies (i.e. gene therapy, cell therapies, and vaccine trials).      
 
 
5.4 Models used to implement clinical trials legislation 
 
Both the accredited MRECs and the CCMO have a role to play in the ethical review for 
clinical trials. The CCMO is the competent authority. A full review is carried out by an 
accredited MREC and the competent authority carries out a marginal review.  
 
Marginal review by CCMO consists of consulting the adverse responses database of the 
European Union for adverse responses from unauthorised medicinal products database 
not included in the research file. Additionally, the CCMO verifies whether the applicant 
had made an application from the EU database. In 2010 the CCMO carried out marginal 
review of 527 new studies.(38)  
 
 
5.5 Approaches to processing applications 
 
Research covered by the Medical Research Involving Human Subjects Act (WMO) must 
be submitted to the accredited MRECs for approval before it can be carried out. 
Approximately 1,800 research files are submitted to the 27 accredited MRECs each year. 
In a handful of cases, the CCMO acts as the research committee. Approximately 3% of 
proposed research is rejected.(38)  
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The MRECs review research protocols in accordance with the rules laid down by the 
WMO (see Table 4). MRECs must follow the rules laid down in the WMO when reviewing 
studies. The following are examples of these rules.(38)  
 
Table 4. A sample of rules from the Medical Research Involving Human   
               Subjects Act 
 
Protocol 
 

A research committee can only provide a positive 
judgment of a research protocol on a number of 
grounds, for example, if the scientific research 
contributes to new insights in the field of medicine, 
if there is no simpler alternative, or if the study 
meets the scientific criteria for research, or if the 
study is to be carried out by or under the 
supervision of a qualified investigator. 

Patient information  
 

People who take part in medical research must be 
given written information about the study before 
their consent is requested. 

Consent form  
 

People taking part in medical research must give 
their consent in writing and must be given sufficient 
time between receiving the information and being 
asked to consent so that they can reflect on the 
matters and come to a considered judgment. 

Independent physician  
 

An independent physician is appointed for each 
study and therefore the research subjects are 
entitled to ask for and receive information and ask 
questions. 

Insurance for research 
subjects  
 

The study sponsor must ensure that insurance 
covering damage to research subjects is taken out. 
This is referred to as direct damage insurance. A 
liability insurance applies. 

 
There is a 10-protocol requirement for MRECs which was introduced in January 2000.  
This is based on the average number of new protocols to be assessed over a period of 
two calendar years. MRECs that review less than 10 research protocols lose their 
accreditation. 
  
MRECs must adhere to terms when reviewing research files. For regular WMO research, 
the term is set to a maximum of 112 days. If the review committee has to ask the 
applicant a question the clock is stopped. For applications regarding medicinal products, 
there is a term set which is a maximum of 60 days by either the MREC or the CCMO. 
Only one clock-stop is permitted during the review process.  
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ToetsingOnline is the online portal which allows applicants to complete, submit and 
monitor their application online. In 2009, ToestingOnline was expanded to include an 
‘MREC upload’ which allows MRECs to store their judgments online, however, not all 
MRECs currently use this functionality. This is a mandatory requirement since November 
2011. 
 
 
5.6 Approaches to establishment of research ethics committees 
 
Members and deputies of the CCMO are proposed by the Dutch Minister for Health, 
Welfare and Sport and appointed by Royal decree. Each member is appointed for a 
maximum term of four years and can be reappointed twice. The Committee has a 
maximum of 14 members plus their deputies.  
 
In accordance with the WMO, the Committee must always include the following: 
 
� one or more physician 
� expert in embryology, pharmacology, nursing science, behavioural science 
� solicitor 
� an expert in the methodology of scientific research and ethics 
� hospital pharmacist 
� molecular geneticist 
� a member who reviews research specifically from the subject point of view 
 
There are currently 27 accredited MRECs(38) in the Netherlands. This are made up of 
committees from universities, hospitals, institutions and organisations affiliated with 
institutions. The number of members that serve on the committees varies between the 
different committees, but there are at least five members on a MREC.  
 
All members of the MREC have to be approved by the CCMO. Applications are made by 
the MREC to CCMO. In 2010 the CCMO received 107 requests from MRECs for approval 
of candidate members. On average around 155 of the candidate members are rejected 
since their expertise is not in line with the requirements that have been stipulated for 
each discipline in the committee. The rules regarding the accreditation of MRECs under 
the WMO legislation are as follows:  
 
� The MREC must be made up of one or more physicians, experts in the fields of law, 

medical research methodology and ethics, plus a person who can assess medical 
research specifically from the subject’s viewpoint. A clinical pharmacologist and 
hospital pharmacist are required for those committees that review studies with 
medicinal products. With the exception of the latter two, all disciplines have to be 
represented by the different members. For each discipline the CCMO has drawn 
criteria which are used to evaluate the expertise of the candidate members. 
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� The MREC must make adequate provision for collaboration with other experts 
possessing specialist knowledge of particular fields relevant to the research protocols 
submitted to it. 

� The MREC must specify the research community with which it is associated. 
� The MREC must adequately prescribe its procedures, and ensure that its working 

practices are described in standard operating procedures (SOPs). 
� It must be reasonable to assume that the number of research protocols submitted to 

the MRECs for review will at least equal the minimum number stipulated by the 
central committee.(39) 
 
 

5.7 Approach to setting of standards 
 
The secretary working group which was founded in 2004 consists of acting secretaries 
for the accredited MRECs and the CCMO. The objective of the secretary working group 
is to find generic solutions to practical bottlenecks at the secretariats, to exchange 
experience and expertise and to further harmonise and professionalise the secretariats 
of accredited MRECs and CCMO.   
 
The operating procedures for use by the ethics committees were drafted by the 
secretaries of the MRECs who used the central-committee-involving-research-of-human-
objects template-operating procedure as a guide. All accredited MRECs participate in the 
secretaries working group and together the secretaries work on standing operating 
procedures (SOPs) for the MRECs in which the SOP system of the CCMO is being used 
as a template. In 2002 the CCMO published guidelines for MRECs called Manual for the 
Review of Medical Research Involving Human Subjects.(39)  
 
 
5.8 Approaches to monitoring compliance  
 
The CCMO, as the regulator, is responsible for monitoring the quality of accredited 
MRECs. The CCMO oversight task can be divided into roughly three categories: 
 
� assessment of regulations, expertise and independence of members 
� ‘cause oversight’ which is based on incidents, reports and risks/negative outcomes 

from research carried out 
� continuous oversight that involves monitoring of quality and continuity of the 

improvement process. 
 
CCMO has developed two oversight instruments in the past years – a warning (yellow 
card) and temporarily suspension of MRECs’ activities. In 2010, the CCMO temporarily 
suspended the activities of two MRECs and withdrew accreditation from one of the 
committees.(38)  
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In its 2010 annual report, CCMO announced it was developing a new method for 
continuous assessment of quality of both substantive review and the administrative 
process within accredited MRECs.(38)   
 
 

 

6. Norway 
 

 
6.1 Introduction  
 
Norway has a population of 4.9 million and is the second least densely populated 
country in Europe. Norway is a monarchy with a parliamentary democracy. There are 
three independent government levels – the national government, the county councils 
and the municipalities. The organisational structure of the Norwegian healthcare system 
is built on the principle of equal access to services which means that all inhabitants 
should have the same opportunities to access health services, regardless of social or 
economic status and geographic location.  
 
To fulfil this aim, the organisational structure has three levels that mirror political tiers – 
the national/ state level, the four health regions, and the municipalities. While the role 
of the state is to determine national health policy, to prepare and oversee legislation 
and to allocate funds, the main responsibility for the provision of healthcare services lies 
with the five four regions for specialist healthcare and the 430 municipalities for primary 
healthcare (which includes nursing care), and dental care at the 19 counties.  
 
At the national level, the parliament (Stortinget) serves as the political decision-making 
body. Overall responsibility for the healthcare sector rests at the national level, with the 
Norwegian Ministry of Health and Care Services.(40)  
 
Most GPs and specialists working outside of the hospital system are classed as private, 
but work under contract within the public system in return for grants and fees for 
service. Healthcare is mostly free at the point of access. However, some services, such 
as adult dental care and spectacles, are excluded from the statutory health system.  
 
Norway is already one of the most advanced countries in Europe in applying technology 
to healthcare and this is reflected in the computer-based medical equipment and 
software solutions that have been developed for its healthcare industry.  
 
Ethical reviews of biomedical research was established in Norway during the late 1980s 
and, in 1989, the Norwegian government proposed the establishment of three national 
committees for research ethics: the National Committee for Medical Research Ethics 
(NME), the National Committee for Research Ethics in Science and Technology, and the 
National Committee for Research Ethics in the Social Science and Humanities.  
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The proposal was approved in 1990 by government and all three committees 
established. These three committees are independent and cover all scientific 
disciplines.(41) 
 
 
6.2 Legislation 
 
Clinical trials are regulated by the European Directive 2001/20/EC, which was fully 
implemented in Norwegian regulations relating to clinical trials on medicinal products for 
human use in 2006, and revised in 2010. In addition, the Act on Ethics and Integrity in 
Research (2006) was mandated in 2006.(41) The aim of this regulation is to ensure that 
research carried out by public and private institutions is conducted in accordance with 
recognised ethical standards.  
 
 
6.3 Organisations responsible 
 
As mentioned above, there are three national committees established to monitor 
research ethics in Norway: 
 
� National Committee for Medical Research Ethics (NEM) 

� National Committee for Research Ethics in Science and Technology (NENT) 

� National Committee for Research Ethics in the Social Sciences and the Humanities 
(NESH). 

 
These committees operate as independent bodies, and have both advisory and 
informative functions. The committees work to improve researchers’ ethical awareness, 
promote public debate on research related ethical matters and ensure that Norway 
contributes to the establishment of international norms in this area. The committees 
have also been charged with the important task of developing ethical guidelines for 
research.(42) 
 
6.3.1 The National Committee for Medical Research Ethics (NEM) 
 
The National Committee for Medical Research Ethics (NEM) was set up in 1990 by the 
Norwegian Minister for Education and Research. Up to this point, ethical opinion in 
relation to medical research was given by the Medical Research Council’s Ethics 
Committee.  
 
The committee is made up of 12 members with different professional backgrounds. 
Members of the committee are appointed for a four-year period by the Minister for 
Education and Research upon recommendation from the Research Council of Norway. 
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The Committee has been traditionally chaired by a physician and includes members with 
expertise in ethics, law, psychology, genetics and lay people. The Committee meets five 
to six times a year. NEM acts as an advisory and appeals body for the seven 
Independent Regional Ethics Committees (IECs). 
 
6.3.2 The National Committee for Research Ethics in Science and Technology (NENT) 
 
The National Committee for Research Ethics in Science and Technology (NENT) was set 
up in 1990 to work on research ethics in science and technology, including agriculture 
and fisheries by the Minister for Education and Research.  
 
The committee is made up of professionals and lay people. NENT is independent and 
acts as a national watch-post, and to inform and advise on research ethics within the 
relevant fields of research. It works at policy level by setting guidelines and general 
statements. The committee also deals with individual research projects. Note that the 
scope of NENT also includes industrial research, agricultural and fisheries research and 
non-human biotechnology research.  
 
6.3.3 The National Committee for Research Ethics in the Social Sciences and the 
Humanities (NESH) 
 
The National Committee for Research Ethics in the Social Sciences and the Humanities 
(NESH) has been in existence since 1990 and its term of reference laid down by the 
Ministry of Education and Research. It has 12 members, two lay representatives and 10 
members with different professional backgrounds. NESH works at policy level by setting 
guidelines and general statements. The committee also deals with individual social 
science research projects. 
 
 
6.4 Models used to implement clinical trials legislation 
 
Clinical trials are regulated by international and national laws and EU Clinical Trials 
Directive (2001/20/EC), which was fully implemented in the Norwegian regulation 
relating to clinical trials on medicinal products for human use in 2003. An application for 
a clinical trial is made to the Norwegian Medicines Agency (Ledgemiddelverket) using a 
form available from its website.(43)  
 
All clinical trials shall be considered by the Independent Regional Ethics Committee 
(IEC) before commencement, and no trials should commence before a positive opinion 
of notification has been given. The Norwegian Medicines Agency has published guideline 
to the regulation which has been recently revised and a new version was published in 
September 2011.(43)  
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6.5 Approach to processing applications 
 
To achieve ethical review of a clinical trial an application is made to the relevant 
Independent Regional Ethics Committee (IEC) using a form that is available online.(43) 
Even though no trials should commence before a positive opinion of notification has 
been given, there is no procedural interaction between the national and local competent 
authority (the Norwegian Medicines Agency) and the IEC during the approval process.   
 
A decision made by one of the IEC will form the single opinion for the research study for 
multi-site research. Decisions made by the ethics committee may be appealed to the 
National Committee for Medical Research Ethics (NEM). The decisions of the national 
committee are final and may not be further appealed.  
 
 
6.6 Approach to establishment of research ethics committees 
 
There are seven regional committees in Norway which correspond to the National 
Health Service organisations. These are: Eastern, Southern, Western, Central and 
Northern, In the Eastern and Southern regions there are two committees for each 
region.(41) There are eight members on an IEC, the members are appointed by the 
Ministry of Education and Research, which are made up of the following: 
 
� a medical professional from the faculty of medicines in the region  

� a medical professional from the official health authorities of the region 

� a member with qualifications in psychology from the department or faculty of 
psychology in the region 

� a member with officially recognised nursing qualifications  

� a representative of the regional hospital owners 

� a member with professional expertise in ethics  

� a lawyer  

� a lay representative. 
 
The committees have a quorum when six members/ deputies are present, and in the 
event of equality of votes, the chairperson shall have the casting vote. There is no 
training requirement for research ethics committee members however there are 
programmes available at the University of Oslo and at the University of Bergen.   
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6.7 Approach to setting of standards 
 
NEM is an advisory and appealing body for the seven regional committees for medical 
research ethics. The work of the IECs is based on international conventions such as the 
Declaration of Helsinki and the Uniform Requirements for Manuscripts Submitted to 
Biomedical Journals by International Committee of Medical Journal Editors. 
 
While NEM has not issued and developed standards or standard operating procedures, it 
has published the following guidelines for the regional committees (available in 
Norwegian):(44) 
 
� Guidelines for research on persons with impaired informed consent capacity (2005) 

� Report on the ethical aspects of population studies (epidemiological research) (2004) 

� Guidelines for ethical evaluation of post-marketing studies (2003). 

 

In 2001, NEM published guidelines for the inclusion of women in medical research – 
gender as a variable in all medical research on their website in English.(44) Furthermore, 
all members of NEM and the regional committees attend a two-day joint meeting in the 
autumn, for professional replenishment and discussion.(44) 
 
In addition, bi-annual meetings attended by the chairs and secretaries of all the councils 
deal with issues on which all three national committees need to collaborate.  
 
 
6.8 Approach to monitoring compliance  
 
NEM has not established an ongoing quality assurance processes for its regional ethics 
committees at the time of writing this report. 
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7. Denmark   
 
 
7.1 Introduction  
 
Denmark is a constitutional monarchy and parliamentary democracy. It has a population 
of approximately 5.5 million people and is divided into five regions and 98 municipalities 
for administrative purposes. The Ministry of Health and Prevention is in charge of the 
administrative functions in relation to the organisation and financing of the healthcare 
system, including psychiatry, healthcare insurance and pharmacies. Operational 
responsibility for healthcare is devolved to the five regions and operational responsibility 
for social care is devolved to the municipalities.  
 
The regions own and run hospitals, and finances GPs, specialist physiotherapists, 
dentists and medicines. There are a number of municipalities within each region which 
are responsible for providing nursing homes, home nurses, health visitors and facilities 
for people with disabilities, services for those with drug and alcohol problems, and 
school health services.  
 
Since 1980, Demark has had a system of research ethics committees (RECs). Denmark 
currently has a national board of appeal and coordination, the National Committee on 
Health Research Ethics and 11 regional research ethics committees (RRECs). Slightly 
more than half of the regional committee members are lay members, appointed by the 
political system and the other half are medical professionals and active researchers.  
 
All health research must be approved by a RREC. Health research is clearly defined in 
the legislation and includes any activity planned according to research methods which 
aims at producing new, valuable knowledge about humans’ biological and psychological 
processes, wither in relation to healthy persons or for the purpose of prevention, 
recognition, relief, treatment or cure of disease, symptoms and pain, including affecting 
bodily functions.(7)  
 
 
7.2 Legislation 
 
The EU Clinical Trials Directive (2001/20/EC)(12) came into force in Denmark on 1  May 
2004. In Denmark, the EU Directive is implemented through the following act – the Act 
on Research Ethics Review of Health Research Projects (Act No. 593 of 14 June 
2011).(13)  
 
According to Danish law, all research projects in Denmark involving human beings or 
any kind of human tissue or cells need permission and approval from a regional ethics 
committee before they can proceed with a study. In the case of medicinal products and 
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medicinal devices trial projects, permission from the competent authority (the Danish 
Medicines Agency) is also required before the project can be initiated. 
 
The Minister for Health and Prevention set up the National Committee on Health 
Research Ethics.(44) There are 11 regional scientific ethical committees based on a 
geographical areas established by the five regional councils. It is the responsibility of 
these committees to ensure that health research is carried out in a responsible manner, 
and that the rights, safety of trial subjects participating in such health research projects 
are protected, while at the same time possibilities are being created for the 
development of new, valuable knowledge.  
 
 
7.3 Organisations responsible 
 
Denmark has had a system to review research ethics applications since the 1980s. Since 
then there has also been a board of appeal and coordination, the National Committee 
on Health Research Ethics. There are now 11 regional committees know as Regional 
Research Ethics Committees (RRECs), which are not intuitionally based but are set up 
according to geographical area.  
 
The National Committee on Research Ethics has the following main functions:(7) 
 
� It acts as an appeals body for researchers who are dissatisfied with the decision of 

their local Regional Research Ethics Committees (RREC). 

� It makes decisions about the multi-centre trials in cases where there are irresolvable 
disagreements among RRECs. 

� It develops guidelines for specific areas of research ethics assessments (for example: 
use of radioactive material, remuneration of research subjects etc.). 

� It ensures uniformity decisions in the local RRECs. 

� It monitors the development of research within the health sector and promotes the 
understanding of the ethical problems resulting from developments in the health 
services and the biomedical research environments. 

� It publishes an annual report highlighting some of the issues areas in research 
ethics. 

� It manages the nationwide database for the registration of approved research. 

 

Both the National Committee on Health Research Ethics and the 11 regional committees 
deal with health research. There is no REC system for research outside the health sector 
in Denmark. In addition, a decision was made that RECs are not necessary in areas of 
social science or humanities since several kinds of social sciences are important for 
policy formation and should therefore not be too constrained by ethical demands. It was 
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also stated that the potential for harming research participants in the social science is 
much lower than in the health sciences.(8) 
 
 
7.4 Models used to implement clinical trials legislation  
 
In Denmark clinical trials are regulated by the European Directive 2001/20/EC which 
was transposed through the Act on Research Ethics Review of Health Research Projects 
(Act No. 593 of 14 June 2011). Both the National Committee on Health Research Ethics 
and the 11 regional committees were set up to deal with all health research including 
clinical trials of medicinal products. The process for achieving clinical trial authorisation 
involves the sponsor making an application to the Danish Medicines Agency known as 
the Laeegemiddlestyrelsen. Ethical approval is also necessary and an application is also 
made to the RREC by the chief investigator and sponsor. 
 
 
7.5 Approach to processing applications 
 
To obtain ethical review, the chief investigator and sponsor must make an application to 
the RREC where the investigator works. The application should conform with the 
Guidelines about Notification of a health research project to the committee system on 
biomedical research ethics.(7)  
 
For multi-site research, the coordinating chief investigator and sponsor submits an 
application for a multi-site study to the local Regional Research Ethics Committees for 
the area in which he/she is operating. Once a decision is made the other regional 
committees and the national committee are informed. The investigator uses an 
electronic application form (a hardcopy of the application can be sent separately).  
 
The review process commences when a complete and valid application has been 
submitted in Danish or English. A valid application must include the following elements:  
 
� the trial protocol  
� lay person summary (protocol summary) 
� information for participants 
� guideline for oral information for participants 
� written information for participants 
� subject information and the informed consent procedure. 
 
A local Regional Research Ethics Committees can make four separate decisions about a 
project:  
 
� approval  
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� approval on the condition that certain changes are made (resubmissions not 
necessary) 

� approval denied, but changes proposed for possible resubmission 
� approval denied. 
 
An applicant, whose project has been rejected by the local Regional Research Ethics 
Committees and is not satisfied with the decision, can appeal the decision at the 
National Committee on Health Research Ethics. Decisions made by the national 
Committee are final.  
 
The local Regional Research Ethics Committees decides on the approval of the research 
within 60 days of receiving the application. The 60-day period starts from the time when 
the committee has received a full completed application. The time-limit of 60 calendar 
days may be interrupted once by the committee as the committee may request 
information to supplement the application. In the event of ‘a request for amendment’ of 
an approved biomedical research project, the committee shall decide on any approval of 
the amendment within 35 days of the receipt of an application for amendment. 
 
 
7.6 Approach to establishment of research ethics committees 
 
The National Committee on Health Research Ethics consists of 13 members appointed 
by the Minister for Health and Prevention. According to the legislation there should be 
between seven and 11 members on the RREC and more than half of the committees 
should be lay members. For example, if there were seven members on a committee in 
total then four members are lay persons and three are active in medical sciences. 
 
Lay persons are appointed by the regional councils. However, they do not represent 
their political parties or views in the REC. There are no specific requirements as to who 
the lay members should be. The professional members are also appointed by the 
regional councils according to nominations from the Danish Health Service Research 
Councils. These members are medical professionals and active researchers. The 
members are appointed for four-year periods and can reappointed twice.  
 
The committee system has the responsibility to educate the members, and the National 
Committee on Health Research Ethics has established a one-day educational programme 
for new members. In cases where the members do not have the necessary professional 
expertise they shall take advice from professional experts to evaluate projects submitted 
to the committee.  
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7.7 Approach to setting of standards 
 
At the time of writing this report, there were no standards in place. However, the 
National Committee on Health Research Ethics has issued detailed guidelines for 
researchers about notifications of a health research project, which include extensive 
information regarding when and how a research application should be made.(7) 
 
The guidelines include the following areas: 
 
� trials involving legally competent subjects 

� trials with legally incompetent trial subjects 

� trials with legally incompetent adults 

� medicinal product trials and clinical investigations of medicinal devices involving 
legally competent subjects 

� medicinal product trials and clinical investigations of medicinal devices involving 
legally incompetent subjects 

� trials involving deceased individuals 

� trials in emergency situations 

� trials with medicinal products in emergency situations. 

 
 

7.8 Approach to monitoring compliance  
 
From 1 January 2012 under national legislation there is an obligation for audits and test 
cases to be performed.  
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8. Conclusion  
 
 
Ethical review is an essential component of the research process. However, a proper 
governance structure is essential for a fully functioning health research system including 
the establishment of appropriate principles of good practice and robust monitoring 
arrangements.   
 
From the countries reviewed there are a diversity of structures and models in place to 
govern research ethics. Some countries have had much reform in this area while other 
countries still lag behind in terms of governance structures. There is no consensus on 
which is the best model to govern research ethics, however, the following sections 
highlight some of the major findings in this review. 
 
 
8.1 Summary of findings 
 
Of the information that was sourced in the course of this review the following sets out 
the key findings. 
 
There are differences on how RECs are governed in the countries reviewed 
 
Not surprisingly, a number of governance structures exist internationally that have 
developed for different reasons. RECs tend to be either institutionally based in either a 
hospital or academic institution, or regionally based on geographical/ geopolitical area. 
     
From the countries reviewed, the degree to which the supervisory body provides central 
oversight for the RECs differs. For example in the Netherlands, centralised oversight is 
performed by the Central Committee on Research Involving Human Subjects (CCMO). 
The CCMO is quite active in regulation and in 2010 the CCMO temporarily suspended 
the activities of two RECs which resulted in the withdrawal of the accreditation from one 
of these committees.  In addition, the supervisory or central oversight body in some of 
the countries reviewed only have a remit for RECs that review clinical trials of medicinal 
products, while other countries have extended the remit of the supervisory or central 
oversight body to all research involving human subjects.  
 
Internationally, institutionally-based approaches are still the norm. Institutionally based 
RECs are usually created and staffed by the institution itself. Assessment is for the most 
part carried out in the absence of a centralised governance arrangement that can 
ensure a significant degree of standardisation and quality control. This can lead to 
difficulties when multi-site research ethical approval is required. In some countries this 
has led to reform of organisational structures from institutionally based RECs to regional 
based RECs. Regional based RECs can provide a single opinion for multi-site research 
application, and is therefore less time consuming for the researchers involved. 
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Complete centralised oversight was rare and tended to arise in the smaller countries 
reviewed, for example, the Netherlands and Denmark. Denmark has nine regional 
committees which are not institutional based and a central national REC which appoints 
members to the regional committees.  
 
Despite this, there is a growing consensus in favour of a centralised governance 
structure which would include the following features:  
 
� central administrative body 

� standard operating procedures 

� unified application form 

� standards for training REC members  

� quality assurance  programme 

� central process for appointing REC members. 

 
European and national legislation has led to a review of how RECs are 
managed 
 
The EU Clinical Trials Directive (2001/20/EC) was introduced to establish standardisation 
of research activity in clinical trials throughout the European Union (EU). The regulations 
provide a framework which sets out how clinical trials investigating the safety and 
efficiency of medicinal products in humans must be conducted. This Directive has been 
implemented in different ways in different European countries. However, its introduction 
had led countries to review and restructure how they deal with research ethics in 
general. 
 
Even though this legislation only applies to clinical trials of medicinal products it has led 
countries to streamline the application process and move towards a centralised system 
to address concerns about accountability, common standards and quality assurance and 
different approaches to the different types of research. For example in Denmark, 
national regulation to introduce the EU Clinical Trials Directive (2001/20/EC) took a 
broader look at research and included all biomedical research project involving humans, 
or any kind of human tissue.(7)  
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RECs cover different aspects of research in health and social care 
 
The structures established to govern RECs in some countries do not cover all aspects of 
research for example, in the UK, there is a national healthcare system, the NHS and 
therefore the health sector is governed by a single body.  
 
The UK would be considered to have a highly regulated review system for research 
ethics, but this only applies to NHS research and other research where ethical review is 
required by law (clinical trials).  Regulation of other non-NHS research has been left to 
each individual academic institution or private company/clinic.   
 
In Denmark, there is a central review system with regional committees but the approval 
system only covers biomedical review and does not cover research in the area of social 
science and academic non-health research. In 1990, a decision was made in Denmark 
that RECs review was not necessary in the area of social science or humanities since 
several kinds of social science are important to policy formation and should not be 
constrained by ethical demands.(8) 
 
In contrast, the research funding organisations in Canada have stipulated that ethical 
review of all research including social science is necessary. However, this has been 
criticised especially in the area of social science. 
 
The use of guidance and standard operating procedures for RECs were 
common across the countries reviewed 
 
All of the countries reviewed either had developed guidance or standard operating 
procedures (SOPs) to support RECs and to standardise how they operated  in order to 
ensure consistent results. In the UK the National Research Ethics Service (NRES) 
developed quite detailed SOPs for RECs.(9) In Canada, a very detailed policy statement 
called the Tri-Council Policy Statement for Ethical Conduct for Research Involving 
Humans, has been widely adopted by diverse research disciplines.(10)  
 
The composition of RECs varied across the countries reviewed 
 
The number of REC members varied from country to country. For example, there are 
typically eight members in Norway and who are appointed by the Ministry.  
 
In Denmark, there are between seven and 11 members on the regional committee and 
more than half of the committee are made up of lay people, appointed by local 
politicians. Members in Denmark are appointed for four years with the option to stay on 
for one other four-year term. In the UK there is a minimum of seven members of which 
at least one-third must be lay.  Vacancies are filled following public advertising in the 
press, and/or local professional and other networks, as appropriate.  
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Vacancies for lay members would always be advertised publicly. Potential candidates are 
required to complete an application form and will be interviewed. In Canada, there are 
usually at least five members, which need to reflect gender as well as Canada’s 
geographical and ethnic diversity. The members are appointed in a number of ways 
depending on who is hosting the REB.  
 
 

8.2 Next steps  
 
The Authority will now establish an expert advisory group comprising of key 
stakeholders. This group will work with the Authority following a standards development 
protocol and use the themes and best practice identified to inform the development of 
draft standards for RECs.  
 
The draft national standards will then be published for broader consultation once the 
Health Information Bill has been published. Subsequently, the Authority will submit a 
final set of national standards for approval and adoption to the Minister for Health. 
 
 
  



International Review of Research Ethics Structures 

Health Information and Quality Authority  

61 
 

 

References 
 
 (1)  Department of the Taoiseach. Building Ireland's Smart Economy – A Framework 

for Sustainable Economic Renewal. 2008. 

 (2)  Department of Health and Children. Action Plan for Health Research 2009-2013. 
2009. 

 (3)  European Communities (Clinical Trials on Medicinal Products for Human Use) 
Regulations. 2004. 

 (4)  Irish Medicine Board. Annual Report. 2009. 

 (5)  Health Service Executive. Review of Research Ethics Committees and Processes 
in the Republic of Ireland. 2008. 

 (6)  Department of Health. Quality and Fairness, A Health System for You. 2001. 

 (7)  The Danish National Committee on Biomedical Research Ethics. The National 
Committee on Health Research [Online]. Available from: 
http://www.cvk.sum.dk/English.aspx. Accessed on: 7 December 2011. 

 (8)  Department of Health & Children. Ethical Review and Children's Research in 
Ireland. 2010. 

 (9)  National Research Ethics Service - NRES. Standard Operating Procedures. 2011. 

 (10)  TCPS 2-2nd edition of Tri-Council Policy Statement. 2010. 

 (11)  The Irish Council of Bioethics. Operational Procedures for Research Ethics 
Committees: Guidance. 2004. 

 (12)  EU Clinical Trials Directive (2001/20/EC). 2001. 

 (13)  The European Forum for Good Clinical Practice. The EFGCP Report on the 
Procedures for Ethical Review of Protocols for Clinical Research Projects in 
Europe. 2011. 

 (14)  European Forum for Good Clinical Practice. Report on Data on Research Ethics 
Committees in Seven Countries Outside Europe. 2009. 

 (15)  Dr Ryan Morgan. Disability and Research Ethics Governance in Ireland. 2007. 



International Review of Research Ethics Structures 

Health Information and Quality Authority  

62 
 

 (16)  Department of Health. Guidance on the application for recognised ethics 
committee opinion and the ethical review of clinical trials on medicinal products 
for human use. 2007. 

 (17)  The Irish College of General Practitioners. Ethical Questions to be Considered by 
a Research Ethics Committee when Approving Clinical Trials which Involve 
Genetic Testing. 2003. 

 (18)  Health Research Board. The Health Research Boards report "Genetic Research 
and Human Biological Samples: "The Legal and Ethical Considerations". 2002. 

 (19)  World Health Organization. Standards and Operational Guidance for Ethical 
Review of Health - Related Research with Human Participants. 2011. 

 (20)  Department of Health UK. Governance Arrangements for Research Ethics 
Committees. 2001. 

 (21)  Department of Health. Governance Arrangements for Research Ethics 
Committees. 2009. 

 (22)  Declaration of Helsinki. 2008. 

 (23)  Human Tissue Act UK . 2004. 

 (24)  Mental Capacity Act UK. 2005. 

 (25)  National Research Ethics Service UK. About the National Research Ethics Service 
(NRES) - How we work. 2011. 

 (26)  IRAS. Integrated Research Application System (IRAS) [Online]. Available from: 
https://www.myresearchproject.org.uk/SignIn.aspx. Accessed on: 22 December 
2011. 

 (27)  Canada Health Act. 1984. 

 (28)  TCPS1 - 1st edition Tri Council Policy Statement: Ethical Conduct for Research 
Involving Humans. 1998. 

 (29)  Civil Code of Quebec. 2011. 

 (30)  Personal Information and Electronic Documents Act (PIPEDA), Canada. 2000. 

 (31)  Répertoire des comités d'éthique du Québec.[Online]. Available from: 
http://ethique.msss.gouv.qc.ca/site/137.0.0.1.0.0.phtml. Accessed on: 19 
January 2012. 



International Review of Research Ethics Structures 

Health Information and Quality Authority  

63 
 

 (32)  The Canadian Association of Research Ethics Boards. The Canadian Association of 
Research Ethics Boards (CAREB) [Online]. Available from: http://www.careb-
accer.org/. Accessed on: 22 December 2011. 

 (33)  Health Canada.[Online]. Available from: http://www.hc-sc.gc.ca/index-eng.php. 
Accessed on: 20 January 2012. 

 (34)  Minister for Health. Guidance for Industry Good Clinical Practice; Consolidated 
Guideline. 1997. 

 (35)  Health Canada. Health Canada Research Ethics Board - Ethics Review of Research 
Involving Humans - Administrative Policy and Procedures Manual. 2009. 

 (36)  Health Canada. Health Canada's Research Ethics Board Annual Report 2008-
2009. 2009. 

 (37)  The Food and Drugs Act and Regulations. 2012. 

 (38)  The Central Committee on Research Involving Human Subjects. CCMO Annual 
Report 2010. 2010. 

 (39)  CCMO. Manual for the Review of Medical Research involving Human Subjects. 
2002. 

 (40)  European Commission DG Information Society & Media. eHealth Strategies 
Country Brief: Norway. 2010. Available online from: ttp://ehealth-
strategies.eu/database/documents/Norway_CountryBrief_eHStrategies.pdf). 
Accessed on: 5 December 2011. 

 (41)  Privireal Privacy in Research Ethics and Law.[Online]. Available from: 
http://www.privireal.org/. 

 (42)  The Research Council of Norway. Ethics in Research. 2011. Available online from: 
www.forskningsradet.no. 

 (43)  Legemiddelverket The Norwegian Medicines Agency. Clinical Trials Regulations 
[Online]. Available from: www.legemiddelverket.no. Accessed on: 4 November 
2011. 

 (44)  The National Committee for Research Ethics.[Online]. Available from: 
http://www.etikkom.no/en/In-English/. Accessed on: 4 January 2012. 

 
 



International Review of Research Ethics Structures 

Health Information and Quality Authority  

64 
 

 
Appendix A 
 
Members of the Advisory Group 
 

Dr Noreen Quinn, Department of Health  
Dr Donna Tedstone Doherty, Health Research Board  
Dr Stephen Simpson, Science Foundation Ireland 
Dr Elaine Breslin, Irish Medicines Board  
Deirdre O’ Regan, Irish Medicines Board 
Siobhan Gaynor, Molecular Medicines Ireland  
Dr Rebecca Cramp, Irish Pharmaceutical Healthcare Association (IPHA)  
Professor Andrew Green, REC, Our Lady’s Children’s Hospital, Crumlin, Dublin (Irish 
Cancer Bioethics)  
Dr Adam McAuley, School of Law and Government DCU 
Mette Jensen Kavanagh, REC Sligo General Hospital  
Ursula Ryan, SJH/AMNCH Research Ethics Committee 
Nicholas Jermyn, St. Vincent’s University Hospital  
Dr Siobhan McGrath, The Office for Research Ethics Committees Northern Ireland 
(ORECNI) 
Dr Shaun O’Keeffe, Galway Regional Hospital REC 
Dr Deirdre Madden, Faculty of Law University College Cork  
Professor David Smith, Associate Professor of Health Care Ethics in Royal College of 
Surgeons in Ireland   
Professor Terry Smith, NUI Galway  
Brigid Doherty, Patient Focus  
Dr Davida de la Harpe, Chair, Research Ethics Committee, Royal College of Physicians of 
Ireland 
Dr Maccon Keane, National Cancer Control Programme  
Dr Ray O’ Neill, NUI Maynooth  
Eibhlin Mulroe, Irish Platform for Patient Organisation Science and Industry. 
 

 
Members from the Health Information and Quality Authority 
 
Professor Jane Grimson 
Dr Deirdre Mulholland 
Grace Cunningham 
Rachel Flynn 
Avea Kingston 
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Appendix B – Recognised research ethics committees in Ireland 
 

The following ethics committees have been recognised under Regulation 7 of the Clinical 
Trials on Medicinal Products for Human Use Act: 
 
� SJH/AMNCH Research Ethics Committee 
� St Vincent’s Healthcare Group Ethics and Medical Research Committee  
� Clinical Research Ethics Committee of the Cork Teaching Hospital 
� HSE North East Area Research Ethics Committee  
� Research Ethics Committee, Mater Misericordiae University Hospital and Mater 

Private Hospital  
� Beaumont Hospital Ethics Committee  
� Galway Regional Hospitals Research Ethics Committee 
� Research Ethics Committee, Our Lady’s Children Hospital Crumlin  
� Irish College of General Practitioners Research Ethics Committee  
� Ethics Research Committee, National Maternity Hospital  
� HSE South- Eastern Area Research Ethics Committee  
� Research Ethics Committee Sligo General Hospital  
� Ethics Research Committee HSE Mid Western Area.(7) 
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