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Research Governance Framework for Cardiff University

(1) Statement of Principle

1.1
Introduction

This document applies to all subject areas and to all members of staff and students involved in research at the University, including its staff and students conducting research outside the University as well as any persons not employed by the University but with permission to carry out research at the University (all referred to hereafter as Researchers).  This Research Governance Framework should be drawn to the attention of all Researchers.  All Researchers should be familiar with this Framework.  This Framework has been designed to encourage good conduct in research, assist Researchers to meet legal and ethical requirements and help prevent misconduct, in order to assist Researchers to conduct research of the highest quality.  Any breach of these guidelines may be grounds for disciplinary action.

All Researchers have a responsibility and a duty of accountability to society, to their profession, to the University and to the funders of the research, to accept full responsibility for the professionalism and integrity of all aspects of the conduct and publication of their research, and for the activities of any staff or students under their direction.  This extends to reporting conflicts of interest, actual or potential, or suspected misconduct, in the appropriate manner.  Researchers must also accept accountability for taking steps to ensure the safety of those associated with the research, the probity of the financial management of the research project, and for seeking to provide optimum value for the public or private funds invested in the project.  All legal and ethical requirements laid down by the University or any other properly authorised bodies must be observed.
1.2 The Objectives of Research

The primary objective of research is the deepening and broadening of knowledge and understanding by expert, responsible and professional means, including the dissemination of results through publication, teaching, applied research and consultancy.

Research should also seek to meet the following additional objectives:

i. the training of new Researchers in appropriate methods and professional standards of research;

ii. the promotion of the interests and benefits of research;

iii. the securing of the exploitation of results for the public good and the benefit of the University and its members.

1.3 Collegiality

The University is a diverse, interdisciplinary community of scholars and Researchers who are in many ways dependent upon each other.  As an institution and as individuals it is important to support the notion of effective, active collegiality.  In developing and carrying out research projects, groups and individuals need to be fully aware, at all stages of the research process, of the possible immediate and long term implications of their proposed actions.  Undertaking certain types of research or taking certain courses of action may impact on the trust and respect required to nurture creative academic collegiality within research groups, schools, or the University as a whole.  Researchers need to be aware of this dimension to their activity at all times.

(2)
Principles in Research

2.1 Excellence

Researchers should strive for excellence when conducting research and aim to produce and disseminate work of the highest quality.  This Framework is intended to support this goal.
2.2 Honesty and Integrity

Maintaining open and honest professional standards is fundamental to research.  A culture of honesty and integrity should be fostered in all areas of research activity.

Researchers must be honest in respect of their own actions and in their responses to the actions of other Researchers.  This includes making the utmost effort to ensure the accuracy of data and results, acknowledge the contributions of others, publishing results promptly, and neither engaging in nor concealing misconduct.  The repercussions of failing to behave honestly in any of these, or other, actions can be widespread and may be regarded as a disciplinary offence.

2.3
Openness

Research methods and results should be open to scrutiny, discussion and debate.  Subject to considerations of confidentiality and protection of intellectual property rights, Researchers should be as open as possible with other Researchers and the public regarding their work and promote the open exchange of ideas.  Where appropriate, after any findings have been published, all data and materials used in obtaining those results should be made available to other Researchers as and when required.

2.4
Accountability and Responsibility

Researchers should recognise that in and through their work they are ultimately accountable to the general public and should act accordingly.  All Researchers should be aware of and comply with the University’s policies and guidelines and the legal and policy requirements that regulate their field of study, especially the basic principles relating to ethics, information, finance and health and safety.

All Researchers must ensure the work undertaken is consistent with any agreements and terms and conditions related to the project.  This includes ensuring the programme is carried out as defined in the original proposal, the finance is used solely for the purpose it was intended, reports are accurate and produced on schedule, and that there is adherence to the conditions regarding publication and intellectual property ownership.  Any failures in any of these respects must be reported, as should suspected instances of misconduct (refer to section 5).

Researchers should follow the requirements and guidance of any professional bodies in their field of research.  Researchers who are members of a regulated profession must follow the requirements and guidance of their profession.
2.5
Rigour

As a research-led institution the University promotes good research practice, emphasising integrity and rigour.  A rigorous approach to research is part of the professional integrity to which all Researchers must adhere.  

Research requires a commitment to the careful, reflective process of discovery and interpretation.  All research results should be verified before publication.  Despite the various pressures and deadlines imposed, Researchers should not lose sight of the need to question the findings of their research, as ideas and results will be challenged once they are published.  

2.6 Respecting others

Researchers should ensure the dignity, rights, safety and well being of all involved in research and avoid unreasonable risk or harm to research subjects, patients, participants, Researchers and others.  They should address any concerns relating to the dignity, rights, safety and well being of all involved in research.

(3)
Standards for Research
3.1
Project Management Framework

The University has a Project Management Framework which is designed to help users to plan and implement projects in a disciplined way so that all the relevant issues are addressed thereby maximising the chances of successful outcomes. The Framework is a project toolkit and enabler, designed to help those working on projects of all sizes; supporting a successful outcome, whilst minimising compromise to the initial concept or idea.

The Framework’s basic, underlying principles of identifying need, analysing options, setting and monitoring targets for each phase of the implementation stage, evaluation and long-term issues, can be applied to any situation regardless of its scale or complexity. 
Whilst the University requires the Project Management Framework to be applied in major projects, it is recognised that, in many cases, monitoring the progress of research projects will be a formal part of a funded research programme. In order to avoid any unnecessary duplication, holders of major research awards will not be required to introduce separate review arrangements provided RACDV is satisfied that the project has in place appropriate monitoring arrangements which meet the requirements of the Project Management Framework. In cases where satisfactory monitoring arrangements are not in place, the principal investigator will be referred to the central contact point in PLANN so that an appropriate project plan for the implementation phase (see Stage 3: Implementation) can be devised and an independent reviewer appointed in accordance with the University's Project Management Framework. A similar approach is taken where projects are noted by RACDV to meet those of a major project. This information is captured via RACDV’s CAP form.

Details of the University’s Project Management Framework can be found by contacting the Planning Division on Planning@Cardiff.ac.uk, or via the Planning website at: http://www.cf.ac.uk/plann/project_management/index.html 

3.2
Research Data

A primary principle of good research practice is the meticulous recording and retention of research data.  Researchers are expected to keep clear and accurate records of all results obtained including primary data, interim results and final outcomes, as well as the procedures followed and approvals granted.  

Data should be stored securely and durably in a paper and/or electronic format, as appropriate.  Researchers should consider the accessibility of relevant data and the format in which relevant data will eventually be made available to others.  For data stored electronically a back-up should always be kept.  Principle 7 of the Data Protection Act 1998 explicitly requires that appropriate measures are taken to prevent unauthorised or unlawful access or disclosure of personal data.  Therefore research data needs to be looked after securely using security mechanisms relevant to the data concerned (refer to Section 3.2.1 for further information on the Data Protection Act).

In the first instance the terms of the research funding must be checked as funding organisations normally specify a period of retention.  The terms of the funding can be found in the funding contract, via the funding body, and a synopsis is available in the University Records Management Guidance Document ‘How to manage academic research records’: 

http://www.cardiff.ac.uk/govrn/cocom/resources/Research-Final.doc 

In the absence of stipulation from the funding body, data for non-clinical research projects should be kept for a period of no less than 5 years or at least 2 years post-publication (as appropriate) to allow for further analysis and review, and aid any future queries or disputes regarding intellectual property, research conduct or the actual results of the research.  Research data obtained from clinical research
 projects (including clinical trials) or relating to public health should be kept for a minimum of 15 years.   In instances of doubt as to how long data must be retained, the University Records Manager within the Governance and Compliance Unit (GOVRN) should be consulted.  Wherever possible, it is best practice to anonymise the data by removing any identifying information from it.

Detailed retention guidance is available at http://www.cardiff.ac.uk/govrn/cocom/recordsmanagement/records-management.html
Training on ‘Managing Research Data’ is available through both the Human Resources staff development programme and the Graduate Centre.  Bespoke training can be arranged directly with GOVRN.

Procedures must be established within each school for the retention of data, and all Researchers must comply with these procedures.  Each school is responsible for providing sufficient space and other resources to enable storage of data, and for the security of that data.   Most funding bodies now stipulate whether the institution or funding body is responsible for the resulting dataset long term, in some cases requiring the dataset to be sent to them on project completion, and in other cases requiring the institution to preserve data long term.  It is vital that Researchers check the terms of their funding and if the institution is responsible for long term storage costs these must be written into grant application or clinical trial funding where appropriate. 

3.2.1
Data Protection Act 1998

Researchers must comply with the terms of the Data Protection Act whenever they are holding information from which a living person can be identified.  This is known as ‘personal data’.  The Act requires Researchers to have proper grounds to enable them to use personal data for research purposes and it sets out principles that must be applied to the use and storage of that personal data (storage of research data is covered in section 3.2).  The Act defines a special category of personal data as ‘sensitive’ and the lawful use of this data is further restricted under the Act.  Sensitive personal data includes the state of individuals’ mental or physical health; their religious, philosophical or political beliefs; trade union membership; their criminal record; their racial or ethnic origin and details of their sexual life.

A series of guidance notes for Researchers explaining the requirements of the Data Protection Act in relation to research (including valid consent and who is competent to give valid consent) are available at: http://www.cf.ac.uk/govrn/cocom/accinf/dataprotection/datap/data-protection-for-researchers.html
3.3    Publications and Authorship

Researchers have a responsibility to publish and disseminate research in a manner that reports the research and all the findings of the research accurately and without selection that could be misleading.  Research results should be disseminated widely in an appropriate form, thereby allowing the community at large to view, challenge and develop research results.  All publications should contain enough information to allow other Researchers to accurately repeat the procedures originally used.  

Research should be published wherever possible, taking in to account conditions specified by the funding body and protection of any intellectual property or confidential information (refer to section 4.2).  It is important that research output is peer reviewed through accepted scientific and professional channels.  An exception to the standard rule of first publishing through a recognised channel would be when serious public health or safety issues are involved.  The safety of the general public would take precedence in these instances.  It follows on from this that healthcare research findings in particular must be published as soon as possible.  

Published research should always include 'Cardiff University' in the author address field.

Authors should not publish more than one paper based on the same set of data, except where there are full and thorough references and acknowledgements made to the earlier paper(s).  A publication must contain appropriate references if it is substantially similar to another article(s) on the same research.  Any author who submits similar work to more than one publisher must ensure each publisher is aware of this at the time of submission.

Authors are expected to deposit in the University's Institutional Repository, ORCA (http://orca.cf.ac.uk), bibliographic references of all research outputs from (at least) 2008 onwards as soon as possible after publication.  Where copyright allows, these references should be accompanied by electronic copies of research outputs as close as possible to the final published version.

Authorship is the foremost method of allocating credit for intellectual advances.  An author can be defined as someone who has had a major input into a publication’s creation.  This can be by:

i. helping conceive the research project and its procedural framework;

ii. being involved in the study and  the interpretation of research data;

iii. drafting the publication, or revising its content in a critical matter to perceive its actual worth;

iv. giving the ultimate approval for the final article to be published.

As a rule, an author’s input into the actual research must be sufficient for them to take responsibility for part of the output.  Assisting in acquiring funding or data is not enough to earn the title of author.  Neither is general supervision of a research team.  Contributions of this kind should be acknowledged in the text, but not as authors.  The practice of honorary authorship is not acceptable.

Every author involved in a project should review its output before it is published, and ensure that he/she is familiar with its contents and his/her contribution to it.  Once published, they should support the findings of the research.  Any person listed as a co-author on a publication is taken to endorse every part of that output.
In every aspect of research, the roles and contributions of collaborators and other supporters of the work must be acknowledged.  This extends to attributing thanks to the body funding the project, if it is appropriate to do so.  This should apply when publishing research findings, and whenever making a statement regarding the research.

Failure to properly acknowledge all direct or indirect contributions made by other persons is unprofessional conduct.  

3.4       Leadership and Supervision

The research group leader/Principal Investigator of a research project bears primary responsibility for all aspects of the research undertaken.  This includes ensuring:

i. the dignity, rights, welfare and safety of any research participants;

ii. research is conducted in accordance with guidelines (including best practice and health and safety procedures), and approval obtained from all necessary bodies before research commences (with any proposed amendments to the agreed protocol also being approved);

iii. the study complies with all relevant legal and ethical requirements;

iv. each research team member is qualified and experienced to fulfil their role including ensuring students and Researchers have adequate supervision, support and training;

v. procedures are in place to collect, store and protect high quality data (and its integrity and confidentiality), and that it is appropriately archived upon completion of the research. Where possible, research data should be anonymised;

vi. reports on research progress and outcomes are produced on time and to an acceptable standard;

vii. research results are disseminated promptly and fed back as appropriate to participants;

viii. findings are open to review through accepted scientific and professional channels;

ix. arrangements are in place to manage financial and other resources provided for the study, and any intellectual property arising;

x. he/she accepts the key role of detecting and preventing misconduct by adopting the role of guarantor on published outputs.

(This list is based on the Wales Office of Research and Development (WORD) Research Governance Framework for Health and Social Care in Wales and the Department of Health Research Governance Framework for Health and Social Care (referred to hereafter as RGF).  For further guidance on responsibilities as required by the RGF, refer to section 3.9.1).

A research group leader/principal investigator is expected to create an atmosphere of organisation and co-operation in his/her team, fostering the open exchange of ideas and ensuring that robust management practices exist to safeguard the honesty and integrity of the research conducted.  New Researchers (including research students) must be given access to this Research Governance Framework, and any other appropriate guidelines on best practice.

Research group leaders/principal investigators must ensure that Researchers are not placed under commercial or other pressures that prevent the normal pursuit of thorough and honest investigation.

3.5
Training

It is the responsibility of the University to ensure that there are adequate provisions for training and development to enable research staff to attain necessary skills for their current role, and to support their future career development.  The University is fully committed to the principles of the 2008 Concordat to Support the Career Development of Researchers,  

(http://www.researchconcordat.ac.uk/) which provides ‘a single, unambiguous statement of the expectations and responsibilities of Researchers, their managers, employers and funders’ with regard to how research careers should be managed and supported in higher education institutions (p2).
It is University policy that Researchers receive adequate supervision from their supervisors/principal investigators, along with regular reviews of their progress.  The identification of training and development requirements and the provision of careers advice constitute key components of the progress review.  It is vital that supervisors/principal investigators develop the appropriate skills in respect of their staff development and managerial responsibilities. Further information on progress review procedures and the Cardiff University Leadership and Management Framework is available at:

http://www.cardiff.ac.uk/humrs/training/perfreview/index.html

Training in research related skills will generally be provided at a school or Research Group level, as appropriate. Particular attention should be paid to providing inexperienced Researchers with training in all the necessary skills to undertake their research work.  It is the supervisor’s/principal investigator’s responsibility to ensure that the required research-related training is provided.  Training in generic, or transferable skills, will be provided at a University level.  In addition, the University’s four (Research and) Graduate Schools offer development opportunities in discipline-based and generic skills to all early stage Researchers.
The Roberts Report (2002) on the supply of engineers and scientists, ‘SET for Success’ recommended that all Researchers (staff and students) undertake two weeks’ appropriate professional development a year, primarily in transferable skills.  In addition to undertaking formal skills training, Researchers should be given the opportunity to become involved in wider research activities that contribute to their career development, such as conference attendance, wherever practicable. 

The Staff Development Team is responsible for supporting staff training across the University, and there is a designated Staff Development Officer for Research Staff.  Further information on training and career development for research staff is available at www.cardiff.ac.uk/researchstaff
As outlined in the Code of Practice on Quality Assurance in Research Degree Programmes, academic schools are responsible for ensuring that postgraduate research students are provided with training in research and other skills.  Where appropriate, discipline-specific training and development opportunities will be delivered in Graduate Schools and training in generic skills will be delivered by the Graduate Centre.  Further information on training and career development for research staff is available on the University’s Graduate Centre website at 

http://www.cardiff.ac.uk/gradc/training/index.html
3.6
Health and Safety

It is essential to ensure that there is adherence to all Health and Safety regulations produced by law, the University or other relevant bodies.  The safety of the participants, staff and students connected with the research must have absolute priority at all times.  All research should undergo appropriate review in accordance with the University’s policies on Health and Safety.

The University’s Occupational Safety, Health and Environment Unit has formulated and adopted a number of Codes of Practice to deal with Health and Safety issues.  These include General Safety (Accidents/Incidents, Contractors, Electrical, Events Safety, Field Trips, Fire, Minibus, Personal Safety) and Scientific Safety (Biological, Chemical, Clinical, Field Trips, Radiation Safety), and can be located at http://www.cf.ac.uk/osheu/safety/index.html.  It is the duty of all Researchers to be familiar with and comply with the provisions of the codes relevant to their research.

Heads of Schools are responsible for ensuring health and safety requirements are fulfilled in their respective areas.  Any queries regarding Health and Safety should be addressed to the Head of School, or an individual nominated by them.  For more detailed information refer to the University Safety Policy at http://www.cf.ac.uk/osheu/safety/index.html
Researchers also have a responsibility to ensure the health and safety of any research participants.  Incidents that impact on the Health and Safety of research participants must be reported to the appropriate person(s)/body(s) (e.g. ethics committees, funders, Head of School).  Incident reporting requirements should be agreed by all parties involved in the research for each project prior to project commencement.

3.7 
Finance

It is essential to ensure that there is adherence to all Financial regulations produced by law, the University, the research funding body or other relevant bodies.  All research grant applications must be signed by an authorised signatory in the Research and Commercial Division (RACD).  Prior to submission to an external funder, all research grant applications must be forwarded to RACD accompanied by a standard Costing and Pricing (CAP) Form (obtained from RACD).  The CAP Form must be signed by the Head of School.  Researchers are advised to discuss proposed projects with RACD at the earliest opportunity in order to ensure that applications and proposals are properly costed and comply with any applicable terms and conditions.

Under the University’s Financial Regulations 

(http://www.cardiff.ac.uk/fince/resources/FinRegs0910.pdf) RACD is required to control the invoicing on each research grant or contract, issuing an account code to the Researcher which allows them to spend the funds they have received for the purposes of the research project.  In the absence of a written and authorised contract or similar document (such as a formal purchase order), RACD is unable to issue an account code for a project.

3.8 Ethical Requirements

3.8.1 Research Involving Human Participants, Human Material or Human Data

The responsibility for ensuring the ethical conduct of research resides with the Researcher.  The following guidance sets out the principles that must be adhered to for all research involving human participants, human material or human data.   

Research must adhere to all legal requirements and guidelines produced by appropriate bodies, including but not limited to, Cardiff University’s Research Governance Framework, the Data Protection Act 1998, The Human Tissue Act 2004, guidelines from relevant professional bodies or relevant research ethics committees. It is legally and ethically paramount that all information gained from research regarding individuals should be kept strictly confidential and securely stored. 

The University requires that research involving human participants, human materials or human data be reviewed according to the relevant School Research Ethics Committee (SREC) http://www.cardiff.ac.uk/racdv/ethics/index.html procedures unless the research:

i) is being reviewed by a mandatory external ethics committee e.g. animal research (refer to section 3.8.3) or research involving the NHS (refer to section 3.9.1 for further information) as defined by the Governance Arrangements for NHS Research Ethics Committees (GAfREC) http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4005727 where external ethics committees already exist to consider research proposals, and their use for such research is mandatory.  In such cases neither the SREC nor University Research Ethics Committee (UREC) is empowered to give the research proposal ethical approval;

ii) uses only information that is publicly and lawfully available e.g. census data, population statistics published by government departments and personal letters / diaries in public libraries.

All ethics committees are dependent on the information supplied by the Researcher to inform their decision making.  It is therefore the responsibility of the Researcher to ensure information provided to those committees is full and accurate.

If the Researcher is unsure if ethical review is required all queries should be addressed in the first instance to their appropriate Chair of School Research Ethics Committee or School Ethics Officer, who in turn will consult, if necessary, with the University Research Ethics Committee (UREC) or the National Research Ethics Service (NRES).

The requirements of ethics review at Cardiff University are designed to demonstrate that Researchers have given consideration to ethical issues surrounding the design of their research and its future conduct.  This system will therefore enable Researchers to apply for funding from those bodies that require such review and publication in journals that likewise require evidence of ethical review.  The University will endeavour to support Researchers in reflecting upon ethical issues in research by providing support through the University Research Ethics Committee, the School Research Ethics Committees, the School Ethics Officers and through providing opportunities for training.  

For further information refer to the University’s policy and procedures for ethical requirements for non-clinical research involving human participants: http://www.cardiff.ac.uk/racdv/ethics/urec/index.html
3.8.2
Research Involving Human Participants: Basic Principles

In any research involving human participants, the safety, rights and dignity of the participant must be the primary concern.  

The University recognises the breadth of research methodologies in use across the academic disciplines and that ethical issues and practices may vary within the context of the methodologies as well as within context of a discipline. In all research disciplines the Data Protection Act 1998 requires a lawful ground for collecting and using information on living identifiable human participants in research (refer to section 3.2.1).  Valid and informed consent is one of these lawful grounds and will normally be necessary where sensitive personal data is collected.  For the consent of the research subjects to be valid it must be fully informed and freely given.  

Whilst the principle of informed consent is an important method of helping to ensure the ethical conduct of research in many methodologies and disciplines, the University recognises that it is not always necessary or appropriate, for example, where the individuals are not identifiable (and the Data Protection Act therefore does not apply).  Where the individuals are identifiable but consent is not necessary (because another lawful ground as specified in the Data Protection Act applies) then the use of that personal data must still be ‘fair’ and ethical considerations will be central in assessing fairness.  Whenever research on identifiable individuals is contemplated without the consent and/or knowledge of the research subjects and advice should be sought from the University’s Data Protection Officer who is based in the Corporate Compliance Unit.

Research with minors and vulnerable adults, e.g. those with mental health problems or learning disabilities, should be undertaken with care.  Where appropriate, Researchers should comply with any additional legal obligations such as obtaining a Criminal Records Bureau clearance. The research protocol should detail the role and responsibilities of individuals on whom the research participant is dependent (e.g. parents, carers, ‘gate keepers’), and should indicate how consent is being sought from the participant (‘real consent’).

If Researchers consider that human participants in research are subject to unreasonable risk or harm, they must report their concerns to their manager or other appropriate person in the University and where required, to the appropriate regulatory authority.  Similarly, concerns relating to the improper and/or unlicensed use or storage of human material, or the improper use or storage of personal data, should be reported.

Research Ethics at Cardiff University (http://www.cardiff.ac.uk/racdv/ethics/index.html)


The World Medical Association Declaration of Helsinki ‘Ethical Principles for Medical Research Involving Human Subjects’ (http://www.wma.net/en/30publications/10policies/b3/index.html).

3.8.3      Research Involving Animals

Alternatives to the use of animals in research should be sought wherever possible, and Researchers should be able to demonstrate that all alternatives have been considered.  If animal involvement is unavoidable, animal welfare concerns must be weighed against the potential gains in knowledge and understanding brought about by the research.  Additionally, when designing the research protocol to be followed, the possible replacement, reduction or refinement of animal involvement should be continuously considered.  This means:

i. the replacement of animals by non-animal methods wherever possible;

ii. the reduction of numbers necessary to obtain valid results if replacement is not possible;

iii. the refinement of all procedures to minimise adverse effects.

Research involving animals requires prior approval from the relevant ethics and regulatory committees.  All legal requirements and guidelines produced by other appropriate bodies must be adhered to, in particular Home Office controls.  Details of regulation of animal use in scientific procedures, and current legislation, can be located at the Home Office website at 

http://www.homeoffice.gov.uk/science-research/animal-testing/
Research involving animals will require Home Office licences for the University, investigator and project, application forms for which are also available on the website.

All Researchers and support staff have a duty to maintain high standards of care for the animals involved in the research.  Exemplary levels of animal husbandry and welfare under veterinary supervision are required, and must be maintained.  University guidelines on the care and use of animals in research can be obtained from the Biological Standards Officer.

If Researchers consider that animals involved in research are subject to unreasonable risk or harm, they must report their concerns to their manager, or other appropriate person in the University, and where required, to the appropriate regulatory authority.  

3.9
Clinical Research

3.9.1
Research Governance Framework for Health and Social Care (RGF)

The RGF is relevant to clinical and non-clinical research conducted by the NHS or using NHS resources that might have an impact on the quality of NHS services.  NHS resources means NHS patients (including those recruited through their association with NHS e.g. patients’ relatives, those recruited through virtue of their status as former patients), patient tissues or data, staff, facilities or support.  

It is recommended that the full requirements of the RGF should be viewed at http://wales.gov.uk/docs/dhss/publications/governance/090929researchen.pdf   

Researchers should contact RACD for further advice.

3.9.2
Medicines for Human Use (Clinical Trials) Regulations 2004 (SI 2004/1031)

The Medicines for Human Use (Clinical Trials) Regulations 2004 and subsequent amendments impose a number of legal responsibilities on Researchers and research institutions active in any investigation in human participants, other than a non-interventional trial (where the medicinal product is prescribed according to the terms of its marketing authorisation), intended to:

i. discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more medicinal products;

ii. identify any adverse reactions to one or more such products, or;

iii. study absorption, distribution, metabolism and/or excretion of one or more such products with the object of ascertaining the safety or efficacy of those products.

Under the Regulations, it is illegal to start a Clinical Trial of a medicinal product in the UK until:

i. the trial has been authorised by the Medicines and Healthcare products Regulatory Agency (MHRA); and

ii. an ethics committee has given favourable approval of the protocol; and

iii. a Sponsor for the trial has been agreed.  

The full text of the regulations can be viewed at: http://www.opsi.gov.uk/si/si2004/20041031.htm .  

3.9.3
Good Clinical Practice (GCP)
GCP is an international ethical and scientific quality standard for the design, conduct and recording of clinical research involving humans which could affect the safety and well-being of human participants.  

With the implementation of the Medicines for Human Use (Clinical Trials) Regulations 2004/SI 1031 and the Medicines for Human Use (Clinical Trials) Regulations 2006/SI 1928, compliance with GCP is a legal obligation for all trials of an investigational medicinal product.
Compliance with this standard provides public assurance that the rights, safety and well being of trial subjects are protected; consistent with the principles that have their origin in the Declaration of Helsinki, and that the clinical trial data are credible. 

The principles of Good Clinical Practice for Clinical Trials of an investigational medicinal product are outlined in Articles 2 to 5 in the EU Good Clinical Practice Directive 2005/28/EC 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:CL:2005:011:0013:0019:EN:PDF


International Conference on Harmonisation (ICH) ‘Topic E 6’, 

http://www.ema.europa.eu/pdfs/human/ich/013595en.pdf the ICH note for Guidance on Good Clinical Practice, is an international standard for GCP and sets out 13 core principles of GCP.  This guideline should be followed when generating clinical trial data that are intended to be submitted to regulatory authorities.  The principles established in this guideline may also be applied to other clinical
investigations that may have an impact on the safety and well-being of human subjects.
3.9.4
The Human Tissue (HT) Act 2004

The HT Act came into force on 1 September 2006 and established the Human Tissue Authority (HTA) to regulate and advise on the provisions of the Act.  The Human Tissue Act (HT Act),  2004 provides a framework for regulating the storage and use of human organs and tissue from the living, and the removal, storage and use of tissue and organs from the deceased, for specific health related purposes and public display. The HTA have introduced strict legally binding parameters to follow when storing and using human tissue.

Any activity within the University that involves the use of organs, tissues and cells has to follow strict standard conditions, E.g. storing tissue for general use such as possible future research projects or for storage of tissue for distribution to other Researchers.  A licence is not needed for the storage of material where there is current or pending ethical approval granted by an approved ethics committee [those RECs approved by the UK Research Ethics Services (NRES)].  The HTA website provides advice and guidance documents for research, frequently asked questions on licensing and research.  Researchers involved in the use, removal and/or retention of human organs and tissues should consult and be familiar with this legislation (www.hta.gov.uk).

The University HTA website [http://www.cf.ac.uk/govrn/cocom/humantissueact/index.html] provides specific information relating to the University's licences, including contact details for individuals designated under the licences, Standard Operating Procedures and other relevant information.

(4) 
Legal Agreements and Intellectual Property

4.1
Contracts

RACD must be consulted when a Researcher wishes to formalise a relationship with a potential sponsor/funder and/or collaborator.   A relationship is formalised by all parties entering into a written contract, clarifying the details and obligations of that relationship.  

RACD maintains a range of model agreements (including collaborative, multi-partner, non-disclosure or confidentiality agreements, materials transfer agreements, sub-contract and licence agreements) and will assist in developing agreements covering additional issues.  

A written contract or agreement is also important in that it clarifies the legal obligations of the University and those of any Sponsor, funding body, collaborator or research partner.  Any contract should address key issues such as publication rights, ownership of intellectual property rights, identification of the data controller and conditions of use for materials transferred into or out of the University. 

All research agreements and contracts involving an external party must be signed on behalf of the University by an authorised signatory.  This responsibility is delegated to the Director and/or other authorised signatories in RACD. 

4.2 Intellectual Property

4.2.1
Definition and Importance

Intellectual property (IP) is the product of thought, creativity and intellectual effort.  In the course of their research, consultancy and teaching, academic members of staff often generate IP (e.g. technical discoveries and methods, drawings, designs, experimental outcomes, pieces of prose and music). http://www.cardiff.ac.uk/racdv/techtransfer/ipr/index.html  UK Research Councils expect universities to commercialise IP arising from research they have funded, as do the charities that fund research.  These organisations wish to see their funding impacting positively not only on the research which was funded, but also on society at large.  

It is important therefore that IP generated by the University is commercially exploited, where appropriate, so as to:

i. propagate research findings and help realise their fullest value;

ii. aid local and national economic prosperity;

iii. generate additional income for the University and its academic staff;

iv. gain prestige for the University.

Although there is no guarantee of a financial return from the commercialisation of IP, where such return is realised Researchers can benefit financially through the University’s revenue-sharing arrangements.  Other advantages include:

i. more opportunities for collaborative research;

ii. entrepreneurial status and recognition;

iii. the satisfaction of making a positive contribution to society.

At the earliest opportunity Researchers should bring to the attention of RACD any IP that may have commercial value.

4.2.2
Ownership

Legally, IP generated through research and teaching activities conducted during employment at the University belongs to the University, and staff must notify the University of any invention or other intellectual property with potential commercial value.

Undergraduate and postgraduate students are not employed by the University and, as such, may own IP which they are solely responsible for producing.  In some circumstances, however, a student will be required to assign his or her ownership interest in IP to the University or to a third party.  This usually relates to postgraduate research students where the terms of the funding for their studentship requires such assignment (e.g. Research Council Studentship, industrially-sponsored studentship, etc.).  In other circumstances, the student’s supervisor and/or other members of the research group in which the student is based will contribute to the creation of IP.  In order to maximise the prospect of successfully commercialising the IP, the student will be encouraged to assign ownership rights to the University on the same basis as academic staff (which will include a share of any revenues generated from successful commercialisation).

The University will normally allow the author to own the copyright on any work to be published, and waive any claim it may have to benefits arising from publication.  There are exceptions to this:

i. copyright in course materials for the purpose of a course being run or to be run by the University;

ii. copyright in any software program generated during the normal course of employment;

iii. copyright in any works which may be necessary to protect rights in commercially exploitable IP;

iv. copyright in any works commissioned by an external organisation where the terms and conditions of the commission require copyright to be transferred to that organisation.

Intellectual Property or University expertise can also be exploited by creating spin-out companies.  The University encourages and supports the establishment of appropriate spin-out companies and has developed a number of funding mechanisms for this purpose.  RACD will work with staff in developing business proposals and obtaining the necessary University approvals.  RACD will also assist in locating sources of finance for spin-out companies.  For further information on establishing spin-out companies and similar enterprises, contact RACD.

4.2.3
Protection
Researchers should safeguard their own interests, those of the University and those of any funder or collaborating body in relation to IP.  In most countries of the world prior disclosure will invalidate any patent application and harm potential commercial benefits. Researchers should not, therefore, disclose an idea to any party external to the University, either verbally or in writing, until steps have been taken to protect the IP. After obtaining the appropriate protection, the idea or results may then be published in the normal way.

When a piece of research is believed to have commercial potential, immediate steps can be taken to protect the idea through filing a patent application.  To be patentable an invention must be novel, include an inventive step not immediately obvious and be capable of industrial application.  RACD is responsible for managing the University’s patent budget and it will discuss and agree with the inventor(s) the best means of protecting and exploiting the IP.

University College Cardiff Consultants Ltd (UC3) is the University’s patent holding company, and is the vehicle for exploiting on behalf of the University, patents and other Intellectual Property Rights.  When a licensing or similar commercialisation agreement has been secured with a company, RACD will ensure its terms are complied with, monitor the receipt of royalties to the University and arrange the distribution of income to inventors, schools and the University.

(5)
Professional Integrity in Research

5.1 
Conflicts of Interest

A conflict of interest is a conflict between the private interests and the official responsibilities of a person in a position of trust.  The initial responsibility for managing conflicts of interest rests with the individual Researcher.  Researchers should recognise that conflicts of interest can inappropriately affect research.  The fundamental requirement is that conflicts of interest, whether actual or potential, should be identified, declared and addressed as soon as they become apparent. Responsibility for identifying and declaring conflicts of interest lies with all individuals involved in research.  Researchers should comply with the University’s policy for addressing conflicts of interest, as well as any external requirements relating to conflicts of interest.  This disclosure will usually be made to the relevant Head of School and the individual concerned will then comply with their direction.   If in doubt, it should be considered best practice in the first instance to disclose any potential conflicts of interest and seek advice from RACD.

For further information refer to the University’s Policy and Guidance on Conflicts of Interest:

http://www.cf.ac.uk/humrs/staffinfo/disclosure/index.html
5.2
Responsibilities for Professional Integrity in Research

The primary responsibility for safeguarding the integrity of any research undertaken lies with the individual Researcher.  It is his/her responsibility to ensure that the work meets all professional standards outlined previously in this document.  

5.3
Consequences of Research Misconduct

The consequences of research misconduct can be widespread and extremely serious.  On a personal level it can lead to a loss of reputation on the part of the Researcher involved (and of the complainant, if the allegation is deemed to be mischievous), a loss of funding (both current and future) for research projects and, potentially, dismissal (or permanent exclusion in the case of research students).

The school involved and the University as a whole will also suffer in various ways, with:

i. damage to their reputations;

ii. funding bodies choosing to transfer their money elsewhere, or being less disposed towards giving major grants to the school/University in the future;

iii. valuable partnerships being lost e.g. with industry or an NHS Trust;

iv. a loss of staff and difficulty in attracting leading academics;

v. the potential for the institution to be sued as a result of the nature of the misconduct.

It is therefore essential that all actual or suspected cases of misconduct are dealt with, and are seen to be dealt with, as swiftly and as rigorously as possible.

5.4 Definition of Research Misconduct

Misconduct relating to research is unacceptable and will result in disciplinary action.  In this context, the term “misconduct in academic research” means practices that seriously deviate from those that are generally accepted within the academic and scientific communities for proposing, conducting or reporting research.  It specifically encompasses but is not limited to the following:
i. fabrication – includes the creation of false data or other aspects of research, including documentation and participant consent;

ii. falsification – includes the inappropriate manipulation and/or selection of data, imagery and/or consents;

iii. plagiarism – includes the general misappropriate use of others’ ideas, intellectual property or work (written or otherwise), without acknowledgement or permission;

iv. misrepresentation – of data, interests and/or involvement. Also includes misrepresentation of qualifications and/or experience, including claiming or implying qualifications which are not held;

v. mismanagement – or inadequate preservation of data and/or primary materials – non-compliance with University and/or funders’ requirements for the management or preservation of data and/or primary material;

vi. failure to follow accepted procedures or to exercise due care in carrying out responsibilities for:
· avoiding unreasonable risk or harm to humans, animals used in research, and/or the environment;

· the proper handling of privileged or private information on individuals collected during the research.

vii. Research Misconduct includes acts of omission as well as commission. The standards should be those prevailing in the country in question and at the date that the behaviour took place;

viii. non-compliance – with any relevant legislation in force at the time [eg Human Tissue Act requirements].
Research misconduct does not include differences in the design, execution, interpretation or judgement in evaluating research methods or results or misconduct (including gross misconduct) unrelated to the research process.  Similarly, it does not include what is no more than academically poor research.
5.5
Dealing with Allegations of Research Misconduct

All staff and students of the University must disclose all suspected cases of misconduct by reporting the matter to the Director of Registry, Governance and Students. 

The detailed procedures for dealing with any allegation of misconduct in academic research against a person under the authority of the University can be found at http://www.cardiff.ac.uk/govrn/cocom/academic/index.html.  This framework has been produced by the University and every Researcher should observe and adhere to its contents.  

The Unfair Practice Procedure sets out the procedure for dealing with any allegation of unfair practice involving research degree students. The Procedures can be viewed at http://www.cardiff.ac.uk/regis/sfs/regs.

(6)
Concluding Statement


This Research Governance Framework is not intended to restrict the Researcher and the direction of their work.  It should be viewed as a guideline for best practice and a safeguard, protecting the research taking place, any research participants and the results produced.  Its aim is to enhance the professional, open and honest research culture already apparent within the University, whilst not infringing upon the fundamental pursuit of greater knowledge and understanding.

Any specific standards of research performance decreed by law, a funding body or other relevant body should be observed before undertaking research, and then adhered to (if appropriate).  These standards should be deemed to be included in the University’s guidelines, and used in conjunction with them. 
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Annex:

Source Material and Related Policies and Guidelines
3.1 Project Management Framework

· The University’s Project Management Framework
(http://www.cardiff.ac.uk/plann/project_management/index.html)

3.2 Research Data

· The University’s information on Records Management

(http://www.cardiff.ac.uk/govrn/cocom/recordsmanagement/records-management.html)

3.2.1       Data Protection Act 1998

· The University’s guidance on Data Protection for Researchers

(http://www.cardiff.ac.uk/govrn/cocom/accinf/dataprotection/datap/data-protection-for-researchers.html)

3.5 Training

· The Concordat to Support the Career Development of Researchers

(http://www.researchconcordat.ac.uk)

· The University’s Progress Review Procedures


(http://www.cardiff.ac.uk/humrs/training/perfreview/index.html)
3.6
Health and Safety



(   ‘University Safety Policy’

 

(http://www.cf.ac.uk/osheu/safety/index.html)

3.7       Finance

· University’s Finance Regulations



(http://www.cardiff.ac.uk/fince/resources/FinRegs0910.pdf)

3.8 Ethical Requirements

3.8.1
Research Involving Human Participants, Human Material or Human Data

· Research Ethics at Cardiff University 

(http://www.cardiff.ac.uk/racdv/ethics/index.html)

· Cardiff University Research Ethics Committee Procedures

(http://www.cardiff.ac.uk/racdv/ethics/urec/index.html)

3.8.2 Research Involving Human Participants: Basic Principles

· Research Ethics at Cardiff University 

(http://www.cardiff.ac.uk/racdv/ethics/index.html)

· The World Medical Association Declaration of Helsinki ‘Ethical Principles for Medical Research Involving Human Subjects’ 



(http://www.wma.net/en/30publications/10policies/b3/index.html)

3.8.3      Research Involving Animals

· Home Office – detailing regulation and legislation of animal use in scientific procedures            (http://www.homeoffice.gov.uk/science-research/animal-testing/)
3.9        Clinical Research

3.9.1     Research Governance Framework for Health and Social Care (RGF)

· WORD ‘Research Governance Framework for Health and Social Care’ 

        (http://wales.gov.uk/topics/health/research/word/publications/researchgovernance/?lang=en)

· Department of Health ‘Research Governance Framework for Health and Social Care 2003’ (http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962)

3.9.2 Medicines for Human Use (Clinical Trials) Regulations 2004 

· (http://www.opsi.gov.uk/si/si2004/20041031.htm)

3.9.3 EU Good Clinical Practice Directive

·  http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2005:091:0013:0019:en:PDF

ICH Topic E6

· http://www.ema.europa.eu/pdfs/human/ich/013595en.pdf
3.9.4 Human Tissue Act

· (www.hta.gov.uk)

       
University HTA website

· (http://www.cf.ac.uk/govrn/cocom/humantissueact/index.html)
4.2 
 Intellectual Property

· The University’s Research and Commercial Division (http://www.cardiff.ac.uk/racdv/techtransfer/ipr/index.html).

5.1
        Conflicts of Interest

· The University’s Guidance on Conflicts of Interest

                  (http://www.cf.ac.uk/humrs/staffinfo/disclosure/index.html)

5.5           Dealing with Allegations of Misconduct



(        The University’s ‘Procedures for Dealing with Allegations of Misconduct in Academic Research’             



           (http://www.cardiff.ac.uk/govrn/cocom/academic/index.html)

� Clinical Research means research designed to answer a specific question about disease (aetiology, concomitants, diagnosis, prevention, outcome or treatment).  In addition to direct clinical examination, it includes the study of blood, biopsy material or post-mortem tissue deriving from the individuals concerned and of normal subjects where such study relates to a disease process being investigated. The definition includes clinical trials.  More specifically, Clinical Research should encompass at least one of the following categories:


Human participation: studies which require face-to-face contact with patients (including those recruited by virtue of their status as former patients) and/or healthy human participants and may involve use of patient records as a concomitant e.g. a clinical trial.


Records based studies: studies which require access to personal data on health or lifestyle without involving face-to-face contact with any people e.g. epidemiological studies, health economic studies, public health interventions, health services research and meta-analyses, i.e. where information may be obtained by telephone, postal questionnaires/surveys or electronic/manual data retrieval.


Clinical samples: studies which involve laboratory studies on human material which are specifically designed to understand or treat a disease/disorder. However, basic biomedical research of remote relevance to a disease/disorder, such as the use of immortalised human cell lines in model biological systems, is excluded.


Technology development for clinical use: development or adaptation of technologies for diagnosis or therapy, e.g. instrument development for diagnostic or surgical use, development of new techniques, such as photodynamic therapy, for clinical use.
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