NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

Responsibilities of those involved in research approved by 
Newcastle upon Tyne Hospitals NHS Foundation Trust
The Department of Health Research Governance Framework (RGF)
 requires all research within the NHS to have an identified Research Sponsor.  The RGF states this is an “individual, organisation or group taking on responsibility for securing the arrangements to initiate, manage and finance a study”. 

As many of these responsibilities relate to the day to day management of the research, these are delegated to the Chief Investigator or local Principal Investigator and then in turn to members of the research team (see below for details)
.  

The Research Sponsor will delegate responsibilities within a project to those most appropriate to carry out the individual tasks.  It is important that all individuals are aware of and understand their role and this should be made explicit to avoid duplication of tasks.  

Chief Investigator’s responsibilities for main site and Principal Investigator’s responsibilities for participating site
A senior individual must be designated as Chief Investigator (CI) for any research involving human participants (patients or staff), their tissues or data.  The Chief Investigator is usually the main applicant on the Research Ethics application form.  For a single site study the Chief Investigator is the main investigator.  For multi-centre studies there should be a designated Chief Investigator at the main site and a local Principal Investigator (PI) designated at each participating site.  It is a condition of the R&D approval from Newcastle upon Tyne Hospitals NHS Foundation Trust that all investigators work to the principles of the Research Governance Framework and all other regulations and legislation which applies to their research.  Investigators are accountable for the research to their employer and to the Sponsor.  Below is a summary of investigator and researcher responsibilities:

· CI is responsible for developing protocols that are scientifically sound and ethical ensuring all existing sources of evidence, especially systematic reviews, have been considered before undertaking research to ensure the quality and relevance of the research proposal.  Where appropriate, study participants or their representative groups should be involved in the design, conduct, analysis and reporting of research.

· The CI is responsible for management, co-ordination and reporting of the research; and co-ordinating investigators at other centres, if a multi-centre study.  The CI can lead or manage others with delegated responsibility for some of these aspects.  At a participating site, the day to day management should be delegated to an appropriate PI.
· At the main site and participating sites, it is the CI’s and PI’s responsibly to ensure study-specific Standard Operating Procedures are in place.

· It is the CI responsibility to obtain the necessary approvals for the research project and ensuring the research does not start before: 

· A favourable ethics opinion has been obtained from a main Research Ethics Committee at the main site
.

· Where necessary a site specific assessment has been conducted at a local level for participating sites in multi-centre studies and that local ethics ‘no objection’ has been obtained.
· Approvals from relevant regulatory bodies have been obtained (eg, MHRA Clinical Trial Authorisation for ctIMPs, PIAG, ARSAC, GTAC etc)

· Approval from NHS R&D if NHS patients or resources are involved or research involving NHS staff as participants.

· CIs and PIs are responsible for ensuring that the research team gives priority to dignity, rights, safety and well-being of participants in the study.

· The CI is responsible for ensuring financial probity within the research in relation to the protocol
.

· For clinical Trials of Investigational Medicinal Products (ctIMPs) which fall under the EU Clinical Trials Directive and GCP Directive (transposed in UK Law through the Medicines for Human Use (Clinical Trials) Regulations 2004 & Amendment Regulations 2006). CIs and PIs at all sites must ensure that the study is carried out to ICH-GCP standards
.  
· For other studies are non-ctIMPs, the Department of Health Research Governance Framework states that studies should be conducted to Good Clinical Practice guidelines.
· CIs and PIs at all sites must ensure essential documents are maintained in a legible condition for all studies.  A Trial Master File (TMF) is an essential requirement of compliance to GCP.  This states that for ctIMPs documents must be readily available to be retrieved promptly in accordance with Commission Directive on Good Clinical Practice (GCP) 2006 guidelines for a Trial Master File
.  However, it is good practice for all studies to establish a ‘master file’ at the beginning of a trial or study containing essential documents that help with efficient trial management, independent audit, close-out and archiving.
· CIs and PIs at all sites must ensure that research is conducted in accordance with the approved and agreed protocol and that appropriate systems are in place to guarantee version control of the protocol to ensure all researchers are working to the same version.

· CIs and PIs at all sites must ensure that each member of the research team is qualified by education, training and experience for their role within the study, and their qualifications are documented in an appropriate training log.  
· For ctIMPs, core staff working directly on the study must be GCP trained.  This training must be updated at least every 3 years and an accurate log of training dates and evidence of training must be kept in the Trial Master File.

· CIs and PIs at all sites must ensure that appropriate arrangements are in place for obtaining informed consent for all participants including those who cannot give consent themselves.  If this is delegated to another member of the research team it is the CI/PI responsibility to ensure this person is adequately trained to take informed consent.  This training should be logged and an appropriate delegation should be completed and signed showing that this procedure has been delegated.  This log must be kept in the Trial Master File.

· CIs and PIs at all sites must ensure that any amendments made to the protocol are submitted to the ethics committee, NHS R&D and appropriate regulatory bodies (eg MHRA) for approval with copies to the Sponsor and NHS organisations involved. 

· CIs and PIs at all sites must protect the integrity and confidentiality of research data.  

· CIs and PIs at all sites are responsible for ensuring that all the necessary employment contracts, honorary research contracts or other access arrangements are in place for all research staff before the study commences.

· CIs and PIs at all sites must ensure that students and new researchers involved in the study have adequate supervision.

· CIs and PIs at all sites should ensure special arrangements are made to include those who do not have English as a first language or have a disability where appropriate.

· CIs and PIs at all sites should ensure that potential participants or carers are involved in design of the study where possible.

· CIs and PIs at all sites should ensure all relevant healthcare professionals (eg, GPs) are informed that their patients are being invited to participate in the research study and the research team help care professionals, whenever necessary, to ensure the delivery of appropriate care.

· The CI is responsible for reporting progress to funders, Research Sponsor, ethics committee and MHRA as they require.  This includes annual safety reports and end of study reports to the regulatory authority, relevant ethics committee and the Research Sponsor within the required timeframes.

· For those working on ctIMP studies, CIs and PIs at all sites must take responsibility for recording and reporting to the Sponsor of all Serious Adverse Events (SAEs) adverse events and Suspected Unexpected Serious Adverse (Drug) Reactions (SUSARs ).  These have to be reported to regulatory authorities in the UK (MHRA) and to other EU member states for multi-centre/multi-national studies through the European Medicines Agency reporting system, main ethics committee and research sponsor.  These must be reported in accordance with the UK Regulations and required timelines.  .
· CIs and PIs at all sites must ensure that Serious Adverse Events (SAEs) are reviewed by an appropriate committee for the monitoring of trial safety where appropriate.
· All projects are liable to internal and external monitoring.  CIs and PIs at all sites must provide access to documents, devices and equipment for monitoring and auditing purposes.  This should be made explicit in participant information sheets.

· CI and PIs should have discussed with their employing organisation any arrangements that need to be put in place to ensure effective exploitation of intellectual property.  In collaborative projects, both organisations will be involved in the exploitation of any IP arising.

· The CI is responsible for ensuring the end of trial notifications are sent to relevant bodies (Ethics, MHRA, Research Sponsor and other R&D departments)

· The CI is responsible for disseminate study findings appropriately

· CIs and PIs at all sites must ensure accessible archiving in line with national DH guidelines which also provides guidance in accordance with EU Clinical Trial Directive for ctIMPs
.

Delegated responsibilities to other researchers

Responsibilities/tasks that are delegated to other members of the research team should be appropriately qualified for the tasked.  The tasks delegated should be clearly identified, logged and signed in a delegation log.  These may be as follows:

· Have responsibility for the day to day research as outlined in the delegation of duties log
· Ensure that participants in the study receive the appropriate care.
· Ensure that any adverse events are reported correctly

· Ensure that the integrity and confidentiality of patient data and any secondary data is maintained

· Take action if misconduct or fraud is suspected.

· Ensure compliance with the research governance framework and the Medicines for Human Use (Clinical Trials) Regulations 2004 & Amendment Regulations 2006 if applicable (for ctIMP studies).
· Demonstrate systems for continuous professional development 
� � HYPERLINK "http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962" ��http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962�


� If you are a Chief Investigator or Principal Investigator for this study please ensure all who have responsibilities described here receive a copy of this document.


� This guidance should be read in conjunction with the Standard conditions of approval by Research Ethics Committee sent with all letters confirming a favourable opinion.  


� Within Newcastle upon Tyne Hospitals NHS Foundation Trust where the Trust is Research Sponsor, the CI or local PI bears the responsibility for financial probity whether an employee of the Trust or an honorary employee.


� See � HYPERLINK "http://europa.eu.int/eur-lex/lex/LexUriServ/site/en/oj/2005/l_091/l_09120050409en00130019.pdf" ��http://europa.eu.int/eur-lex/lex/LexUriServ/site/en/oj/2005/l_091/l_09120050409en00130019.pdf�


� See � HYPERLINK "http://europa.eu.int/eur-lex/lex/LexUriServ/site/en/oj/2005/l_091/l_09120050409en00130019.pdf" ��http://europa.eu.int/eur-lex/lex/LexUriServ/site/en/oj/2005/l_091/l_09120050409en00130019.pdf�


� See � HYPERLINK "http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/Researchgovernance/index.htm" ��http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/Researchgovernance/index.htm�
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