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1. RESEARCH GOVERNANCE FRAMEWORK (RGF)
The Department of Health Research Governance Framework for Health and Social Care first published in March 2001 gives guidance on good practice in the collaboration between researchers, health and social care teams and their employers and funders.  A second edition of the framework published in April 2005 takes account of changes since 2001, including the Medicines for Human Use (Clinical Trials) Regulations 2004, the Human Tissue Act 2004 and the Mental Capacity Act (2005).

Useful Websites:

· Department of Health http://www.dh.gov.uk
· The Department of Health website has a research governance index page which has direct links to many of the most relevant documents: http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/Researchgovernance/index.htm
· National Institute for Health Research: http://www.nihr.ac.uk
1.1 RESEARCH GOVERNANCE POLICY DOCUMENTS
	Research Governance Framework for Health & Social Care (Second Edition 2005)
Research Governance for Health & Social Care Annex
	The framework of standards by which all research undertaken through or by the NHS is governed

Available as a separate pdf
	http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962


	Research Governance Framework for Health and Community Care
Scottish Executive Health Department (Second Edition 2006)
	The framework of research governance standards as it applies to Scotland
	http://www.show.scot.nhs.uk/cso/Publications/ResGov/Framework/RGFEdTwo.pdf


	Research Governance Framework for Health and Social Care in Wales
 Wales Office of Research & Development for Health & Social Care (WORD) Second Edition 2009
	 The framework of research governance standards that apply to all research undertaken within the remit of the Minister for Health and Social Services for Wales
	http://wales.gov.uk/docs/dhss/publications/governance/090929researchen.pdf


	Research Governance Framework for Northern Ireland
Research & Development Office, Department of Health, Social Services and Public Safety  Second Edition 2006
	The framework of research governance standards as it applies to Northern Ireland
	http://www.dhsspsni.gov.uk/research_governance_framework.pdf



1.2 RESEARCH GOVERNANCE GUIDANCE - DEPARTMENT OF HEALTH / NATIONAL INSTITUTE FOR HEALTH RESEARCH (NIHR)
	Notes for Charities (DH July 02)
	Summarises implications for charities of the research governance framework
	http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4122565

	Research Governance in Health & Social Care:

NHS Permission for Research and Development involving NHS patients Second edition (DH Nov 2008)
	What is expected of the NHS when considering permission for research that involves patients on a Primary Care Trust’s NHS list. Many of the points are also relevant to NHS Trusts.

	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_091186.pdf


	UKCRC Regulatory and Governance Advice Service 


	A UK-wide resource for those involved in health research (including non-portfolio studies). The Advice Service aims to provide consistent and authoritative advice on a range of regulatory and governance issues, primarily to support local advice providers, such as NHS R&D departments, university research managers, MRC employees or Clinical Trial Unit staff without access to R&D offices within the NHS or universities.
	http://www.ukcrc-rgadvice.org/Pages/default.aspx

	NIHR 

Governance, advice & ethics systems
	NIHR initiatives to simplify and streamline administrative and regulatory procedures governing research trials and studies


	http://www.nihr.ac.uk/systems/Pages/systems_governance_advice_and_ethics_systems.aspx


2. CLINICAL TRIALS REGULATIONS 

The UK Medicines for Human Use (Clinical Trials) Regulations 2004 implement the EU Clinical Trials Directive in the UK.  The main aim of the Directive is to simplify and harmonise the administrative provisions governing clinical trials on medicinal products for human use, by establishing a clear, transparent procedure and creating conditions conducive to the effective co-ordination of such clinical trials in the European Community.  Overall, the Directive aims to provide an environment for conducting clinical research that protects participants without hampering the discovery of new essential medicines. ‘The Medicines for Human Use (Clinical Trials) Regulations came into force on 1 May 2004.
Useful Websites:

· European Commission – Medicinal products for human use http://ec.europa.eu/health/human-use/index_en.htm
· European Commission – Clinical Trials  http://ec.europa.eu/health/human-use/clinical-trials/
· MHRA - Medicines & Healthcare Products Regulatory Agency  http://www.mhra.gov.uk
· The Clinical Trials Tool Kit http://www.ct-toolkit.ac.uk
2.1 EUROPEAN COMMISSION AND UK DIRECTIVES

	The Clinical Trials Directive 2001/20/EC

	The laws, regulations and administrative provisions for the implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use
	http://www.eortc.be/Services/Doc/clinical-EU-directive-04-April-01.pdf

	 GCP Directive 2005/28/EC
(8 April 2005)
	Principles and detailed guidelines for good clinical practice as regards investigational medicinal products for human use, as well as the requirements for authorisation of the manufacturing or importation of such products

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

	Commissioning Directive 2003/94/EC
Good Manufacturing Practice (GMP)
	This Directive lays down the principles and guidelines of good manufacturing practice in respect of medicinal products for human use and investigational medicinal products for human use.
	http://ec.europa.eu/health/files/eudralex/vol-1/dir_2003_94/dir_2003_94_en.pdf


	The Medicines for Human Use (Clinical Trials) Regulations 2004
	The Regulations that implement Directive 2001/20/EC -  good clinical practice in the conduct of clinical trials on medicinal products for human use. 
	http://www.opsi.gov.uk/si/si2004/20041031.htm 

	The Medicines for Human Use (Clinical Trials) Amendment Regulations 2006

	Amends SI 2004/1031 to incorporate the GCP Directive. In force from 29 August 2006.
Explanatory memorandum
	http://www.opsi.gov.uk/si/si2006/20061928.htm
http://www.opsi.gov.uk/si/em2006/uksiem_20061928_en.pdf 

	European Clinical Trials Database (EudraCT)
	Database of all clinical trials commencing in the Community from 1 May 2004 onwards. It has been established in accordance with Directive 2001/20/EC. This site allows the sponsor to: get a EudraCT number and complete, save as a .xml file on your computer and print a pdf version of the clinical trial application form. 
	http://eudract.emea.europa.eu/index.html



2.2  THE MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY (MHRA)
MHRA  http://www.mhra.gov.uk is an Executive Agency of the Department of Health.  Its role is to protect and promote public health and patient safety by ensuring that medicines, healthcare products and medical equipment meet appropriate standards of safety, quality, performance and effectiveness, and are used safely.  The MHRA is the regulatory body responsible for clinical trials authorisation (CTA)

	MHRA Clinical Trials section:

	This section contains information on every aspect of the clinical trials process. It is the gateway to all the MHRA regulatory guidance around clinical trials authorisation

The Clinical Trials Unit is part of the Licensing Division of the Medicines branch of the MHRA. The role of the Unit is to assess applications from sponsors to conduct clinical trials with medicinal products.
	http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/index.htm


	MHRA Good Clinical Practice Inspections
	The MHRA's Good Clinical Practice (GCP) Inspectorate is part of the Inspections & Standards Division of the MHRA. It assesses the compliance of organisations conducting clinical trials using investigational medicinal products with UK and EU legislation.
	Background information:

http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodClinicalPractice/Background/index.htm
The Inspection Process:

http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodClinicalPractice/Theinspectionprocess/index.htm


	NHS R&D Forum 

How to prepare for an inspection for Good Clinical Practice by the Medicines and Healthcare products Regulatory Agency (MHRA): a guide for NHS organisations that sponsor or host clinical trials of medicinal products
(Version 3, November 2007)
	This guidance is primarily for NHS organisations, to help them prepare for statutory inspection by the Medicines and Healthcare products Regulatory Agency (MHRA) in relation to the conduct of Clinical Trials of Medicinal Products.
	http://www.rdforum.nhs.uk/docs/mhra_inspection_guide.doc


	Description of the Medicines for Human Use (Clinical Trials) Regulations 2004
	A description of all the changes to UK clinical trials practice and legislation, a summary of some of the benefits to public health and a short description of each of the Regulations
	http://www.mhra.gov.uk/home/groups/l-unit1/documents/websiteresources/con2022633.pdf

	Is it a Clinical Trial?
	Algorithm developed by the MHRA to help researchers find out whether a project comes within the Medicines for Human Use (Clinical Trials) Regulations 2004
	http://www.mhra.gov.uk/home/groups/l-unit1/documents/websiteresources/con009394.pdf  

	Clinical Trial Authorisation
	Flowchart and accompanying guidance on applying for clinical trial authorisation to conduct a clinical trial on a medicinal product for human use
	http://www.ct-toolkit.ac.uk/_db/_documents/Applic_CTA.pdf


3. OTHER RESEARCH REGULATION

Regulation protects both participants in research and researchers. It sets out clearly what is acceptable and what is not, and therefore provides
a framework within which researchers work. This section provides links to important government acts and regulations as well as guidance and
resources to help researchers in planning and undertaking research. 

Useful Websites:

· HREA: Human Fertilisation & Embryology Authority http://www.hfea.gov.uk/
· ARSAC: Administration of Radioactive Substances Advisory Committee http://www.arsac.org.uk/
· GTAC: Gene Therapy Advisory Committee http://www.dh.gov.uk/ab/GTAC/index.htm
· NIGB Ethics & Confidentiality Committee  http://www.nigb.nhs.uk/ecc
· HTA – Human Tissue Authority http://www.hta.gov.uk/
· Data & Tissues Tool Kit http://www.dt-toolkit.ac.uk/home.cfm
· Experimental Medicine Tool Kit http://www.em-toolkit.ac.uk/home.cfm
3.1 GOVERNMENT ACTS AND REGULATIONS 
	Human Fertilisation and Embryology Act

(1990)
 
	http://www.opsi.gov.uk/Acts/acts1990/ukpga_19900037_en_1

	The NHS Act 2006Health and Social Care Act (2001)
	http://www.opsi.gov.uk/acts/acts2006/ukpga_20060041_en_1

	Human Rights Act 1998
	http://www.opsi.gov.uk/acts/acts1998/19980042.htm 

	Data Protection Act 1998
	http://www.opsi.gov.uk/acts/acts1998/19980029.htm 

	The Ionising Radiation (Medical Exposure) Regulations 2000
Ionising Radiation (Medical Exposure) (Amendment) Regulations 2006
NHS R&D Forum guidance: Approval for research involving ionising radiation (2006)
	http://www.opsi.gov.uk/si/si2000/20001059.htm
http://www.opsi.gov.uk/si/si2006/20062523.htm
http://www.rdforum.nhs.uk/docs/radiationguidance.pdf

	Control of Substances Hazardous to Health Regulations (2002)
	http://www.opsi.gov.uk/si/si2002/20022677.htm

	Human Tissue Act 2004 
	http://www.opsi.gov.uk/ACTS/acts2004/ukpga_20040030_en_1

	UK Medicines for Human Use (Clinical Trials) Regulations (2004) 
	http://www.opsi.gov.uk/si/si2004/20041031.htm

	Mental Capacity Act 2005

	http://www.opsi.gov.uk/acts/acts2005/ukpga_20050009_en_1


3.2 HUMAN TISSUE ACT

	Human Tissue Authority (HTA)
	The HTA regulates the removal, storage, use and disposal of human bodies, organs and tissue from the living and the deceased. 


	http://www.hta.gov.uk/


	HTA Codes of Practice
	Codes of practices relating to the removal, storage, use and disposal of human tissue and organs.
	http://www.hta.gov.uk/guidance/codes_of_practice.cfm


	HTA Licensing
	Organisations in England, Wales and Northern Ireland that store relevant material may require a licence from the HTA.  The HTA webpages on licensing help to clarify which activities are licensed.

	http://www.hta.gov.uk/licensingandinspections.cfm
 

	HTA Inspections
	HTA webpages on inspections provides information on the inspections process

MRC Tips for Human Tissue Authority inspections
http://www.dt-toolkit.ac.uk/_db/_documents/HTAInspectionandDIrole.pdf

	http://www.hta.gov.uk/licensingandinspections/inspections.cfm


	NHS R&D Forum 
HTA Guidance
	Brings together guidance to help organisations implement the requirements of the Human Tissue Act


	http://www.rdforum.nhs.uk/023.ASP 


3.3 THE MENTAL CAPACITY ACT

	Mental Capacity Act Code of Practice (2005)
	Explains how the act will operate on a day-to-day basis
	http://www.opsi.gov.uk/acts/acts2005/related/ukpgacop_20050009_en.pdf


	Guide to the Mental Capacity Act 2005 in relation to research

	NHS R&D Forum simple guide for researchers and research organisations
	http://www.rdforum.nhs.uk/docs/mca_guidance.doc


	ThinkMCA
	thinkmca distils the main elements of the MCA 2005 and the accompanying Code of Practice  and presents these in ways with which you can quickly familiarise yourself.  Improving our understanding of the MCA 2005 and the Code of Practice makes us feel more confident about using the MCA 2005 and has tangible benefits for those vulnerable adults we treat and care for
	http://www.thinkmca.co.uk/


	The Mental Capacity Act – Factsheet for Social Scientists
	Guidance for social science researchers
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_106006.pdf


3.4 CONSENT, CONFIDENTIALITY and DATA PROTECTION 
	CONSENT 
	
	

	National Health Service Act 2006
Section 251 – Control of Patient Information

	Section 251 of the NHS Act 2006 was introduced to allow organisations to obtain patient identifiable information, for medical purposes, in circumstances where it was impracticable to obtain informed consent from the patients concerned. 

Applications for approval to use Section 251 support were previously considered by the Patient Information Advisory Group (PIAG) but are now considered by the ECC.
	http://www.opsi.gov.uk/acts/acts2006/ukpga_20060041_en_19#pt13-pb4-l1g251


	National Information Governance Board for Health and Social Care – Ethics and Confidentiality Committee
	The Ethics and Confidentiality Committee (ECC) has been established to undertake the responsibilities of the NIGB under section 251 of the NHS Act 2006 and to consider and advise on ethical issues relating to the processing of health or social care information as referred to it by the NIGB.
	http://www.nigb.nhs.uk/ecc


	Applications for Section 251 support

	Guidance on making an application to the Ethics and Confidentiality Committee for section 251 support.

Application forms are generated through the IRAS system for research applicants.
	http://www.nigb.nhs.uk/ecc/applications


	MRC  Ethics Guide 2007 – Medical research involving adults who cannot consent
	Guidance for researchers that sets out the general principles for assessing whether adult individuals have the capacity to consent to participation in research.
	http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC002409


	NRES 
Research involving adults unable to consent for themselves

	Links to a range of guidance on the Mental Capacity Act can be found on the NRES Guidance section
	http://www.nres.npsa.nhs.uk/applications/guidance/consent-guidance-and-forms/


	General Medical Council

Consent Guidance: patients and doctors making decisions together
GMC 2008
GMC Consent to Research




	Guidance for doctors covering consent for investigations or treatment
This supplementary guidance is intended to explain how good practice principles in making decisions and seeking consent apply to research. It also provides advice on involving in research children or young people, vulnerable people, and people who lack capacity to consent.


	http://www.gmc-uk.org/guidance/ethical_guidance/consent_guidance/index.asp
http://www.gmc-uk.org/guidance/ethical_guidance/5993.asp


	British Medical Association (BMA) 
Consent Tool Kit 
(Fifth edition December 2009)
	Provides information in the form of answers to some of the most frequently asked questions around consent. Card 10 covers questions related to consent for research


	http://www.bma.org.uk/ethics/consent_and_capacity/consenttoolkit.jsp 



	CONFIDENTIALITY 
	
	

	Confidentiality: The NHS Code of Practice (2003)
	DH Code of Practice providing guidance to the NHS and NHS-related organisations on patient information confidentiality issues


	http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4069253&chk=jftKB%2B 



	Accessing Health Records

	Patient confidentiality & Caldicott Guardians frequently asked questions


	http://www.dh.gov.uk/en/Managingyourorganisation/Informationpolicy/Patientconfidentialityandcaldicottguardians/FAQ/DH_065886


	Patient confidentiality and access to health records
Further Department of Health information

	Useful links & publications about patient confidentiality covering areas of legislation, regulation and guidance.


	http://www.dh.gov.uk/PolicyAndGuidance/InformationPolicy/PatientConfidentialityAndCaldicottGuardians/AccessHealthRecordsArticle/fs/en?CONTENT_ID=4086779&chk=2IOG%2BC
 

	DATA PROTECTION AND SECURITY
	
	

	Health Services Circular 2000/009 

Data Protection Act 1998


	Key points summary 


	http://www.dh.gov.uk/assetRoot/04/01/21/72/04012172.pdf


	Security of NHS patient data shared for research purposes (July 2008)
	NHS Information Governance guidance note on the protection of patient information
	https://www.igt.connectingforhealth.nhs.uk/WhatsNewDocuments/NHS%20IG%20-%20security%20for%20research%20guidance.pdf


	Making a Difference: Safe and Secure Data Sharing between Health and Adult Social Care Staff (March 2006)
	This document suggests practical changes for delivery that will reduce unnecessary bureaucracy associated with dealing with requests for information and clarify information sharing requirements within the health and adult social care sectors whist respecting the need to maintain patient confidentiality and information security


	http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4131244&chk=w8PfMH


	Research involving the NHS: Retention of Records (March 2007)
	Legislation, policies and common-practice guidance apply to the retention of records relating to research carried out in the NHS.
	http://www.ct-toolkit.ac.uk/_db/_documents/DH_073514%5B1%5D_reten_of_records.pdf



4. ETHICS 

Useful Websites:

· NRES: National Research Ethics Service  http://www.nres.npsa.nhs.uk
· COPE: Committee on Publication Ethics http://www.publicationethics.org.uk
· MRC: Medical Research Council http://www.mrc.ac.uk
· AREC: Association of Research Ethics Committees http://www.arec.org.uk
4.1 NATIONAL RESEARCH ETHICS SERVICE (NRES)  
The National Research Ethics Service (NRES) was launched on 1 April 2007.  NRES comprises the former Central Office for Research Ethics Committees (COREC) and Research Ethics Committees (RECs) in England. NRES Head Office is a directorate within the National Patient Safety Agency (http://www.npsa.nhs.uk/) and provides help and leadership for RECs by coordinating the development of operational and infrastructure arrangements in support of REC's work.  The NRES website has a wealth of useful information and guidance for those involved in research in the NHS.
	Governance Arrangements for NHS Research Ethics Committees (GAfREC) (July 01)
	This document provides a standards framework for the process of review of the ethics of all proposals for research in the NHS and Social Care.
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4058609.pdf

	Proposed harmonised edition of GAfREC 
	This draft version was available for consultation.   Consultation period ended in June 2009
	http://www.nres.npsa.nhs.uk/news-and-publications/news/harmonised-gafrec-consultation/

	Report of the Ad Hoc Advisory Group on the operation of NHS Research Ethics Committees (June 2005)
	The recommendations from this Ministerial review are designed to streamline the procedures for ethical review and ensure that committees work more intensively and efficiently, helped by stronger administrative support.
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4112466.pdf

	Building on Improvement (August 2006)
	Implementation plan to improve the efficiency and effectiveness of the NHS REC system stemming from the recommendations of the Ad Hoc Advisory Group report
	Link can be made from:
http://www.nres.npsa.nhs.uk/aboutus/building-on-improvement/

	Standard Operating Procedures for Research Ethics Committees in the United Kingdom
Version 4.1  (May 2010)


	The standard operating procedures (SOPs) in this document meet the obligations of the United Kingdom under Directive 2001/20/EC of the European Parliament and the Council of the European Union (“the EU Directive”) for the operation of ethics committees in relation to clinical trials of investigational medicinal products (CTIMPs).  The policy of the DH is that the operating procedures should also apply to the review by RECs in the UK of all other research involving human subjects within the NHS.

Version 4.0 is published for consultation-in-use.  Feedback is sought until 30th September 2009
	http://www.nres.npsa.nhs.uk/news-and-publications/publications/standard-operating-procedures/


	NRES Applications
	General guidance through the application process
	http://www.nres.npsa.nhs.uk/applications/


	NRES Guidance for Applicants 
	Includes links to a wide range of guidance and policy documents issued by NRES, Department of Health and other relevant organisations.

It has comprehensive coverage of the clinical trials directive and its implementation in the UK; the mental capacity act and research involving adults unable to consent for themselves; NRES guidance on information sheets and informed consent; and guidance to differentiate research from audit, service evaluation and other related activity.
	http://www.nres.npsa.nhs.uk/applications/guidance/


	Research Ethics Committee meeting dates
	Links to meeting dates for all RECs by region and also REC contact details.
	http://www.nres.npsa.nhs.uk/applications/booking-your-application/rec-meeting-dates2010/



4.2  ADDITIONAL GUIDANCE
	Research Ethics – RCN guidance for Nurses
(Revised edition 2009)
	Guidance compiled by the Royal College of Nursing Research Society.  It was first published in 2004 and was last revised in 2007
	http://www.rcn.org.uk/__data/assets/pdf_file/0010/78742/003138.pdf

	MRC Ethics and Governance series
	Very useful series of MRC publications offering guidance on legal and ethical issues in research. 
All MRC-funded research must comply with these guidelines to ensure that their work is of a high scientific standard, is conducted safely, and respects the wishes and integrity of any patients or volunteers involved.
	http://www.mrc.ac.uk/Ourresearch/Ethicsresearchguidance/index.htm

	ERIC – the Ethics and Research Information Catalogue
	ERIC is a collection of articles related to the ethics of medical research on humans, provided for researchers or members of research ethics committees to help them consider ethical issues during the development or ethical review of a research proposal. 
	http://www.eric-on-line.co.uk/index.php 


	ESRC – Economic and Social Research Council

Research Ethics Framework
 (Revised 2010)

	Framework for social science research 
	http://www.esrcsocietytoday.ac.uk/ESRCInfoCentre/opportunities/research_ethics_framework/



For guidance relating to ethical issues in social care see Social Care section 15
5. APPLYING FOR R&D PERMISSIONS AND APPROVALS
NHS permission for research is required from all relevant NHS organisations for research projects that involve NHS patients before a study may begin at a particular site. Arrangements for R&D permissions for non-portfolio studies will vary depending on local arrangements.  For own account work, student projects and other studies that are not eligible for adoption to the NIHR Portfolio researchers are advised to contact their local NHS organisation R&D department.

5.1 DATA CAPTURE USING IRAS (INTEGRATED RESEARCH APPLICATION SYSTEM)
IRAS is a single, integrated research application system that has been designed to capture the information needed to be submitted by researchers for the relevant permissions and approvals to enable the conduct of health and social care research in the UK.  In Scotland the scope of IRAS relates to health and community care research.  The system has been introduced across the UK in order to streamline permissions and approvals application processes. 
You can use IRAS to capture the information needed for the relevant approvals from the following review bodies: 

· Administration of Radioactive Substances Advisory Committee (ARSAC) http://www.arsac.org.uk/   (application for ARSAC certificate by nuclear medicine professional administering radioactive exposure in research)

· Gene Therapy Advisory Committee (GTAC) http://www.dh.gov.uk/ab/GTAC/index.htm  (application for ethical opinion on a trial of a gene therapy medicinal product)

· Medicines and Healthcare products Regulatory Agency (MHRA) http://www.mhra.gov.uk (Notification of a clinical investigation of a medical device)
· Ministry of Justice (National Offender Management Service) http://www.noms.homeoffice.gov.uk/  (Application to conduct health research involving prisoners (England & Wales only)
· NHS / HSC research offices http://www.rdforum.nhs.uk/044.asp  (Application for NHS management permission)

· NRES http://www.nres.npsa.nhs.uk/, / NHS / HSC Research Ethics Committees  
·  NIBG Ethics & Confidentiality Committee http://www.nigb.nhs.uk/ecc   (Application under Section 251 of the NHS Act 2006)

	Integrated Research Application System (IRAS)

	Access to IRAS, the web-based integrated system for research applications
IRAS introductory brochure 
	https://www.myresearchproject.org.uk/
http://www.rdforum.nhs.uk/docs/irasbrochure.pdf


	IRAS E-learning Module
	Designed to support the use of IRAS. It is suitable for anyone doing health and community care research and should take approximately 1 hour
	https://www.myresearchproject.org.uk/ELearning/IRAS_E_learning.htm


	IRAS information and guidance

	Information to guide applicants through the IRAS system including question-specific guidance and blank example application form

	https://www.myresearchproject.org.uk/Help/Information.aspx


	IRAS User Manual (Version 2.0)
	Information required to use IRAS
	https://www.myresearchproject.org.uk/Help/Contents/IRASHelp_UserManual.pdf


	NHS R&D Forum information on IRAS and R&D approvals
	Wide range of information and guidance on IRAS including:
	http://www.rdforum.nhs.uk/045.asp

	
	· Guidance pack on IRAS for R&D Offices (2008)
	http://www.rdforum.nhs.uk/docs/iras_rdguidance.doc

	
	· Applying to R&D Offices for permission to conduct research
	http://www.rdforum.nhs.uk/046.asp

	
	· Streamlined R&D Services – across different parts of the UK
	http://www.rdforum.nhs.uk/047.asp

	
	· Contacting NHS R&D Offices
	http://www.rdforum.nhs.uk/044.asp

	
	· IRAS specification


	Project Filter 
Parts A-D
SSI Form

	Other NHS R&D Forum Guidance:
	
	

	Flow Charts for Single- and Multi-Centre Studies (May 06)
	These flow charts bring together Ethics and R&D approval processes for all types of research conducted within the NHS


	http://www.rdforum.nhs.uk/docs/flowcharts_200506.doc


	Guidance on developing procedures within NHS organisations for appropriate authorisation and management of research and related projects (July 06)
	Document offering guidance  on categorising and managing research and related projects 
	http://www.rdforum.nhs.uk/docs/categorising_projects_guidance.doc



5.2  NIHR COORDINATED SYSTEM FOR GAINING NHS PERMISSION (CSP) & ADOPTION ONTO THE NIHR PORTFOLIO
The National Institute for Health Research (NIHR) Coordinated System for gaining NHS Permission (CSP) ensures all quality assurance and statutory requirements in respect of clinical research are met, through standardising and streamlining the process for gaining NHS Permission in England. This will reduce both approval times and bureaucracy. NIHR CSP has been developed as a result of the Government NHS R&D strategy. It is coordinated through the NIHR CSP Unit and locally through the 25 Comprehensive Local Research Networks (CLRNs). 

The NIHR Clinical Research Network Portfolio is a national information system which provides a picture of the clinical research taking place across the country. In England, studies included in the NIHR Clinical Research Network Portfolio have access to NHS Clinical Infrastructure service support for study promotion, set up, recruitment and follow up. This infrastructure support is delivered through the NIHR Comprehensive Clinical Research Network, and where appropriate, the Topic Specific and Primary Care Clinical Research Networks. Currently, CSP is only available to studies that are eligible for the NIHR Clinical Research Network Portfolio.

	NIHR Coordinated System for gaining NHS Permission (CSP)
	CSP provides a single point of entry, via the Integrated Research Application System (IRAS), for investigators applying for NHS permission for single site and multi-site studies.  The CRNCC CSP  website provides information and guidance on all aspects of the CSP system including a range of helpful publications
	http://www.crncc.nihr.ac.uk/about_us/processes/csp


	NIHR CSP leaflet
	Brief introduction to the NIHR CSP system
	http://www.whnt.nhs.uk/document_uploads/RandD/NIHR%20CSP%20leaflet.pdf


	NIHR CSP Operating Guidelines (Version 4.1 October 2009)
	The Operating Guidelines describe the standard process for gaining NHS permission for research supported by the NIHR.
	http://www.ukcrn.org.uk/index/clinical/csp/resources/mainColumnParagraphs/0118/document/csp_operating_guidelines.pdf


	NIHR Portfolio
	The NIHR CRN Portfolio is a national data resource, will be used to manage the allocation of NHS infrastructure funding and will support the performance management of NIHR CRN CC's Clinical Research Networks.
	http://www.ukcrn.org.uk/index/clinical/portfolio_new.html


	NIHR Portfolio factsheet
	Information for researchers about adoption onto the NIHR Portfolio
	http://www.ukcrn.org.uk/index/clinical/portfolio_new/P_news/P_archive/mainColumnParagraphs/03/document/Portfolio%20Factsheet.pdf

	Eligibility for inclusion of studies in the NIHR Clinical Research Network Portfolio (January 2008)
	Guidance setting out the criteria governing the eligibility of studies for inclusion in the NIHR Clinical Research Network Portfolio (the Portfolio). It therefore relates only to England. 


	http://www.ukcrn.org.uk/index/clinical/portfolio_new/P_eligibility/mainColumnParagraphs/00/document/Eligibility.pdf


	NIHR 

The Lead Network Service
(May 2010)
	Description of the new arrangements for facilitation of the set-up of multicentre studies through assignment to a Lead NIHR Clinical Research Network.


	http://www.crncc.nihr.ac.uk/Resources/NIHR%20CRN%20CC/Networks/CCRN/Documents/guidance_lead_network_service_may2010.pdf


5.3 SITE-SPECIFIC ASSESSMENT 

	Guidance  for NHS R&D Offices on the Site-Specific Assessment 
(Bulletin 3 25 March 2009)
	Information for NHS R&D offices on site-specific assessment. Transfer of SSA to NHS sites  
	http://www.rdforum.nhs.uk/docs/ssa_bulletin_3.pdf


	Guidance for REC and R&D Applicants. 

Transfer of  Site-Specific Assessments for NHS sites


	This bulletin deals with procedures for studies involving NHS sites. The arrangements apply to NHS organisations across the UK including HSC services in Northern Ireland.
	http://www.rdforum.nhs.uk/docs/ssa_bulletin_applicants.pdf


	Standard operating procedures for site-specific assessment by local assessors (2007)

	NHS R&D Forum SOPs to guide SSAs undertaken by host NHS organisations.
	http://www.rdforum.nhs.uk/docs/ssa_sop.pdf


	Site-Specific Information Form (SSI)
	The SSI form combines the information needed for Site-Specific Assessment (SSA) with that required for local R&D review.

For all research in the NHS, regardless of the requirement for SSA, the SSI form must be submitted directly to the relevant NHS R&D offices, accompanied by the study-wide form and relevant documents. IRAS provides a main R&D form


	Specification for SSI form:

http://www.rdforum.nhs.uk/docs/irasssi.pdf



5.4 NHS COSTINGS
	Responsibilities for meeting patient care costs associated with research & development in the NHS HSG(97)32
	Guidance for NHS trusts outlining key responsibilities for funding patient care costs associated with undertaking research & development in the NHS
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4012392.pdf

	Guidance on funding Excess Treatment Costs related to non-commercial research studies and applying for a subvention (April 2009)
	This guidance for funding excess treatment costs and subventions clarifies the directions set out in HSG(97)32. It relates to non-commercial research studies eligible for entry onto the National Institute for Health Research (NIHR) Clinical Research Network Portfolio database or studies funded through the NIHR Collaborations for Leadership in Applied Health Research and Care (CLAHRCs), Biomedical Research Centre and Biomedical Research Unit funding schemes. 
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_097627.pdf


	Attributing revenue costs of externally-funded non-commercial research in the NHS (ARCO) (December 2005)
	This document aims to clarify the distinction between Research Costs, NHS Support Costs and Treatment Costs in relation to activity specified in the research application/protocol; and to help attribution between the NHS and the external funder of:

· Patient-related activity;

· Clinical staffing

· Placebos and medicines
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4125282.pdf


	UK Wide Working within UKCRC Activities (Version 2)
Annex 4: Additional costs of funding research in the health service

	Annex 4 lists the arrangements for funding the additional costs associated with conducting clinical research in the heath service across the UK :

• Access to service support costs/support for science/provider 

  support costs

• Access to NHS/HSC Excess Treatment Costs (ETCs)

• Charity support costs
	Whole Document:

http://www.ukcrc.org/ukcrcworkincontext/uk-wideworking.aspx
Annex 4:

http://www.ukcrc.org/index.aspx?o=3105



5.5 NHS HONORARY RESEARCH CONTRACTS AND THE RESEARCH PASSPORT

	NIHR guidance on Research Passports
	Links to all relevant guidance and information including:

· HR Good Practice

· The Research Passport

· Frequently Asked Questions  

· Example Documents

· Background information
	http://www.nihr.ac.uk/systems/Pages/systems_research_passports.aspx


	Research in the NHS - HR Good Practice Resource Pack 
HR Good Practice: Information for researchers, R&D and HR staff if Higher Institutions and the NHS 

(Version 2, February 2010)
	The HR Good Practice Resource Pack describes the Research Passport system and other standardised procedures for handling the HR arrangements for researchers The Resource Pack clarifies the areas of responsibility, and hence liability, of NHS organisations and HEIs in relation to researchers. Neither NHS organisations nor HEIs should take responsibility for issues that are outside their ability to fully discharge.
	http://www.nihr.ac.uk/files/Research%20Passport%20Mar%202010/HR_Good_Practice_-_Information_for_researchers_R+D_and_HR_staff_in_HEIs_andthe_NHS.pdf


	Interactive Routemap


	The interactive routemap gives an overview of how the scheme operates for University and NHS Researchers.

N.B. double click on cancel when you are asked to submit user name and password
	interactive routemap


	The Research Passport:

Algorithm of Research Activity and Pre-Engagement Checks
(Version 2, February 2010)


	Quick check table to identify requirements for specific types of research activity.  Includes adjustments following the introduction of the Vetting and Barring Scheme (VBS)
	http://www.nihr.ac.uk/files/Research%20Passport%20Mar%202010/Research_Passport_Algorithm_of_Research_Activity_and_pre-engagement_checks.pdf


	The Research Passport: 
Frequently Asked Questions

Full Supplement

(Version 1, February 2010)
	Covering HR and contractual arrangements, managing and monitoring, pre-engagement checks and VBS scenarios with solutions
	http://www.nihr.ac.uk/files/Research%20Passport%20Mar%202010/FAQs_complete_version.pdf



6. COMMERCIAL RESEARCH
Useful Websites:
· ABPI – Association of the British Pharmaceutical Industry: http://www.abpi.org.uk/
· MHRA - The Medicines and Healthcare products Regulatory Agency:  http://www.mhra.gov.uk
· BIA - BioIndustry Association: http://www.bioindustry.org/
· ABHI - Association of British Healthcare Industries: http://www.abhi.org.uk/
· NIHR Working with Industry Section http://www.nihr.ac.uk/industry/Pages/default.aspx
	MHRA Pharmaceutical Industry section
	Provides targeted links to information throughout the site, as well as content relevant to the industry.
	http://www.mhra.gov.uk/Pharmaceuticalindustry/index.htm


	MHRA Pharmaceutical Company Clinical Trials section
	Links to information on applying for a clinical trial authorisation (CTA), maintaining a CTA, safety reporting and Good Clinical Practice (GCP).
	http://www.mhra.gov.uk/Pharmaceuticalindustry/Clinicaltrials/index.htm


	Guidance to facilitate the conduct of commercially funded research in the NHS (secondary care)
January 2005


	National R&D costing initiative in collaboration with the NHS R&D Forum, ABPI, British Pharmaceutical Industry & Institute of Clinical Research
	http://www.rdforum.nhs.uk/docs/commercial_research_guidance_2005.pdf


	Model Clinical Trials Agreements 
	A series of model agreements has been drawn up by the UK Health Departments, the Association of the British Pharmaceutical Industry (ABPI), the BioIndustry Association (BIA), and the Association for British Healthcare Industries (ABHI), as appropriate, and approved for use in unmodified format by representatives of the NHS and universities. 

The model agreements are:

· Model Clinical Trials Agreement (mCTA) for pharmaceutical research ( 2006)

· The new Contract Research Organisations model Clinical Trial Agreement (CRO mCTA) (2007)
· Model Clinical Investigation Agreement for medical technology industry sponsored research in NHS hospitals (2008)
Further details below
	http://www.dh.gov.uk/en/Aboutus/Researchanddevelopment/AtoZ/DH_4002073


	Model Clinical Trials Agreement (mCTA) for pharmaceutical research ( 2006)


	The mCTA covers all the issues that sponsor companies and NHS bodies believe are essential to represent the legal relationship between them. It is intended that the mCTA be used routinely without modification by all pharmaceutical and biopharmaceutical sponsors of contract clinical trials and the NHS hospitals in which patients are recruited.

The documents are endorsed for use without modification by Health Departments throughout the UK, the trade bodies (ABPI and BIA), the NHS Confederation, the NHS R and D Forum, the UK Clinical Research Collaboration, the Foundation Trust regulator (Monitor), and the Council of Heads of Medical Schools.

Versions have been also prepared that reflect the special governance and legal arrangements of Scotland, Northern Ireland and Wales.
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_073560.pdf


	The Contract Research Organisations model Clinical Trial Agreement (CRO mCTA) 

2007
	Developed to supplement the revised NHS-ABPI-BIA mCTA and cover the contractual arrangements

needed for contract commercial clinical trials that are managed by Contract Research Organisations (CROs).

	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_079884.pdf


	Model Clinical Investigation Agreement for medical technology industry sponsored research in NHS hospitals 

2008
	The mCIA is designed to simplify and therefore speed up the process for signing off and initiating trials involving NHS patients in NHS hospitals. It removes any need for either sponsors or hospitals to undertake further legal review of contracts in response to another party proposing modifications. It is intended that the mCIA be used routinely without modification by all medical technology industry sponsors of contract clinical research in NHS hospitals in which NHS patients are recruited. 

	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_090048.pdf

	PCT permission form for industry trials
 (April 2007)


	A standard form to make explicit what is expected of industry sponsors and companies under the DH guidance, and allows them to make a declaration about their undertakings in a format that satisfies PCTs’ need for assurances.  
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_073802.pdf



	Commercial Sponsorship – Ethical Standards for the NHS 
(November 2000)
	Guidance on commercial sponsorship in the NHS including Research & Development (Annex C)
	http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4005135



7. GOOD RESEARCH PRACTICE AND GCP
Many aspects of Good Clinical Practice in research are included in other sections of this guide.  This section pulls together key documents and resources for GCP. The Medicines for Human Use (Clinical Trials) Regulations 2004 require that research active staff must be aware of all relevant legislation.
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	 GCP Directive 2005/28/EC

	Principles and detailed guidelines for good clinical practice as regards investigational

medicinal products for human use, as well as the requirements for authorisation of the

manufacturing or importation of such products


	http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-1/dir_2005_28/dir_2005_28_en.pdf 



	Note for Guidance on Good Clinical Practice

(CPMP/ICH/135/95)

July 2002


	International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use Guideline for Good Clinical Practice (‘ICH GCP’)
	http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf


	ICH GCP

Essential documents for the conduct of a clinical trial

	Essential Documents are those documents which individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced. These documents serve to demonstrate the compliance of the investigator, sponsor and monitor with the standards of Good Clinical Practice and with all applicable regulatory requirements.

	http://ichgcp.net/?page_id=131


	MHRA

Good Clinical Practice (GCP)




	Webpage of the MHRA Good Clinical Practice Inspectorate which is part of the Inspections & Standards Division of the MHRA
	http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodClinicalPractice/index.htm


	MRC Ethics and Governance publications
	A range of useful guidance covering ethical and governance requirements  for MRC research
	http://www.mrc.ac.uk/Newspublications/Publications/Ethicsandguidance/index.htm


	MRC Ethics Series – Good Research Practice
(updated September 2005)
	Key elements of good practice for planning and conducting research and recording, reporting and applying the results
	http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC002415


	MRC Scientific misconduct policy and procedure
(December 2008)
	Policy applying to all employees, students, visiting researchers and fellows carrying out MRC funded research
	http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC005820


	NHS R&D Forum
Research Misconduct & Fraud: Good Practice Guidance
  (July 2004)


	Guidance produced by the NHS R&D Forum Research Governance Working Group
	http://www.rdforum.nhs.uk/workgroups/rg/misconduct_0704.doc


	UK Research Integrity Office

Procedure for Investigating Allegations of Misconduct in Research (2008)
	The UK Research Integrity Office is an independent body which offers advice and guidance to universities and other research organisations, and also to individual researchers, about the conduct of research. This step-by-step procedure is aimed at all organisations engaged in research using funds from funders such as the Research Councils and other government bodies, as well as from charities, overseas funding bodies and the commercial sector. 


	http://www.ukrio.org/sites/ukrio2/the_programme_of_work/procedure.cfm


	UK Trial Managers Network

Good Clinical Practice Workshop
(July 2006)
	Powerpoint presentation by the UKTMN on the essentials of GCP

More information about the Trial Managers Network from their website:  http://www.tmn.ac.uk/

	www.tmn.ac.uk/files/Good_Clinical_Practice_Workshop.ppt
 

	European Commission

Detailed guidance for the request for authorisation of a clinical trial on a medicinal product for human use

to the competent authorities, notification of substantial amendments and declaration of the end of the trial

October 2005
	Guidance on the application format and contents of a request to the competent authority (CA) in any EU Member State for:
• Authorisation of a clinical trial on a medicinal product for
  human use;

• Notifications of substantial proposed amendments; and

• Declaration of the end of the clinical trial.

	https://eudract.emea.europa.eu/docs/guidance/Detailed_Guidance_Clinical_Trial_Authorisation



8. PUBLIC AND PATIENT INVOLVEMENT

Useful Websites:

· INVOLVE http://www.invo.org.uk
· James Lind Alliance  http://www.lindalliance.org
· People in Research http://www.peopleinresearch.org/
8.1  INVOLVE  

http://www.invo.org.uk
Involve aims to ensure that public involvement in Research and Development in the NHS, public health and social care improves the way that: 

· decisions are made about what should be a priority for research; 

· research is commissioned (chosen and funded); 

· research is carried out; 

· research findings are communicated. 

A wide range of information and guidance documentation is available from the publications section of the INVOLVE website.  Download all documents from publications page: http://www.invo.org.uk/All_Publications.asp  or from the direct links for those listed below 

	Payment for Involvement: A guide for making payments to members of the

public actively involved in NHS, public health and social care research

(May 2010)
	This guide is about the payment of members of the public who are actively involved in health and social care research. It applies when people are partners in the various stages of research, from identifying and prioritising topics, and commissioning, to evaluation and dissemination. It does not apply to people taking part in research as ‘subjects’ or

participants.
	http://www.invo.org.uk/pdfs/PaymentGuideWEB240510.pdf


	NIHR Programmes

Payment and reimbursement rates for public involvement

(October 2009)
	Guidance agreed with the Department of Health on

payment and reimbursement rates to members of the

public for involvement with the NIHR programmes.
	http://www.invo.org.uk/pdfs/NIHRGuidanceonpaymentstothepublicOct09.pdf


	Senior Investigators and Public Involvement
(November 2009)
	Examples to illustrate the wide range of activities and the different ways that NIHR Senior Investigators are involving the public across all stages of the research process.
	http://www.invo.org.uk/pdfs/SIFINALPAPERNOV2009101109.pdf


	Patient and public involvement in research and research ethics committee review
(April 2009)
	This statement has been developed by the National Research Ethics Service (NRES) and INVOLVE to provide clarity and guidance on patient and public involvement in research and the requirements of research ethics review.
	http://www.invo.org.uk/pdfs/INVOLVE_NRESfinalStatement310309.pdf


	Getting Involved in Research - a Guide for Consumers
 (Updated June 2009)

	A guide for people who want to be actively involved in health research
	http://www.invo.org.uk/pdfs/P1guidelinesupdatedjul09.pdf
  

	Public involvement in research grant

applications

(September 2006)
	This guideline is written for researchers interested in public involvement in research grant applications.


	http://www.invo.org.uk/pdfs/R1research_grant_applications.pdf


	Involving Marginalised and Vulnerable Groups in Research
(Revised January 2004)
	Document written to stimulate thought and discussion around the issue of involving vulnerable people in research.  
	http://www.invo.org.uk/pdfs/Involving%20Marginalised%20and%20VullGroups%20in%20Researchver2.pdf


	Brief Summary and checklist for researchers, research commissioners and research groups for involving vulnerable and marginalised people (Revised January 2004)


	Brief summary of key points of above report. Includes checklist of questions to consider in  involving vulnerable people in research
	http://www.invo.org.uk/pdfs/Brief%20Summary%20and%20Checklist%20for%20Researchersver2.pdf


	Involving the public in NHS public health and social care research  

(Feb 2004)


	Briefing note for researchers. This is an introductory document designed for researchers with no previous experience of involving members of the public as active partners in research. It is a revision of the first edition which was published in 2000 and includes the more recent work of INVOLVE in the Policy Research Programme (PRP). 


	http://www.invo.org.uk/pdfs/Briefing%20Note%20Final.dat.pdf 



	A Guide to Actively involving Young People in Research
 (2004)


	For researchers, research commissioners and managers
	http://www.invo.org.uk/pdfs/Involving_Young_People_in_Research_151104_FINAL.pdf



8.2 OTHER USEFUL PUBLICATIONS & RESOURCES

	Reward and Recognition 

(January 2006)


	The principles and practice of service user payment and reimbursement in health and social care
	http://www.dh.gov.uk/assetRoot/04/12/68/65/04126865.pdf


	Let me in - I’m a researcher!
(March 2006)


	How to involve people with learning difficulties in research
	http://www.dh.gov.uk/assetRoot/04/13/29/79/04132979.pdf


	NHS Clinical Knowledge Summaries – Clinical Trials and Medical Research

	General patient information  on how clinical trials work and what to expect if you take part in a trial. 

	http://www.cks.nhs.uk/patient_information_leaflet/clinical_trials_and_medical_research



9. PEER REVIEW
The Research Governance Framework states that every proposal for health and social care research must be subjected to review by experts in the relevant fields able to offer independent advice on its quality. Arrangements for peer review should be in proportion to the scale of the research and the risks involved.

	MRC Reviewers Handbook (2010 - 2011)

	A detailed guide for reviewers of proposals to the MRC including how to assess proposals, the assessment criteria and the scoring system used. 
	http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC003184

	Association of Medical Research Charities (AMRC)

Guidelines and Information on Peer Reviewing
	AMRC guidance on peer review for research charities  
	http://www.amrc.org.uk/training--research-practice_peer-review


	Peer Review – examples of good practice
NHS R&D Forum (April 2003)
	Guidance produced by the Research Governance Working Group
	http://www.rdforum.nhs.uk/workgroups/rg/peerreview_0403.doc

	Peer Review Guidance – NHS Scotland
Chief Scientist Office - Scotland
	Guidance for NHS research active organisations in Scotland on independent peer review for research within their organisation
	http://www.cso.scot.nhs.uk/Publications/ResGov/Guidance/Peerreview.htm


	INVOLVE 

Peer Reviewing Research Proposals

Guidelines for Members of the Public (2006)

	This guideline is written for members of the public interested in getting involved in peer review.
	http://www.invo.org.uk/pdfs/P2peer_review.pdf

	Training Package for BMJ Peer Reviewers
	Online resources for potential BMJ peer reviewers.  Much of the material relates to the general art of peer review.
	http://resources.bmj.com/bmj/reviewers/training-materials


10.  SPONSORSHIP

	Sponsorship responsibilities in publicly funded trials – Medicines for Human Use (Clinical Trials) Regulations (April 2004)
	This DH note describes the implications of the UK’s approach to implementing requirements of the Directive concerning the sponsor, particularly in relation to collaborative publicly funded trials


	http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/Researchgovernance/DH_4079265


	Summary of responsibilities of sponsors, persons named as responsible for GCP, and investigators in a clinical trial under the UK Regulations implementing EU Directive 2001/20/EC (March 2004)

	Joint Project document summarising the responsibilities of sponsors.
	http://www.ct-toolkit.ac.uk/_db/_documents/sp_summary.pdf


	NHS R&D Forum

Sponsorship principles (July 2005)
	Principles underlying the sponsorship of health-related research studies


	http://www.rdforum.nhs.uk/docs/sponsorship_principles_280705.doc


	NHS R&D Forum

Sponsorship: Frequently Asked Questions (July 2005)

	Additional guidance on sponsorship
	http://www.rdforum.nhs.uk/docs/sponsorshipfaq_071105.doc 


	List of Sponsors for research
	A list of organisations which have confirmed to DH that they would be willing and able to sponsor research. This does not imply a commitment for any particular study (sponsorship would need to be decided on a case-by-case basis) or for

all areas of research. The list is periodically updated.

	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_112929.pdf



11.  INDEMNITY
Useful Websites: 

· NHSLA: NHS Litigation Authority  http://www.nhsla.com/Channels/
	HSG (96)48: NHS indemnity arrangements for handling clinical negligence claims against NHS staff (1996)

	This Health Circular describes the arrangements which apply to handling clinical negligence claims against NHS staff (NHS Indemnity).
	http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4125284.pdf


	NHS Indemnity: Arrangements for Clinical Negligence Claims in the NHS
	This is a summary of the main points contained within NHS Indemnity Arrangements for clinical negligence claims in the NHS, issued under cover of HSG 96/48. The booklet includes a Q&A section covering the applicability of NHS indemnity to common situations and an annex on sponsored trials. It covers NHS indemnity for clinical negligence but not for any other liability such as product liability, employer’s liability or liability for NHS trust board members.


	http://www.nhsla.com/NR/rdonlyres/1CFE5864-05C3-4770-982C-7003294B8161/0/NHSIndemnity.rtf 



	Research in the NHS – Indemnity Arrangements
(December 2005)
	The current position on NHS indemnity for NHS bodies involved in research. These notes represent existing guidance as in 'HSG(96)48: NHS Indemnity - Arrangements for handling clinical negligence claims against NHS staff' and the associated good practice document.

	http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4125281


	Indemnity arrangements in Primary Care – who is responsible for what? (Jan 2005)


	NHS R&D Forum, Primary Care Working Group.  This paper summarises the current understanding of indemnity arrangements in research, as they apply to PCTs and Primary Care practitioners, including Independent Contractors.

	http://www.rdforum.nhs.uk/workgroups/primary/indemnity_arrangements.doc 



	Responsibilities, liabilities and risk management in clinical trials of medicines 
Joint statement with Universities 2004
	Joint statement from Universities UK and the Department of Health designed to reassure universities and NHS bodies that the changes in European law governing clinical trials of medicines regulations do not change the underlying allocation of responsibilities and potential liabilities in collaborative academic trials.
A change in the European law governing clinical trials of medicines came into effect on 1 May 2007 but this does not change the civil liabilitiesof the NHS, of universities, or of medical research funding bodies.

	http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/Researchgovernance/DH_4082518


	NHSLA – NHS Litigation Authority
	The NHSLA is responsible for handling negligence claims made against NHS bodies in <<England. Website contains >>information about the Clinical Negligence Scheme for Trusts and other schemes under the NHSLA umbrella.


	http://www.nhsla.com/Claims/Schemes/


	NIHR Central Commissioning Facility

Patient and Public Involvement: Information for Researchers
	The NIHR Central Commissioning Facility assesses the public involvement aspect of proposals submitted to its commissioning panels and regional committees through the participation of lay reviewers. This section of the NIHR website includes useful guidance for researchers submitting proposals to NIHR CCF.

	http://www.nihr-ccf.org.uk/site/consumerinvolvement/infoforresearchers/default.cfm


	Health Technology Assessment Programme

Involving the Public

	HTA webpages describing ways in which the public can and do get involved in the HTA programme. Includes links to a series of help sheets explaining how consumers can get involved in the HTA programme by identifying research topics and contributing to research programmes.
	http://www.hta.ac.uk/public/index.shtml



	Healthtalkonline 
Clinical Trials
	A charity website providing a gateway to many video and audio interviews with patients about their experience of clinical trials.
In the People’Stories/Organising Trials section there is an interview with a Lay Chair of a trial
	http://www.healthtalkonline.org/medical_research/clinical_trials



12. INTELLECTUAL PROPERTY

The NHS Plan recognises the need for the NHS to develop as an organisation that has innovation at the heart of its business. It commits the NHS to ensuring that innovations are identified and developed in the interests of patients and society as a whole. 

The Department of Health has published a ‘Framework and Guidance on the Management of Intellectual Property in the NHS'. This Framework and Guidance became operational along with Section 5 of the Health and Social Care Act on 9 September 2002. The Guidance extends the powers of the previous 1998 policy on exploiting intellectual property generated through research and development to include intellectual property generated by all NHS employees in the delivery of health care. This provides a significant step in developing the NHS as an innovative organisation. 

	Policy framework for the management of intellectual property within the NHS arising from research and development HSC 1998/106
(1998)
	The framework was designed to help ensure that Intellectual Property derived from NHS R&D is owned and exploited in the best interests of the NHS and the country as a whole, by those best able to do so. 

	http://www.dh.gov.uk/en/Publicationsandstatistics/Lettersandcirculars/Healthservicecirculars/DH_4004971


	The NHS as an Innovative Organisation – A Framework and Guidance on the Management of Intellectual Property in the NHS
(2002)

	DH policy on exploiting intellectual property generated through R&D and delivery of health care.  Builds on and extends HSC 1998/106 (above)
	http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4002660


	Intellectual Property in Government Research Contracts.
The Patent Office (2001)


	Guidelines for public sector purchasers of research and research providers (including NHS Trusts)
	http://www.patent.gov.uk/about/notices/2001/ipresearch.pdf


	NHS National Innovations Centre
	The NHS National Innovation Centre (NIC) aims to speed up the development of pre-commercial technologies likely to benefit the NHS.  Its resources include free-to-use online tools to help

· assess ideas with the Scorecard 

· find resources by the Navigator 

· source leads in the Prospect Zone 

· manage IP development in My Account


	http://www.nic.nhs.uk/

	NHS Innovation Hubs
	England has nine regional NHS Innovation Centres (hubs), aligned to Regional Development Agency and Strategic Health Authority boundaries. They can all be accessed via this site. They were established in 2004/05 to champion the cause of healthcare innovation and to identify, develop and commercialize innovations and Intellectual Property created by NHS staff.

	http://www.innovations.nhs.uk/


	NHS Technology Adoption Centre
	Supporting the NHS in the adoption of innovative technologies which have demonstrated benefits to patients and will improve system efficiency
	http://www.technologyadoptionhub.nhs.uk/



13. MONITORING,  AUDIT & REPORTING
	Clinical Trials Tool Kit – Management and Monitoring
	The Clinical Trials Tool Kit has sections to help guide researchers through procedures for monitoring of clinical trials:


	http://www.ct-toolkit.ac.uk/route_maps/stations.cfm?current_station_id=319&view_type=map


	
	MRC/DH Joint project: Monitoring procedures


	http://www.ct-toolkit.ac.uk/_db/_documents/Trial_MP.pdf


	
	Trial monitoring option checklist
	http://www.ct-toolkit.ac.uk/_db/_documents/Trial_M_CL.pdf


	The NHS R&D Forum

Research Governance Monitoring and Audit 
(2003)
	Examples of good practice document produced by the NHS R&D  Forum Research Governance Working Group
	http://www.rdforum.nhs.uk/workgroups/rg/monitoring_0703.doc


	MHRA 
Good Pharmacovigilance Practice
	Website of the MHRA Good Pharmacovigilance Practice Inspectorate detailing its responsibilities and powers. 
	http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodPharmacovigilancePractice/index.htm



14. DISSEMINATION & ARCHIVING
	The CONSORT Statement 2010
	The guidance, known as the Consolidated Standards of Reporting Trials (CONSORT) statement, was first published in 1996 and  revised in 2001. It includes a checklist to help authors write reports of randomized controlled trials so that others can judge the reliability and validity of the results. The latest version, CONSORT 2010, improves the specificity and clarity of the previous checklist.
	http://www.consort-statement.org/now-published-consort-2010-statement/


	COPE (Committee on Publication Ethics)

Guidelines on Good Publication Practice 

(2003)

	COPE was founded in 1997 to address breaches of research publication ethics.  A voluntary body providing a discussion forum and advice for scientific editors, it aims to find practical ways of dealing with the issues and developing good practice.

This is an advisory set of guidelines covering good practice in publishing


	http://publicationethics.org/static/2003/2003pdf15.pdf
COPE website: http://www.publicationethics.org.uk


	The Clinical Trials Tool Kit
Archiving Station
	Guidance and resources for archiving in clinical trials
	http://www.ct-toolkit.ac.uk/route_maps/stations.cfm?current_station_id=331&view_type=map


	Department of Health:

Research Involving the NHS: Retention of Records
(March 2007)
	Legislation, policies and common-practice guidance apply to the retention of records relating to research carried out in the NHS.
	http://www.ct-toolkit.ac.uk/_db/_documents/DH_073514[1]_reten_of_records.pdf



15. RESEARCH GOVERNANCE FOR SOCIAL CARE

Useful Websites:
· SSRG: Social Sciences Research Group http://www.ssrg.org.uk/
· Department of Health Social Services pages http://www.dh.gov.uk/en/SocialCare/index.htm
· ADASS: Association of Directors of Adult Social Services http://www.adass.org.uk/
· SCIE: Social Care Institute of Excellence http://www.scie.org.uk
· Social Care Online – information and research ion all aspects of social care http://www.scie-socialcareonline.org.uk/
· SRA: Social Research Association http://www.the-sra.org.uk/index.htm
· Social Care Research Ethics Committee http://www.screc.org.uk/
	Department of Health webpage for research governance in social care

	Links to all the developments in implementation of research governance in social care
	http://www.dh.gov.uk/en/Researchanddevelopment/A-Z/DH_4002132


	National Social Care Research Ethics Committee 
	The website of the Social Care Research Ethics Committee (SCREC) which gives information about the purpose of the Social Care REC, how you can apply for research ethics review, and who to contact for further help.
	http://www.screc.org.uk/


	Research Governance Resource Pack (April 2005)
Social Sciences Research Group (SSRG) 
 
	A resource of guidance and ideas to help support the implementation of research governance in social care.
N.B. The resource is currently being updated.


	http://www.ssrg.org.uk/governance/files/rgf.pdf


	Social Research Association guidance

Ethical Guidelines (December 2003)

Commissioning Social Research: A good practice guide
Second Edition (November 2002)


	The SRA’s aim is to promote ethical practice in research by offering these guidelines as advice on best practice for individual members, employing research organisations and related professional associations
This guide discusses ways of commissioning social

research projects and choosing researchers, and

makes recommendations about good practice. It is

intended to inform and advise members,

organisations commissioning social research,

research practitioners and related professional

associations.
	Further information about SRA:

http://www.the-sra.org.uk/index.htm 
http://www.the-sra.org.uk/documents/pdfs/ethics03.pdf  
http://www.the-sra.org.uk/documents/pdfs/commissioning.pdf


	Making a Difference: Safe and Secure Data Sharing between Health and Adult Social Care Staff  (March 2006)
	This document suggests practical changes for delivery that will reduce unnecessary bureaucracy associated with dealing with requests for information and clarify information sharing requirements within the health and adult social care sectors whist respecting the need to maintain patient confidentiality and information security


	http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4131244&chk=w8PfMH


	Economic & Social Research Council:

Research Ethics Framework

 (July 2005)
	This document sets out what the ESRC requires by way of ethical approval for the research it is asked to support, and sees as good practice for all social science research

	http://www.esrc.ac.uk/ESRCInfoCentre/Images/ESRC_Re_Ethics_Frame_tcm6-11291.pdf


	Department of Health & Higher Education Funding Council for England

Statement of Strategic Alliance for Health & Social Care

	In recognising the interdependency of teaching, research and patient care, the DH and HEFCE have integrated the existing Statement of Strategic Alliance on Research and Development for Health and Social Care within this new, overarching Strategic Alliance which covers learning and teaching as well as research and development.


	http://www.dh.gov.uk/assetRoot/04/06/87/06/04068706.doc


	SCIE – Social Care Institute for Excellence
	SCIE's purpose is to collect and synthesise up-to-date knowledge about what works in social care, and to make that knowledge available and accessible to people working in and using social services.
	http://www.scie.org.uk


	SCIE – 
Mental Capacity Act (MCA) Resource
	Accessible guidance for all type of users on all aspects of the MCA
	http://www.scie.org.uk/publications/mca/index.asp


	Social Care Information Governance
	Details of  the Information for Social care activities in the arena of Information Governance


	http://www.dh.gov.uk/PolicyAndGuidance/InformationPolicy/InformationForSocialCare/CaldicottArticle/fs/en?CONTENT_ID=4075306&chk=dvqjYH 




16. ADDITIONAL USEFUL INFORMATION
	NHS R&D Forum

Notes on developing procedures within NHS organisations for appropriate authorisation and management of research and related projects
(2006)
	NHS R&D Forum guidance on differentiating research from other related activity including audit, service evaluation and service development
	http://www.rdforum.nhs.uk/docs/categorising_projects_guidance.doc


	NRES Guidance

Research or audit?

	Research or audit? A selection of useful documents in the NRES guidance section.
	http://www.nres.npsa.nhs.uk/applications/guidance/research-guidance/


	Healthcare Quality Improvement Partnership

A Guide for Clinical Audit,

Research and Service Review


	An educational toolkit designed to help differentiate between clinical audit, research and service review activities
	http://www.hqip.org.uk/assets/Downloads/Audit-Research-Service-Evaluation.pdf


	General Medical Council (GMC)

Research Guidance
	Updated guidance resources for doctors (May 2010)
	http://www.gmc-uk.org/guidance/ethical_guidance/5991.asp


	The UKCRN Clinical Research Portfolio Database
	The UKCRN Portfolio Database contains records of clinical research which is currently taking place across the UK. Details of studies which meet specific eligibility criteria are recorded in a database, which comprises the National Institute for Health Research (NIHR) Portfolio in England, and the corresponding portfolios of Northern Ireland, Scotland and Wales
UKCRN Portfolio Search User Guide (Devolved Nations) (2008)
	http://public.ukcrn.org.uk/search/
http://www.ukcrn.org.uk/index/library/info_sys/mainColumnParagraphs/011/document/UKCRNPortfolioDatabaseUserGuideDN.pdf


	Freedom of Information Act 2000
	Access to information held by public authorities
	http://www.opsi.gov.uk/acts/acts2000/20000036.htm 



	Freedom of Information Act

Department of Health Guidance

	Guidance on the most direct way to make a request for information, what to do if you’re not happy with the way we handle your request plus FOI releases and the publication scheme.


	http://www.dh.gov.uk/en/FreedomOfInformation/index.htm


	GMC Ethical Guidance
	List of the GMC’s ethical guidance
	http://www.gmc-uk.org/guidance/ethical_guidance/index.asp


	MRC 
Clinical Research Governance Guidance 
	Guidance for all MRC funded research on compliance with ethical and governance standards
	http://www.mrc.ac.uk/Ourresearch/Ethicsresearchguidance/Clinicalresearchgovernance/index.htm 
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