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CLINICAL TRIALS GLOSSARY

	ADE
	Adverse Device Effect/Event

	AE
	Adverse Event

	ALCOAC
	Attributable, Legible, Contemporaneous, Original, Accurate, Complete

	APR
	Annual Progress Report

	AR
	Adverse Reaction

	ARSAC
	Administration of Radioactive Substances Advisory Committee

	Blind
	A randomised trial is ‘blind’ if the participant is not told which arm of the trial they are on

	BNF
	British National Formulary

	BSREC
	Biomedical and Scientific Research Ethics Committee

	CA
	Competent Authority

	CAG
	Confidentiality Advisory Group

	CAPA
	Corrective and Preventative Actions

	CBA
	Cost-benefit analysis

	CBS
	Central Booking System

	CCA
	Cost-consequences analysis

	CCG
	Clinical Commissioning Groups

	CDMS
	Clinical Data Management System

	CEA
	Cost-effectiveness analysis

	CEAC
	Cost-effectiveness acceptability curve

	CESP
	Common European Submission Platform

	CF
	Consent Form

	CI
	Chief Investigator

	CMA
	Cost-minimisation analysis

	COMET
	Core Outcome Measures in Effectiveness Trials

	CONSORT
	Consolidated Standards of Reporting Trials

	CPRD
	Clinical Practice Research Datalink

	CRN
	Clinical Research Network

	CRF
	Case Report Form / Clinical Record Form

	CRO
	Clinical Research Organisation

	CSRI
	Client Service Receipt Inventory

	CTA
	Clinical Trial Authorisation

	CTA
	Clinical Trial Agreement

	CTCAE
	Common Terminology Criteria for Adverse Events

	CTIMP
	Clinical Trial of an Investigational Medicinal Product

	CUA
	Cost-utility analysis

	CV
	Curriculum Vitae

	CWoW
	Combined Ways of Working

	DAE
	Data Access Environment

	DARS
	Data Access Request Service

	DBS
	Disclosure and Barring Service

	DCF
	Data Clarification Form

	DEC
	Data Entry Clerk

	DMC
	Data Monitoring Committee

	DMP
	Data Management Plan

	Double-blind trial
	Trial design in which neither the participants nor the trial staff knows which arm of the trial they are on

	DPA
	Data Protection Act

	DPIA
	Data Protection Impact Assessment

	DPO
	Data Protection Officer

	DSA
	Data Sharing Agreement

	DSPT
	Data Security and Protection Toolkit

	DSUR
	Development Safety Update Report

	eCRF
	Electronic Case Report Form

	EDC
	Electronic Data Capture

	EEA
	European Economic Area

	EMEA
	European Agency for the Evaluation of Medicinal Products

	ePRO
	Electronic Patient Reported Outcomes

	eQMS
	Electronic Quality Management System

	ETC
	Excess Treatment Costs

	EU
	European Union

	EudraCT
	European Clinical Trial Database

	EudraVIGILANCE
	European Database for Pharmacovigilance

	FEC
	Full Economic Costing

	FoIA
	Freedom of Information Act

	FP
	Finance Procedure

	FRS
	Functional Requirement Specification

	GC
	Governance Committee

	GCP
	Good Clinical Practice

	(UK) GDPR
	(UK) General Data Protection Regulation

	GMP
	Good Manufacturing Practice

	GNA
	Grounds for Non-Acceptance

	GP
	General Practitioner

	GTAC
	Gene Therapy Advisory Committee

	HCRW
	Health and Care Research Wales

	HE
	Health Economics

	HES
	Hospital Episode Statistics

	HMPPS
	His Majesty’s Prison and Probation Service

	HoD
	Head of Department

	HRA
	Health Research Authority

	HRC
	Honorary Research Contract

	HSC
	Health & Social Care

	HSSREC
	Humanities and Social Sciences Research Ethics Committee

	HTA
	Health Technology Assessment

	IAO
	Information Asset Owner

	IAR
	Information Asset Register

	IB
	Investigators Brochure

	ICER
	Incremental cost-effectiveness ratio

	ICH
	International Conference on Harmonisation

	ICMJE
	International Committee of Medical Journal Editors

	ICNARC
	Intensive Care National Audit and Research Centre

	ICO
	Information Commissioners Office

	ICSR
	Individual Case Safety Report

	IG
	Information Governance

	IGARD
	Independent Group Advising on the Release of Data

	IMP
	Investigational Medicinal Product

	IRAS
	Integrated Research Application System

	ISF
	Investigator Site File

	IPO
	Insurance & Purchasing Office

	ISO
	International Organisation for Standardisation

	ISRCTN
	International Standard Registered Clinical/soCial sTudy Number

	Investigator
	Clinician or nurse involved in a clinical trial

	IVRS
	Interactive Voice Response System

	IWRS
	Interactive Web Response System

	LoA
	Letter of Access

	LIP
	UK Local Information Pack

	MA
	Marketing Authorisation

	MCA
	Mental Capacity Act

	MHRA
	Medicines and Healthcare products Regulatory Agency

	MIA
	Marketing & Importers Authorisation

	MIS
	Management Information System

	mNCA
	model Non-Commercial Agreement

	MRC
	Medical Research Council

	MP
	Monitoring Plan

	MS
	Member State

	NETSCC
	NIHR Evaluation, Trials & Studies Coordinating Centre

	NHS
	National Health Service

	NHS R&D
	National Health Service Research and Development

	NHS REC
	National Health Service Research Ethics Committee

	NICE
	National Institute for Health and Care Excellence

	NICOR
	National Institute for Cardiovascular Outcomes Research

	NIHR
	National Institute for Health Research

	NOI
	Notification of Intent to Submit

	NOMS
	National Offenders Management Service

	NOSA
	Notification of Substantial Amendment

	OID
	Organisation Information Document

	ONS
	Office of National Statistics

	Open-label trial
	Trial in which doctors and participants know which drug is being administered

	PAF
	Portfolio Adoption Form

	Participant
	Person participating in a clinical trial

	pCRF
	Paper CRF

	PDF
	Personal Development Folders

	PF
	Pharmacy File

	PI
	Principal Investigator at a trial site

	PIC 
	Participant Identification Centre

	PID
	Personal Identifiable Data

	PIS / PIL
	Patient Information Sheet / Patient Information Leaflet

	Phase I
	Phase I or Healthy Volunteer Studies are non-placebo controlled, small studies, and the first test of a drug in humans
· To establish safe/tolerable levels
· To establish initial pharmacology in humans
· Usually carried out on volunteers who may be paid

	Phase II
	Phase II studies are non-placebo controlled or randomised studies
· To provide evidence of activity and better evidence of safety
· To define dosage and regimen
· Includes participants with the disease

	Phase III
	Phase III studies are usually larger scale comparative, randomised controlled trials
· To assess the risks and benefits
· To compare benefits/side effects with those of other drugs or a placebo
· Includes participants with the disease

	PPI
	Patient and Public Involvement

	PRO
	Participant Reported Outcomes

	PROMs
	Patient Report Outcome Measures

	PRP
	Policy Research Programme

	PRS
	Proportionate Review Service

	PSF
	Product Specification File

	PSS
	Personal and Social Services

	QA
	Quality Assurance

	QAM
	Quality Assurance Manager

	QC
	Quality Control

	QM
	Quality Management

	QP
	Qualified person – responsible for final despatch of trial drug

	R&D
	Research and Development

	R&IS
	Research & Impact Services

	RA
	Risk Assessment

	RCT
	Randomised Controlled Trial

	RDB
	Research Data Base

	RDC
	Remote Data Capture

	REC
	Research Ethics Committee

	REF
	Research Excellence Framework

	RSI
	Reference Safety Information

	RTB
	Research Tissue Bank

	SADE
	Serious Adverse Device Effect

	SAE
	Serious Adverse Event

	SAMF
	Statistical Analysis Master File

	SAR
	Serious Adverse Reaction

	SAR
	Subject Access Request

	SAP
	Statistical Analysis Plan

	SD 
	Standard Deviation

	SDR
	Source Data Review

	SDV
	Source document / data verification

	SECs
	Self-Evident Corrections

	SEFT
	Secure File Transfer

	SI
	Statutory Instrument

	Single-blind trial
	Trial in which one party, either the investigator or participant, is unaware of what medication the participant is taking

	SIRI
	Serious Incident Requiring Investigation

	SIRO
	Senior Information Risk Owner

	SIV
	Site Initiation Visit 

	SmPC
	Summary of Product Characteristics

	SOC
	Sponsorship & Oversight Committee

	SoECAT
	Schedule of Events Cost Attribution Template

	SOP
	Standard Operating Procedure

	SPIRIT
	Standard Protocol Items: Recommendations for Interventional Trials

	SPM
	Senior Project Manager

	Sponsor
	Individual / organisation responsible for the initiation, management, financing of a clinical trial

	SSDL
	Site Signature and Delegation Log

	SSIF
	Site Specific Information Form

	Subject
	Person participating in a clinical trial

	SUSAE
	Suspected Unexpected Serious Adverse Event

	SUSAR
	Suspected Unexpected Serious Adverse Reaction

	TNO
	Trial Number

	TRAC
	Transparent Approach to Costing

	T/SC
	Trial/Study Coordinator

	T/SM
	Trial/Study Manager

	T/SMF
	Trial/Study Master File

	T/SMG
	Trial/Study Management Group

	T/SSC
	Trial/Study Steering Committee

	TSF
	Trial Site File

	UA
	User Acceptance

	UAT
	User Acceptance Testing

	UKECA
	UK Ethics Committee Authority

	UoW
	University of Warwick

	URS
	User Requirements Specification

	USM
	Urgent Safety Measure

	VAM
	Variable Monthly

	VHP
	Voluntary Harmonisation Procedure

	WCTU
	Warwick Clinical Trials Unit

	WHO
	World Health Organisation

	WI
	Working Instruction

	WRAP
	Warwick Research Archive Portal
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