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 XE "1.0
GLOSSARY"  (delete inappropriate terms)
Adverse Event (AE) - Any untoward medical occurrence in a subject to whom a medicinal product has been administered, including occurrences which are not necessarily caused by or related to that product.

Adverse Drug Reaction (ADR) - Any untoward and unintended response in a subject to an investigational medicinal product which is related to any dose administered to that subject.
Archive Document – Document which must be completed for each clinical study archived. The form contains study details, Investigators details, box contents and details of Archivist. A copy should be present in each box archived, with a copy held at the site and the original in the KHP-CTO.

Advanced Therapy Medicinal Product (ATMP) – A medicinal product which is either a gene therapy medicinal product, a somatic cell therapy medicinal product or a tissue engineered product.
Blinding - A procedure in which one or more parties involved in the conduct of a clinical trial are unaware of the treatment assignment(s). 

Case Record Form (CRF) - A printed, optical, or electronic document designed to record all of the protocol required information to be reported to the sponsor on each trial subject. 

Chief Investigator (CI) - A Registered Physician, Dentist, Pharmacist or Registered Nurse who has overall responsibility for the conduct of the trial.

Clinical Research Associates – (CRAs) – Part of the KHP-CTO Quality Team. Ensure compliance with the Regulations, GCP and SOPs, by monitoring clinical trials.
Clinical Trial - Any investigation in human subjects, other than a non-interventional trial intended to discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more medicinal product or to identify any adverse reactions to one or more such products and to study absorption, distribution metabolism and excretion in one of more such products with the object of ascertaining the safety or efficacy of those products.
Clinical Trial Authorisation (CTA) – Regulatory approval issued by a Competent Authority to conduct a clinical trial within a Member State.

Close Out Report (CR) – A report written by the CRA to the Sponsor (or representative) after each site close out visit. 

Code Break – breaking the blind. This is the mechanism that permits the rapid identification of the trial treatment in case of a medical emergency, but does not permit undetectable breaks in the blinding.

Co-Sponsors – Where two or more organisations take responsibility for the initiation, management and financing (or arranging the financing in relation to) a clinical trial. Co-Sponsors should decide which organisation will assume responsibility for carrying out the Sponsor functions of that trial and document this accordingly.

Competent Authority (CA) – Regulatory Agency responsible for regulating clinical trials within an EU Member state.

Computer Systems – For the purpose of this SOP, computerised systems are defined as systems (software) that collect data in electronic form and create, modify, maintain, archive, retrieve, or transmit that clinical data.  

Contact Comment Form (CCF) – Used to record communication with a trial site that requires documentation. 

Continuing Professional Development (CPD) – Any educational activity which helps to maintain, develop or increase knowledge, problem-solving, technical skills or professional performance standards all with the goal that physicians can provide better health care. 

Curriculum Vitae (CV) - A summary of a person’s education, professional history and job qualifications.
Data Lock Point – Day prior to the DIBD. The Sponsor can designate this as the last day of the month prior to the month of the DIBD.
Development International Birth Date - (DIBD) this is the date of the MHRA Clinical Trial Authorisation approval as defined in the DSUR.
Development Safety Update Report (DSUR) - A common standard for periodic reporting on drugs under development (including marketed drugs that are under further study) among the ICH regions.
Elective - training which is optional, that is available to any KHP staff involved in research, but is not compulsory.
Electronic Data Capture (EDC) - a computerised system designed for the collection of clinical data in electronic format for in clinical trials.
Emergency Scientific and Medical Services (ESMS) - an independent provider of emergency code break and medical information 24/7.
Essential Documents - The essential documents relating to a clinical trial are those which enable both the conduct of the clinical trial and the quality of the data produced to be evaluated; and show whether the trial is, or has been, conducted in accordance with the applicable requirements of the Regulations.

European Economic Area – consists of the countries of the EU and additionally Iceland, Liechtenstein and Norway. Countries that are Contracting Parties to the EEA Agreement are bound by the EU Clinical Trials Directive (2001/20/EC).
Good Clinical Practice (GCP) - as defined in the Regulations.
Health Research Authority (HRA) – Government body set up in 2011 to protect and promote the interests of patients and the public in health and social care research. Specifically tasked with streamlining research in the UK and now responsible for issuing a single NHS approval which includes the REC ethical opinion.   

Impartial Witness – a third party who is not connected with the research, such as a non-research team employee, relative of the subject, or person similarly unconnected with the research. The impartial witness must speak both English and the language understood by the subject or representative. 

Incapacitated Adult – an adult who is unable to give informed consent, by virtue of physical or mental incapacity.

Informed Consent Form (ICF) – The document which is signed by the participant/legal representative as well as the person who conducted the informed consent discussion confirming the volunteers willingness to participate in the particular trial, having been informed of all aspects of the trial that are relevant to their decision. 

Important Medical Event (IME) – Events that may not be immediately life-threatening or result in death or hospitalisation but may jeopardise the patient or may require intervention to prevent one of the other outcomes listed in the definition above should also be considered serious. For the purposes of eSUSAR reports IME correlates to the ICH Topic E2B criteria “other medically important condition”.
International Council for Harmonisation (ICH) – Produced a series of guidelines in 1996, E6 being the guideline on Good Clinical Practice, otherwise known as ICH-GCP. Formerly known as International Conference on Harmonisation.
Investigational Medicinal Products (IMP) - means a pharmaceutical form of an active substance or placebo being tested, or used as a reference in a clinical trial. This includes a medicinal product which has a marketing authorisation but is, for the purposes of the trial - 

(a) used or assembled (formulated or packaged) in a way different from the form of the product authorised under the authorisation,

(b) used for an indication not included in the summary of product characteristics under the authorisation for that product, or

(c) used to gain further information about the form of that product as authorised under the authorisation

Investigator Brochure (IB) – is a compilation of the clinical and non-clinical data on the investigational product(s) that are relevant to the study of the product(s) in humans. Once an investigational product has a marketing approval, the IB is superseded by the Summary of Product Characteristics (SmPC), unless an IMP has been developed, licensed and manufactured by King’s Health Partners.
Investigator Site File (ISF) – A standard filing system which contains all essential documents held by Principal Investigator(s) conducting a trial which individually and collectively permit the evaluation of the conduct of a trial and the quality of the data produced. 
Integrated Research Application System (IRAS) - a single system for applying for the permissions and approvals required to ensure compliance with regulatory and governance requirements for conducting research within the United Kingdom.

King’s Health Partners (KHP) - King’s Health Partners Academic Health Science Center is a pioneering collaboration between one of the King’s College London (University) and three of London’s most successful NHS Foundation Trusts – Guy’s & St Thomas’, King’s College Hospital and the South London & Maudsley.
King’s Health Partners Clinical Trials Office (KHP-CTO) - Established in 2006 by King’s College London, Guy’s & St Thomas’ NHS Foundation Trust, South London and Maudsley NHS Foundation Trust and King’s College Hospital Foundation Trust to provide a streamlined approach for all aspects of trial administration.

KHP-CTO Quality Team – Comprises the Clinical Quality Manager, Clinical Research Associate(s), Clinical Trial Administrator(s), Systems Executive, Training Executive(s) and Training Assistant.

KHP-CTO Standard Operating Procedures (SOPs) - "detailed, written instructions to achieve uniformity of the performance of a specific function," SOPs are the base on which Quality Systems and Processes are conducted and monitored against.

Legal Representative – in relation to a minor or an adult unable to give informed consent by virtue of physical or mental incapacity, a person, other than a person involved in the conduct of the trial who;

(a) by virtue of their relationship with that minor or that adult is suitable to act as their legal representative for the purposes of that trial and is available and willing to do so.

(b) If there is no such person, a person, other than a person involved in the conduct of the trial, who is the doctor primarily responsible for the medical treatment provided to that adult, or a person nominated by the relevant health care provider. 
Mandatory - training which must be completed by all relevant KHP Organisation employees and any other staff involved in clinical trials sponsored, co-sponsored or hosted by any of the KHP Organisations and is therefore compulsory.

MATTS – MedSciNet’s Active Trial Tracking System. An electronic Clinical Trial Portfolio Management System.

Medicines & Healthcare products Regulatory Agency (MHRA) - UK Competent Authority responsible for regulation of clinical trials.
Medical Dictionary for Regulatory Activities (MedDRA) - a clinically validated international medical terminology dictionary (and thesaurus) used by regulatory authorities for the purposes of adverse event classification.
Minor – a person under the age of 16 years.
Named Archivist – Person responsible for ensuring archiving requirements are met. Referred to as Archivist within this SOP.

NIHR - National Institute for Health Research. Organisation responsible for providing a health research system in which the NHS supports outstanding individuals working in world-class facilities, conducting leading-edge research focused on the needs of patients and the public.
Monitoring Plan (MP) – A document written by the CRA detailing how all the monitoring activities for the trial will be carried out based upon the trial risk assessment.    

Monitoring Visit Report (MVR) – A report written by the CRA to the Sponsor (or Representative) after each site visit. 
Pandemic - is the worldwide spread of a disease, with outbreaks or epidemics occurring in many countries and in most regions of the world. A disease epidemic occurs when there are more cases of that disease than normal. 

Participant Information Sheet (PIS) - explains all relevant study information to assist the trial participant in understanding the expectations and requirements of participation in a clinical trial.
Partner Organisations – King’s College London, Guy’s & St Thomas’ NHS Foundation Trust, King’s College Hospital NHS Foundation Trust, South London and Maudsley NHS Foundation Trust and any other Organisations that may join the KHP-CTO Partnership from time to time.
Pharmacovigilance (PV) – the science and activities relating to the detection, assessment, understanding and prevention of adverse effects or any other drug-related problem.

Principal Investigator (PI) - A Registered Physician, Dentist, Pharmacist or Registered Nurse who has responsibility for the conduct of the trial at a host site.

Quality Assurance (QA) - Systems and processes established to ensure that a trial is performed and the data are generated in compliance with GCP.

Quality Control (QC) - The operational techniques and activities undertaken within the quality assurance system to verify that the requirements for quality of the trial-related activities have been fulfilled.

Quality Policy - Policy signed by the Medical Directors of the Partner Organisations and the Vice Principal of the Health Schools of King’s College London. The Quality Policy binds all relevant clinical research activity conducted or managed by the Partner Organisations to the KHP-CTO Clinical Trial SOPs.

Reference Safety Information (RSI) – relates to the IMP and will be either in an Investigator Brochure for non-licensed IMPs or in the Summary of Product Characteristics, for IMPs with a marketing authorisation.

Remote Data Capture (RDC) - Remote data capture is the process of automatic collection of data. 
Remote Study Site Close-Out Checklist (RSSCC) – A report written by the CRA to the Sponsor (or representative) after each remote site close-out contact.

Research & Development Dept (R&D) – NHS department responsible for confirmation of capacity and capability for all clinical research.
Research Ethics Committee (REC) – The REC that undertakes the review of the research protocol, including the content of the patient information sheet and consent form rather than just site specific approval for each centre.

Serious Adverse Event or Reaction (SAE/SAR) - A serious adverse event is defined as an adverse experience that results in any of the following outcomes:- 

· death 

· a life-threatening adverse experience (any adverse experience that places the patient or subject, in the view of the Investigator, at immediate risk of death from the reaction as it occurred, i.e., it does not include a reaction that, had it occurred in a more severe form, might have caused death)

·  inpatient hospitalisation or prolongation of existing hospitalisation 

·  a persistent or significant disability/incapacity (a substantial disruption of a person's ability to conduct normal life functions)

· a congenital anomaly/birth defect. 

Serious Breach of GCP - a “serious breach” of the principles of GCP that is likely to affect to a significant degree, the safety or physical or mental integrity of the subjects of the trial; or the scientific value of the trial.

Serious Breach of trial Protocol - a serious breach of trial protocol that is likely to affect to a significant degree, the safety or physical or mental integrity of the subjects of the trial; or the scientific value of the trial.
Source Documentation - Original documents, data, and records (e.g., hospital records, clinical and office charts, laboratory notes, memoranda, subjects' diaries or evaluation checklists, pharmacy dispensing records, recorded data from automated instruments, copies or transcriptions certified after verification as being accurate copies, microfiches, photographic negatives, microfilm or magnetic media, X-rays, subject files, and records kept at the pharmacy, at the laboratories and at medico-technical departments involved in the clinical trial).

Sponsor - The organisation who takes responsibility for the initiation, management and financing (or arranging the financing) in relation to a clinical trial.  The Sponsor organisation has responsibility for carrying out the sponsor functions of that trial (as defined in the Regulations).

Statutory Instrument (SI) – Legal means of implementation of EU Clinical Trials Directive into UK law. SI 1031 (2004), subsequently amended by SI 1928 (2006), SI 2984 (2006), SI 941 (2008), SI 1184 (2009) and SI 1882 (2010).

Subject - An individual who consents to take part in a clinical trial. This individual may also be known as a Participant.

Summary of Product Characteristics (SmPC) – this reference document is produced for health professionals and details of how to use a medicinal product safely and effectively.
Suspected Unexpected Serious Adverse Reaction (SUSAR) – A Suspected Unexpected Serious Adverse Reaction is a serious adverse drug reaction, the nature and severity of which is not consistent with the information about the medicinal product in question set out:- 

· in the case of a product with a marketing authorisation, in the Summary of Product Characteristics for that product. 

· in the case of any other investigational medicinal product, in the Investigator's Brochure relating to the trial in question. 
The Regulations - The Medicines for Human Use (Clinical Trials) Regulations 2004, transposed the EU Clinical Trials Directive into UK legislation, as Statutory Instrument 2004 1031. This became effective on the 1st May 2004. An amendment to implement Directive 2005/28/EC was made to the Regulations as Statutory Instrument 2006 no 1928. As amended from time to time.
Trial Master File (TMF) - A standard filing system which allows the effective storage and location of essential documents, that is the large volume of regulatory documents and approvals needed for clinical research. The filing system can be in the form of a single project file or a number of files/filing cabinets, depending on what is deemed most appropriate for a particular clinical trial given its size and complexity. The regulatory documents and approvals within the TMF will be maintained alongside case report forms and source documentation.

Type A Clinical Trial – A clinical trial with no higher risk than standard medical care. The medicinal product must be licensed in an EU Member State and the trial relates to the licensed range of indications, dosage and form or, the trial involves off-label use (such as in paediatrics and in oncology), if this off-label use is established practice and supported by sufficient published evidence and/or guidelines.
Type B Clinical Trial – A clinical trial with somewhat higher risk than standard medical care and involving medicinal products licensed in any EU Member State if such products are used for a new indication (different patient population/disease group), or substantial dosage modifications are made for the licensed indication or if they are used in combinations for which interactions are suspected. Also, trials involving medicinal products not licensed in any EU Member State if the active substance is part of a medicinal product licensed in the EU. 

Type C Clinical Trial – A clinical trial with markedly higher risk than standard medical care and involving a medicinal product not licensed in any EU Member State. A grading other than Type C may be justified if there is extensive class data or pre-clinical and clinical evidence.
Unexpected Adverse Drug Reaction - An adverse drug reaction the nature and severity of which is not consistent with the information about the medicinal product in question set out :– 

· in the case of a product with a marketing authorization, in the Summary of Product Characteristics for that product, 

· in the case of any other Investigational Medicinal Product, in the Investigator's Brochure relating to the trial in question. 
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