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What are clinical trials?

 

A clinical trial is medical research involving patients. 

Clinical trials may be used to test a treatment, compare different 

ways of diagnosing an illness or test techniques for preventing a 

particular cancer. 

Clinical trials offer the only way to find out if a new approach to 

cancer care is better than the standard treatments currently used.  

They ensure that new treatments will have an advantage and will not 

be harmful. 
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How are clinical trials carried out?

 

Treatment-related clinical trials are usually carried out in a series of 

steps or phases: 

 Laboratory tests 

 Phase 1 

 Phase 2 

 Phase 3 

Manufacturers of drugs that have been shown to be safe and 

effective in phase 3 trials can then apply for the drug to be granted a 

licence, known as a marketing authorisation. 

Every clinical trial will have a clinical trial protocol.  This is a document 

that provides the plan for the trial and includes essential information 

about how the trial will be run and how the trial data will be 

analysed. 

 

 

 

 



4 

       

 

Phases of clinical trials

 

What are phases of clinical trials? 

Clinical trials are conducted in different stages, called phases.  Each 

phase of a trial looks at different aspects of a drug, surgical technique 

or medical device, for example safety, side effects, how well it works, 

is it better than other options. 

There are three main phases of trial, phases 1, 2, 3 and 4 (often 

written as phase I, II, III and IV).   

Phase IV studies are conducted after a treatment has been given a 

licence.  They usually examine side effects and safety, long term risks 

and benefits and how well the drug works when used more widely.  

Phase IV trials are rarely conducted at UCL CTC so we do not discuss 

them in further detail in this booklet. 
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Phase I trials

 

Phase I trials often include a small number of patients and are usually 

open to patients with any type of cancer.  Phase I trials begin after a 

new treatment has been found in a laboratory and those tests show 

it may help treat cancer.  These trials look at questions such as: 

 How much of the drug is safe to give? 

 What are the side effects? 

 How does the body cope with the drug? 

Participants are given the treatment very slowly in phase I trials so 

that its administration can be stopped, and not given to any further 

patients if the side effects are too severe.  Usually the new treatment 

is given at a very low dose that is slowly increased over a long period 

of time.  The participants are closely monitored for side effects to 

make sure the treatment is safe and to find out how much of the 

treatment is safe to give.  In most phase I trials, the participants may 

have very advanced cancer and may not benefit from the new 

treatment. 
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Phase II trials

 

Phase II trials usually include participants with the same type of 

cancer but can sometimes include a range of types of cancers.  The 

same new treatment may be used in several phase II trials for 

different types and stages of cancer.  Phase II trials are used to 

answer a range of questions, such as: 

 Does the new treatment work well enough to use in a larger 

phase III trial? 

 Which types of cancer does it work for? 

 What are the side effects and how can they best be managed? 

 What is the best dose to use? 

Phase II trials are larger than phase I trials.  Sometimes they will only 

look at the new treatment and sometimes they will look at the new 

treatment compared to the treatment already being used to for that 

type and stage of cancer or compared to a placebo (dummy drug).   
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Phase III trials

 

Phase 3 trials look at newer treatment versus standard treatments.  

They enable us to collect more information about the side effects 

that the new treatment may cause.  They are used to answer a range 

of questions including: 

 How long do patients stay free of cancer (disease-free survival) 

 How many patients are alive with or without signs of cancer 

(overall survival) 

 Does the cancer grow more slowly with the new treatment 

 How is quality of life effected by the new and old treatments 

Phase 3 trials can include hundreds or even thousands of patients 

from many different hospitals and sometimes from several countries.  

They can take many years to complete. 
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Types of trial

 

Controlled trials 

Controlled trials include two groups of patients, one group will have 

the trial treatment (trial group) and the other group will have the 

standard treatment (control group).  The results of both groups are 

compared to:  

 tell us if there is any benefit from the new treatment;  

 see if the side effects are better, worse or different;  

 measure how much of the improvement in the patients is due 

to the new treatment and how much would have happened by 

chance or is due to standard treatment. 

Randomised trials 

In randomised trials, patients are allocated to treatment groups by 

computer through a process called randomisation.  The patient, 

doctor and researchers are not able to choose which treatment the 

patient is given.  The computer uses certain characteristics 

(stratification factors), eg. age, gender, state of health, type of 

cancer, to match the two groups so that each of them has a similar 

range of patients.  By using matched groups, we can see if an 

outcome is caused by the new treatment or not.  It means the results 

of randomised trials are more reliable than non-randomised trials. 
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Blinded trials 

There are two types of blinded trials – single blinded and double 

blinded. 

In single blind trials the patient does not know what treatment group 

they are in but the doctor and/or researcher does know. 

In double-blind trials neither the patient, doctor nor researcher know 

what treatment each patients is receiving. 

Blinded trials reduce any bias, eg. if the patient knew they were 

having a new treatment this might make them feel more positive, or 

more negative, and influence what they report to researchers. 

Placebo controlled trials 

Where there is no standard treatment to compare with the trial 

treatment, patients may be given a placebo.  A placebo is an inactive 

treatment that’s designed to look exactly like a real one (eg. in size, 

colour, taste, smell).   

Placebos are used when a therapy, such as a biological therapy, is 

being added to standard treatment to see whether this gives us 

better results, eg. one group will be given the standard treatment 

plus trial treatment and the other group will be given standard 

treatment plus a placebo. 
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Safeguards in clinical trials

 

There are several committees and pieces of legislation in place that 

aim to protect the rights and wellbeing of those taking part in 

research as well as ensuring the integrity of the research.  The most 

relevant ones for clinical trials are: 

Good Clinical Practice (GCP) 

GCP is the quality standard for designing, conducting, recording and 

reporting clinical trials.  It ensures the rights, safety and wellbeing of 

trial participants are protected and that the clinical trial data are 

credible 

Medicines and Healthcare Products Regulatory Agency (MHRA) 

The MHRA makes sure trials meet international standards of good 

practice.  It ensures all serious side effects of trial treatment are 

reported. 

Research Ethics Committees (REC) 

The REC’s are independent committees that protect the rights, 

safety, dignity and wellbeing of trial participants.  They ensure that 

patients are fully informed and that they will be compensated if 

anything goes wrong.  No research can be conducted in the UK 

without their approval. 
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Independent Data Monitoring Committees (IDMC) 

The IDMC is set up before a trial begins; its role is to monitor patient 

safety and the effectiveness of the treatment during the trial.  The 

IDMC can stop a trial early for a variety of reasons eg. due to severe 

side effects (although unlikely to happen in phase 3 studies because 

the new treatment has already been extensively tested during phase 

1 or 2 studies) or due to the results of the new treatment being much 

better than the standard treatment meaning the new treatment can 

be used instead of standard treatment so that everyone in the trial 

can benefit from it.  

Trial Steering Committee (TSC) 

The TSC oversees the progress and conduct of the trial and will advise 

on scientific credibility.  The committee is made up of members who 

are independent of the trial including the coordinating organisation, 

funders and sponsors.  The TSC will consider the recommendations of 

the IDMC and carries ultimate responsibility for deciding whether a 

trial needs to be stopped or can continue based on safety and 

efficacy. 

Trial Management Group (TMG) 

The TMG is made up of those that are involved in the day-to-day 

management of a specific trial.  This may include the Chief 

Investigator (CI), site investigators, statistician, trial coordinator and 

data manager.  The role of the TMG is to ensure the safety and  
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quality of the trial by monitoring all aspects of the trial as it 

progresses.  The TMG is set up at the very early stages of the trial, 

sometimes before  a final protocol has been approved and will 

continue to meet throughout for the entirety of the trial. 
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Taking part in a trial

 

Before taking part, trial participants must be fully informed about 

what the trial is trying to find out, how they will be treated and what 

they will have to do.  They must give consent to take part in the trial 

and to agree to their data or blood/tissue samples being used.   

All information given to trial participants (eg. patient information 

sheet, consent form, questionnaires) must be approved by the REC.   

All data about trial participants is kept confidential.  It means that all 

the patients’ names are removed so individual people cannot be 

identified in the study results.  In most cases the CTC does not hold 

any identifiable patient data, eg. patient name or address.  However 

if we need to do that, the patients are made aware of this before 

taking part in the trial.  All data held at the CTC is handled in 

accordance with the Data Protection Act 2018. 
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Trial results

 

It can take many years to get the results of a clinical trial.  We may 

need many thousands of people to take part to show a small but 

important difference between treatments.  Finding those patients 

can take many years.  If a trial is looking at how long people live after 

their cancer treatment (overall survival), they will need to be 

monitored for many years.  A final report of a trial may not be 

published until many years after people were treated due to the time 

it takes to finish following up all the patients and to write up the 

results.   

Once the results are collated and written up they will be published in 

medical journals. All clinical trial results must also before reported in 

a way that is accessible to the public.  There are a variety of ways that 

are used including websites and/or letters to those involved. 
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The role of the CTC Patient Representative

 

A CTC Patient Representative will work with other representatives 

and members of the trials groups. They provide a vital role in the 

design and conduct of clinical trials, helping researchers to 

understand the patients’ perspective and their concerns related to 

various areas of the trial.  

There are many aspects to running trials and many opportunities to 

get involved.  For example, there may be opportunities to: 

 Provide input into the trial design 

 Comment on information we produce for patients and other 

documentation (eg. patient information sheets, information 

videos, other trial resources) 

 Help interpret the results of the trial 

 Help to produce and disseminate the results of the trials to 

other patients 

 Be a member of a TMG 

 Attend TSC meetings 

As a Patient Representative, you can be involved in one or more 

of the opportunities listed above.  We will support you to identify 

research and/or administrative tasks that you have an interest in 

and are able to help with. 
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The role can provide an opportunity to learn about, actively 

contribute to and influence research within a safe and supportive 

research environment.  We will provide you with appropriate and 

relevant training and a mentor to act as your first point of contact 

for queries or difficulties. 
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Stages of involvement 

 

There are various stages of the trial at which the support of a Patient 

Representative is vital.  These include: 

 Trial development 

o Trial design and acceptability 

o Funding applications 

o Patient related material prior to recruitment of 

participants 

 Trial recruitment 

o Reviewing amendments to patient documents 

o TMG/TSC attendance 

o Disease related patient conferences/presentations 

 Trial results 

o Trial results in lay, easy to understand (non-medical) 

language 

o Publicising the trial 
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Terms of reference

 
What are we looking for? 

Essential 

 Experience of cancer (as a patient or as a close relative of 

somebody who has/had cancer) 

 Enthusiastic about cancer research and the Patient 

Representative role 

Desirable 

 Awareness of issues that might affect patients with cancer 

 Good communication skills 

Not needed 

 Experience of committees 

 Knowledge of medical or research language 

What can we provide?  

 An opportunity to learn about, actively contribute to and 

influence research 

 Flexibility and choice in your level of involvement 

 A safe and supportive research environment 

 Appropriate and relevant training 
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 A mentor, to act as your first point of contact for queries or 

difficulties 

 Opportunities to meet other Representatives to discuss the 

trials 

 Payment for attending meetings and travel 

What are the key responsibilities of the role? 

The key responsibilities may include a combination of the below 

depending on what you would like to get involved in: 

 To work with other Representative and member of the clinical 

trials groups 

 Provide input into trial design 

 Comment on information we produce for patients and other 

documentation 

 Help to interpret the results of the research trial 

 Help to produce and disseminate the results of the trials to 

patients 

What does the role involve? 

There will be an initial meeting at UCL CTC so that you can find out 

more about the trials.  This meeting will give you a chance to meet 

other Patient Representatives, members of the trials groups and an 

opportunity to find out more about the trials and decide if you would 

like to be involved.   
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All meetings will be informal and will not use technical language or 

jargon. 

After the initial meeting, we will contact you and send you 

information on the role.  If you need to ask any questions or if you 

want us to explain something, you can contact us during our working 

hours (details in the contact details section of this booklet).   

There may be further meetings however we will try to keep the 

number of meetings to a minimum and you do not have to attend if 

you cannot or do not want to. 

Is there any payment for the role? 

Where needed, we can reimburse you for travel or other expenses 

for attending meetings.  We are able to pay Patient Representatives 

for their time at the standard Department of Health rate (currently 

£150 per full day meeting, £75 per half day meeting and £50 per 

teleconference meeting). 

How will I receive any communication? 

Communication will be via email unless you request for 

correspondence by alternative means such as post or telephone. 
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Glossary

 

Adjuvant treatment Chemotherapy given after surgery or 
radiotherapy with the aim to prevent 
cancer from coming back. 

Administration of 
Radioactive 
Substances Advisory 
Committee (ARSAC) 

A committee that gives advice on using 
radioactive medicinal products in 
clinical trials. 

Advanced Therapy 
Investigational 
Medical Product 
(ATIMP) 

A new treatment which is either a gene 
therapy, somatic cell therapy or a 
tissue engineered product.  

Adverse Event (AE) Any untoward medical occurrence in a 
trial participant that may or may not be 
related to the trial treatment. 

Brachytherapy Internal radiotherapy given by inserting 
small radioactive pellets inside the 
body close to the cancer. 

BRCA1/BRCA2 
mutation 

BRCA1 and BRCA2 are human genes 
that stop tumours from growing in 
certain parts of the body.  A mutation 
of the BRCA1 or BRCA2 gene would 
mean the body is less able to prevent 
tumours from growing in those areas. 
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Bilateral Salpingo-
Oophorectomy 
(BSO) 

Surgical removal of both ovaries and 
fallopian tubes, usually performed 
alongside a total abdominal 
hysterectomy which includes the 
removal of the uterus and cervix as a 
treatment for ovarian cancer.   

Bronchoscopy A procedure that involves putting a 
camera down the throat and into the 
lungs to examine the airways. 

CA125 A blood test that measures the amount 
of CA125 in your blood.  It may be used 
to monitor certain cancers before, 
during and after treatment, such as 
ovarian cancer. 

Cancer Research UK 
(CR UK) 

A charity funding the trial. 

Case Report Forms 
(CRFs) 

Forms used by sites to enter patient 
trial data.  Completed CRFs are then 
sent or submitted (if electronic CRFs) 
to the coordinating centre, such as the 
CTC). If electronic then these may have 
an ‘e’ before CRF (i.e. eCRF). 

Chemoradiation Chemotherapy and radiotherapy given 
at the same time. 

Chief Investigator 
(CI) 

The doctor with overall responsibility 
for the trial. 

Clinical Trial Research studies involving people to 
compare a new or different type of 
treatment with the standard treatment 
currently available. 
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Clinical Trials 
Advisory Committee 
(CTAAC) 

A committee within CR UK that reviews 
and funds cancer clinical trials. 

Clinical Trial of 
Investigational 
Medicinal Product 
(CTIMP) 

A clinical trial involving an 
investigational medicinal product 
(IMP). 

Common 
Terminology Criteria 
for Adverse Events 
(CTCAE) 

A system for ensuring standardized 
terminology and grading of adverse 
events.  CTCAE is used worldwide in 
clinical trials. 

Disease Free 
Survival (DFS) 

The time between end of cancer 
treatment and development of any 
signs or symptoms of cancer. 

Endpoint These are outcomes that are being 
measured in the clinical trial such as 
disease-free survival, overall survival or 
toxicity. 

Epidermal Growth 
Factor Receptor 
(EGFR) Mutation 

Changes in the EGFR gene (EGFR 
mutations) can make cancer grow and 
divide.  This is most commonly seen 
with non-small cell lung cancers. 

Good Clinical 
Practice (GCP) 

A set of internationally recognised 
ethical and scientific quality 
requirements which must be observed 
for designing, conducting, recording 
and reporting clinical trials that involve 
the participation of human subjects. 

Health Economics Evaluation of the costs involved for 
each treatment in a trial, standard 
treatment/placebo and trial treatment. 
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Histology The examination of tissue or blood on 
a cellular level.  Histology is used to 
diagnose and assess the type and 
grade of cancer present. 

Hysterectomy Surgical removal of all or part of the 
uterus. 

Independent Data 
Monitoring 
Committee (IDMC) 

The IDMC makes sure trials meet 
international standards of good 
practice.  It ensure all serious side 
effects of trial treatment are reported. 

Informed Consent 
Form (ICF) 

A clinical trial form for participants to 
sign to confirm they have given 
voluntary consent and are aware of the 
requirements of the trial and their 
rights as a trial participant. 

International 
Federation of 
Gynaecology and 
Obstetrics (FIGO) 
staging 

A system to stage ovarian, fallopian 
tube and peritoneal cancers. 

Intravenous (IV) Administration of treatment into the 
vein.  Many chemotherapy drugs are 
given intravenously. 

Investigational 
Medicinal Product 
(IMP) 

A drug or placebo that is being tested 
in a clinical trial.  This includes standard 
treatments that are used to compare 
against the new trial treatment. 

Large loop Excision 
of the 
Transformation 
Zone (LLETZ) 

A procedure to remove cervical tissue 
for examination and to treat some 
precancerous changes of the cervix. 
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Lobectomy Surgical removal of a lobe of the lung 
as treatment for lung cancer. 

Loop Electrosurgical 
Excision Procedure 
(LEEP) 

A treatment that prevents cervical 
cancer that may be performed after 
abnormal cells are found during 
routine cervical screening or following 
a colposcopy or biopsy. 

Lymphadenectomy Surgical removal of one or more lymph 
nodes as part of treatment or 
assessment of cancer.  Also referred to 
as lymph node dissection. 

Lymph Nodes Part of a healthy lymphatic system 
which is part of the body’s immune 
system.  Sometimes cancer spread to 
the nearby lymph nodes, this may be 
referred to as positive lymph nodes or 
lymph node involvement. 

Maintenance 
treatment/therapy 

The treatment of cancer with 
medication, usually following a 
previous course of treatment, to avoid 
the recurrence of cancer or to slow the 
growth of cancer.  Maintenance 
therapy can include chemotherapy, 
hormone therapy or targeted therapy. 

Medicines and 
Healthcare Products 
Regulatory Agency 
(MHRA) 

The competent authority for the UK in 
relation to clinical trials regulations. 

Neo Adjuvant 
treatment 

Chemotherapy given before surgery or 
radiotherapy with the aim to shrink the 
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cancer making it easier to remove or 
treat with radiotherapy. 

National Institute 
for Health Research 
(NIHR) 

An organisation funded by the 
Department of Health and Social Care 
to improve the health through 
research.  The NIHR funds health 
research and translates research 
outcomes into practical products, 
treatments, devices and procedures. 

Overall Survival (OS) The time between starting trial 
treatment or finishing trial treatment 
and death. 

Pathology The assessment of blood or tissue cells 
to diagnose the presence, type and 
grade of cancer. 

Patient/Participant 
Information Sheet 
(PIS) 

A document explaining all relevant 
study information to assist the 
potential participant in understanding 
the expectations and requirements of 
participation in a clinical trial. 

Pharmacovigilance Pharmacovigilance is the monitoring of 
drugs for detection, assessment, 
understanding and prevention of 
adverse side effects. 

Placebo A control substance (dummy 
treatment) that is sometimes given to 
people taking part in a clinical trial. 

Pneumonitis Non-infectious inflammation of lung 
tissue. 

Principal 
Investigator (PI) 

An individual who is responsible for the 
conduct of research at a research site 
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(usually a hospital).  A PI is usually a 
consultant however it can be another 
site staff member with relevant 
experience for the trial involved.   

Protocol A plan for a piece of research which 
includes essential information about 
how to run the trial and how the trial 
will be analysed. 

Pulmonectomy Surgical removal of a lung or part of a 
lung as treatment of lung cancer or 
other lung disease. 

QoL Questionnaires used to measure and 
compare quality of life before, during 
and after treatment. 

Radiology The use of imaging techniques to 
diagnose, assess and sometimes treat 
disease.  Imagine techniques include x-
ray, CT, MRI, PET Scan, ultrasound etc. 

Randomised 
Controlled Trial 
(RCT) 

A trial of to two or more groups of 
participants who receive a different 
treatment in each group, usually a 
control group receiving standard 
treatment and an experimental group 
receiving the trial treatment.  The 
participants are randomly allocated a 
treatment group by a computer to 
prevent bias. 

Relapse/Recurrence The return of a disease or the signs and 
symptoms of a disease after a period 
of improvement. 
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Research Ethics 
Committee (REC) 

Committees established to provide an 
independent opinion on the extent to 
which proposals for a study comply 
with ethical standards.  All clinical trials 
must be reviewed by an ethics 
committee before recruiting 
participants. 

Response 
Evaluation Criteria 
in Solid Tumours 
(RECIST) 

A set of published rules that define 
when cancer patients improve 
(respond), stay the same (stable) or 
worsen (progress) during and after 
treatment based on X-Rays, CT scans or 
MRI scans. 

Site A site is the place where clinical trials 
are undertaken, where patients are 
recruited, treated and followed up.  
For cancer trials this is often a hospital 
but it may be a GP surgery, university 
or other institution.   

Sponsor The organisation that takes overall 
responsibility for the trial.  The sponsor 
can, but does not often, provide 
funding for the research. 

Stratification Stratification is used to ensure there is 
an even spread of participants with 
particular characteristics in each arm 
of the trial.  Stratification may be done 
using a variety of characteristics such 
as age, gender, type or grade of 
cancer, hospital location etc. 



29 

       

Targeted therapy Drugs or other substances that block 
the growth and spread of cancer by 
interfering with specific molecules that 
are involved in the growth, 
progression, and spread of cancer. 

Trial Management 
Group (TMG) 

A group made up of the people 
responsible for running the trial such 
as the CI, statistician, trial manager, 
trial coordinator, research nurse, data 
manager.  The role of the group is to 
monitor all aspects of the conduct and 
progress of the trial, ensure that the 
protocol is adhered to and take 
appropriate action to safeguard 
participants and the quality of the trial 
data. 

Trial Steering 
Committee (TSC) 

A committee that provides overall 
supervision of the trial.  The TSC 
usually includes members who are 
independent of the trial such as 
qualified consultants or statisticians.  
Their role is to monitor trial progress 
and conduct and advise on scientific 
credibility.  The TSC takes advice from 
other committees such as the IDMC 
but can decide whether the trial needs 
to be stopped on grounds of safety or 
efficacy. 

University College 
London (UCL) 

The university that hosts the UCL CTC 
and is usually sponsor for our clinical 
trials. 



30 

       

UCL Cancer Trials 
Centre (UCL CTC) 

The organisation carrying out the day 
to day work on the trial. 
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Contact Details

 

Lung & Gynae Group 

CR UK & UCL Cancer Trials Centre 

90 Tottenham Court Road 

London 

W1T 4TJ 

Tel. 0207 679 9876 

Email: lungandgynaegroup@ucl.ac.uk  
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