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Guidance for Managers and Mentors
The new NCRN induction programme is a comprehensive document suitable for all
members of clinical trials staff, from the very new to those who have been in post for
many years. Version 1 of the document was released to the networks in July 2009 and
will be updated annually. The most recent version can be found on the T&E section of
the NCRN pages in the NIHR portal. If you don‟t have access to the portal and would like
a copy of the document, please contact the NCRN T&E secretary Selina Bell by email at
s.bell@ncrn.org.uk
The induction programme is a generic document and can be used by all cancer research
networks. You may however wish to add information specific to your network and a
section following the introduction has been left blank to allow you to insert this
information. If you would like to see an example of what to include in this section, please
refer to the NIHR portal or contact Selina Bell for a copy of local information relating to
the Mount Vernon Cancer Research Network. The main document is available in PDF
format for quality control purposes; therefore you will need to print the document in order
to insert the network specific pages.
You should be aware that throughout the document the reader is advised to refer
questions and comments to their „mentor‟ who will give guidance and support, and
advice about courses and opportunities for practice-based learning. The type and
volume of material referred to in the handbook might seem overwhelming to staff new to
oncology and research, therefore the support and guidance of a mentor will be very
important, whereas experienced staff should be able to work through the document
independently. The mentor may be the line-manager, the network training link or any
other experienced member of staff within the team.
We hope that you and your teams enjoy working through the induction programme. If
you
have
any
comments
please
send
them
to
Teresa
Meehan
teresa.meehan@rmh.nhs.uk. Or, if you would like to be involved in the continuing
development and evaluation of the programme, please give your details to Selina Bell
and you will be contacted prior to the next update.
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Introduction
Welcome to the National Cancer Research Network (NCRN) and to your local cancer
research network which is one of 33 local branches of the NCRN. You have entered the
cancer research workforce at a challenging but exciting time. Many changes are
currently taking place which, for the first time, will encourage and enable research
nurses, practitioners, and others with ambition, to develop a progressive career in
research.
At your local cancer research network you will have joined a large team of doctors,
research nurses and practitioners, data managers and trial assistants dedicated to
providing an extensive research programme for patients. Within your network, it is likely
that you will be working with smaller tumour site-specific research teams who will
support your training and development in the practice setting. This induction handbook is
designed to develop your knowledge of the day-to-day management of clinical trials and
the care of patients involved in research.
Research staff arrive with a diverse array of qualifications, prior knowledge and
experience. They differ in their work responsibilities, and the roles attached to similar job
titles can vary considerably across networks. Hence you may not need to work your way
through the whole handbook. The chapter guidance that follows may help you to select
and prioritise the sections which will be of most relevance to you.
There are some aspects of clinical research that it is essential to be aware of at the
beginning of your induction period, such as the principles of Good Clinical Practice and
becoming familiar with local Standard Operating Procedures (policies).There is much to
learn, especially if you have limited experience of research, and this handbook only
attempts to provide the level of information that you will need to acquire relatively
quickly.
Each chapter includes information about further reading, websites and training courses
which can enhance and consolidate your learning. It is recommended that you download
an online version of this manual so that you can open the links (printed in blue) when
you wish to gain further knowledge.
To help you to get the most out of the handbook, you will be allocated a mentor to meet
with you regularly to monitor your progress. S/he will give you guidance about courses,
further reading and opportunities for practice-based learning. If you are having difficulty
with any of the sections, your mentor will give advice and will provide one-to-one tutoring
when necessary, and s/he will work with your line manager to ensure that your learning
experience extends to the practice setting and that other aspects of training such as
mandatory courses are covered.
A comprehensive training and education programme is being developed which will help
you to gain in competence and confidence. For those who wish to progress, the clinical
research workforce is expanding and there will be opportunities in the future for
promotion. For those who are very ambitious, it is no longer necessary to view research
experience simply as a necessary stepping stone towards the career ladder. There will
be new opportunities to climb the ladder within the field of clinical research, with clear
pathways to progress towards becoming autonomous research specialists.
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However, many of you will be content to remain in your present position, but may wish to
increase your level of expertise and enjoy a high level of interest and motivation in your
work. In any case, you will all be working within a very interesting field, at the frontiers of
science, helping to push forward the boundaries of current knowledge. Good luck with
the handbook, we hope that you enjoy working through the materials and that you will
gain a sound understanding of the structures, regulations and organisations that
underpin cancer clinical research.
Guidance to contents
The introduction Includes a section for feedback which we would be very pleased to
receive so that we can improve the manual for future readers. Please tell us what you
have found helpful and any other comments or suggestions that you might have. This
part also contains some information, which has been compiled by your local network
manager, about your locality and includes guidance about the importance of local
policies and procedures. It is essential to read and understand this section as soon as
possible.
Chapters 1 and 2 provide a very brief overview of cancer for those who have little or no
oncology experience. It is a vast subject and you will be expected to develop your
knowledge and experience around the particular trials that you will be working on. Each
trial will have a detailed protocol and this will be a useful starting point for this. If you are
completely new to oncology, you might wish to begin by reading the pages which contain
the patient information sheets, and the letter to the GP which is a brief explanatory
summary of the key points of the trial. Then you can proceed to the more detailed
background information provided in the protocol.
Beware of trying to remember too much detail too quickly. What is important is that you
understand the information sufficiently to be able to refer to it when you need to, and to
answer questions from patients or staff. If you are recruiting lots of patients, you will very
soon become familiar with it. If it is a trial for a rare form of cancer, each time you recruit
a new patient, you will probably need to study the protocol in some detail again.
Chapter 3 introduces the regulations which govern research. The purpose of these
regulations is to protect both the safety of patients taking part in research, and the
integrity of the research itself, so they are very important and all research staff are bound
by them. It is therefore mandatory that you attend a recognised course on Good Clinical
Practice in clinical trials as soon as possible and that you implement the principles of this
in your daily practice, in order to contribute to research which is of consistently high
ethical and scientific standards. Future decisions about patient care will be made
according to the evidence produced as a result of the studies that you will be working on
and poor practice may result in flawed evidence.
As new guidelines and legislation are ongoing, pointers and links are provided to where
up to date information will be available.
Chapter 4 is about the approvals required before commencing any of the studies that
you will be working on. Approval from an ethics committee is intended to protect the
safety, dignity, well being and privacy of patients. Other approvals are to ensure
research governance and funding arrangements are in place.
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Chapter 5: The most crucial aspect of ethical research is the seeking of valid informed
consent and the need to maintain this in the light of changing circumstances. Therefore
a whole chapter has been devoted to this topic. It concludes with a useful summary of
the procedures involved in obtaining consent.
Chapter 6: Research methodology is a complex area of study; and there are interesting
debates about the strengths and weaknesses of different research methods. However,
this chapter only provides a very brief overview of the topics which are most likely to be
relevant to your work.
Chapter 7: The purpose of this section is to guide you through all the procedures
involved in setting up and running a trial in a hospital setting. It refers to a very useful
MRC web based toolkit and includes some route maps to outline the processes involved
in trial management from sponsorship and approvals to patient recruitment, safety
reporting and trial closure.
Chapter 8: There are many organisations involved in clinical trials and this chapter
describes some of the main ones. Some of the most important and relevant ones are still
new and developing, so any printed material about them will quickly become out of date.
Hence only a brief explanation is provided here, followed by the relevant website
address. You are urged again to refer to these regularly, for further information, and to
keep up to date with important changes as they occur
Chapter 9: Consumers are now considered to have potentially a very important role at all
levels of research. Policies and training are being developed to encourage and develop
this potential, as well as to raise the awareness of it among health professionals. You
are encouraged to refer regularly to the websites suggested, to keep abreast of
developments in this field
Chapter 10: The first part of this chapter has been compiled for the benefit of staff that
are completely new to the NHS, and should be particularly helpful for those who have
been educated and trained overseas. It describes the structure of the NHS and some of
the key health professionals who provide care to cancer patients. It then describes the
context within which cancer services have developed and the key policies which have
shaped recent changes, including the NHS strong commitment to research. This
knowledge might be useful to you if you encounter any local resistance towards
research. Finally, some results of these policies and some future plans for improvement
are discussed.
Appendix I: - This is a suggested list of competencies which should be achieved within
your first month of employment.
Appendix ii: - contains a list of competencies for your further personal and professional
development.
Appendix iii: -The Helsinki Agreement 1964 is the most important document in clinical
research and is referred to throughout the handbook. It has been revised six times. The
most recent revision was in 2008 and is attached here
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Evaluation:
This document could be described as a „Living‟ Document. It will continue to evolve in
the light of new developments and will be reviewed in January 2010 and annually
thereafter. Your feedback and comments will therefore be gratefully received and
acknowledged.
We will be very interested to know who has read it (including non NCRN staff,) what you
think of it, how you might have used it, and any suggestions you might have for
improvement. Please be as brief or as detailed as you wish.
Please send all comments to

Teresa Meehan
Regional Training and Education Lead for Pan London and S. E. England Cancer
Research Networks
SWLCRN
Royal Marsden NHS Foundation Trust
Downs Rd
Sutton, SM2 5PT
teresa.meehan@rmh.nhs.uk

Local Network Information
To be added locally.
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Chapter 1 : Oncology - what is cancer?
Cancer is a disease, which develops when normal cells start growing in an uncontrolled
way, to form a malignant tumour. These changes are caused by factors that damage the
cells DNA called carcinogens. Carcinogens can be viral, physical or chemical. Welldocumented carcinogens include smoking, asbestos and alcohol.
The human body is composed of billions of microscopic living cells, which are grouped
together to form different tissues and organs in the body. They have a limited life span
and are continually dying and being replaced. Within each cell is a nucleus, which
contains chromosomes storing genetic information. This information is composed of
DNA molecules and in normal cells is responsible for ensuring that they grow and
reproduce in an orderly and controlled way through the process of cell division.
If some of the information that is carried in the cell‟s DNA becomes altered (mutated), it
causes a fault in the normal cell division cycle and usually the cell will die. However, on
rare occasions this does not happen and the cell will continue to divide to form new cells.
Instead of maturing properly and dying, cancer cells reproduce without constraint,
causing a tumour to grow.

Image provided by www.cancerinfo.com

Carcinogenesis occurs in 3 stages – initiation, promotion and progression. During
initiation, carcinogens damage the cells DNA. If this does not repair, it can lead to the
cell becoming cancerous. The promotion stage involves unregulated proliferation of the
affected cell. The proliferation/progression phase involves the invasion of local tissues
and metastatic spread to distant areas of the body.
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Tumours are either benign or malignant. Benign tumours are not cancerous and will only
cause problems if they grow too large, become uncomfortable or release hormones that
affect bodily functions. Malignant tumours consist of cancer cells, which fail to stop
reproducing. They no longer obey signals and grow fast, destroying neighbouring tissues
and spreading to other parts of the body. Accumulation of tumours in vital organs
interrupts essential normal bodily functions such as respiration, liver function or brain
function.
The place where a cancer begins to grow is called the 'primary cancer' site. However the
cancer cells can break away and be carried in the blood or lymphatic system to other
parts of the body where they can continue to divide and form a new tumour. They can
also spread to nearby body tissues. When cancer cells spread from the „primary cancer‟
to form additional tumours in other parts of the body they are called „secondary cancers‟
or „metastasis.‟

Cancer prevention
Primary prevention – this is all about preventing the onset of disease. It consists of
health promotion, education and life style choices.
Secondary prevention – this involves preventing the disease from developing further.
Methods include screening programs and promoting symptom recognition. This results
in early diagnosis, leading to more effective treatment opportunities.
Tertiary prevention – this is concerned with limiting the spread of cancer, coping with
symptoms and rehabilitation of the individual.
Cancer diagnosis
One or more of the following methods may be used to diagnose cancer:
Clinical examination – to detect any obvious lesions or palpable lumps
Further tests will be ordered to confirm suspicions. These tests may include:
1. Imaging techniques – create detailed images without invasive procedures
Ultrasound – uses high-frequency sound waves and a computer to create images
of blood vessels, tissues and organs. Tumours of the abdomen, liver and kidneys
can often be detected with an ultrasound scan.
X-rays use electromagnetic energy beams to produce images of internal tissues,
bones, and organs.
CT scans – Computerised Tomography – uses a combination of several X-ray
beams directed simultaneously from different angles, and computer technology to
produce cross sectional 2 dimensional pictures, which can be shown horizontally
and vertically. They are more detailed than ordinary X-rays so can produce
detailed images of any part of the body, including bones, muscle, fat and organs
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MRI scan - Magnetic Resonance Imaging – uses magnetic and radio waves
rather than radiation (X-rays), to produce detailed images of organs and
structures within the body. Pictures can be taken from almost every angle. It is
often used to examine the heart, brain, liver, pancreas, male and female
reproductive organs, and other soft tissues. It can assess blood flow, detect
tumours and diagnose many forms of cancer, evaluate infections, and assess
injury to bones and joints.
PET scan – Positron Emission Tomography – produces 3 dimensional colour
images of the body using radiation. A tiny amount of radiation is injected which
can then be detected by the scan. This allows evaluation of the metabolism of
organs and tissues and possibly earlier onset of disease than CT or MRI.
Bone scan - looks for abnormalities in the bones. A radioactive injection is given
and usually the whole body is scanned.
2. Endoscopy – a long flexible tube containing a camera and a light are inserted into a
body cavity to see if there are any growths or other abnormal areas.
3. Blood tests –check general health as well as helping to diagnose cancer or other
conditions. These may include tumour markers.
4. Tumour markers are proteins or other substances produced by a tumour, or by the
body‟s response to a tumour. Some markers are only produced by one type of
cancer while others may be produced by several types. They can be obtained from
blood tests or tumour samples. Some markers are found in conditions other than
cancer.
Confirming diagnosis
For most types of cancer, the diagnosis is confirmed by collecting a sample of cells or
tissue. This can also confirm the morphology (cell type) as the treatment can depend on
the cell type.
1. Cytology – examines fluid samples containing cells from within the tumour egg from
fine needle aspirate (FNA), cervical smear, urine sample, fluid from ascites or pleural
effusion
2. Histology – examines tissue samples excised from the tumour, from either a biopsy
or a resection of the main tumour mass

Staging of Cancer
Staging is a method used to record the extent and severity of a patient‟s cancer. It is
Used for the following reasons:
Staging helps when planning treatment and estimating prognosis.
Guidelines for treatment can be standardised between different treatment
centres.
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Knowing the stage is important in identifying clinical trials that may be suitable for
a particular patient.
Staging helps researchers and healthcare professionals exchange information
about patients. It also gives them a common language for evaluating the results
of clinical trials and comparing the results of different trials.
The ‘TNM’ Staging System
One of the most commonly used staging systems is the Tumour, Node,
Metastasis (TNM) system. It is based on the extent of the tumour (T), the extent
of spread to the lymph nodes (N), and the presence of metastasis (M). A number
is added to each letter to indicate the size or extent of the tumour and the extent
of spread.
T – Indicates the extent of the primary tumour
N – Indicates the condition of the regional lymph nodes (LN‟s)
M – Indicates the presence or absence of metastases.
A number is added to each letter to indicate the size or extent of the tumour.
T - 1 to 4, - 1 being a small tumour and 4 a large one.
N - 0 to 3, - 0 indicating no positive LN‟s and 3 indicating many positive LN‟s.
M - 0 or 1, - 0 meaning no spread and 1 meaning spread has occurred.
For more information about cancer visit:Cancer Research UK - http://www.cancerresearchuk.org
Cancer Backup - http://www.cancerbackup.org.uk
National Cancer Institute (U.S.)- http://www.cancer.gov/cancertopics/what-is-cancer
Macmillan Cancer Support - http//www.macmillan.org.uk
The National Cancer Intelligence network - www.cancer.nhs.uk/ncin.htm
The United Kingdom Association of Cancer Registries (UKACR) - A working group
have recently produced a handbook which has a lot of useful and well illustrated
information about cancer. It is available online http://www.swpho.nhs.uk/resource/item.aspx?RID=37341

Tumour sites
Each year more than a quarter of a million people are newly diagnosed with cancer.
There are more than 200 different types of cancer but four of them (breast, lung,
colorectal & prostate) account for over half of all new cases. Treatment depends on the
site of the body affected. Brief information about some of the common cancers is
provided below.
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The 20 most commonly diagnosed cancers (ex NMSC), UK, 2004

Breast
Lung
Colorectal
Prostate
Bladder
N-H-L
Melanoma
Stomach
Oesophagus
Pancreas
Kidney
Leukaemias
Ovary
Uterus
Oral
Brain with CNS
Multiple myeloma
Liver
Cervix
Mesothelioma
Other

Male
0

10,000

20,000

30,000

Female
40,000

50,000

Number of new cases
** central nervous system

(Images provided by www.info.cancerresearchuk.org)

Breast Cancer
Breast cancer is the most common cancer in women in this country. Each year, there are
over 44,600 new cases in the UK. Over 44,000 women and 300 men are diagnosed
each year. The majority of breast cancers (80%) occur in women over the age of 50.

Breast cancer accounts for almost one in three of all
cancer cases in women, and the lifetime risk (over
the age of 85) for breast cancer in women is one in
nine. With earlier detection and improved treatment,
breast cancer death rates in the UK have fallen by a
fifth within the last ten years, accounting for
approximately 12,417 deaths each year.

(Image provided by http://en.sanofi-aventis.com)
Breast cancer is a high profile disease with a routine screening programme which invites
all women aged 50-70 to attend every 3 years for screening. Women over 70 remain
entitled to breast screening every 3 years, but they need to request it. The women‟s
lobby has ensured that breast cancer awareness is high in both the political and public
agenda. Self examination, screening and high awareness means that many breast
cancers are detected early. However, breast cancer can be migratory from a very early
stage, so even patients presenting with small tumours will be investigated for
metastases. Common sites of metastases include lung, bone, liver and brain.
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Primary treatment for breast cancer is surgery. During surgery, neighbouring
axillary/internal mammary lymph nodes will be examined and removed. The presence of
tumour in any of these nodes indicates poor prognosis and a requirement for adjuvant
chemotherapy and/or radiotherapy as well as surgery.
Radiotherapy is essential following lumpectomy (wide local excision) of a breast tumour,
if there is a high chance of recurrence. Chemotherapy is used as a primary treatment as
well as for containment of recurrent cancer. More aggressive chemotherapy is given to
pre-menopausal women whose disease is progressing.
Hormonal therapy is commonly used for hormone sensitive cancers. It can be started
before or after surgery, or it can be used alone for women unable to have other forms of
treatment and it is often used as a palliative treatment. Current trials are looking at the
benefits of hormonal treatments as a prophylactic treatment in high risk groups.
Herceptin is a newer form of treatment known as an anticlonal antibody. It is suitable for
approximately 20% of women with breast cancer.
For more information on Breast Cancer visit:Cancer Research UK at http://www.cancerhelp.org.uk
Breast Cancer Care at www.breastcancercare.org.uk
Cancer backup at http://www.cancerbackup.org.uk for booklets on:
Primary Breast cancer
Breast Radiotherapy
Breast reconstruction
Secondary breast cancer
Breast screening & risk reducing breast surgery
Fast facts: Breast cancer www.fastfacts.com

Lung Cancer
There are two types of types of primary lung cancer
Small cell lung cancer (SCLC)
Non-small cell lung cancer (NSCLC)
Around 1 in 5 lung cancers are SCLC, the rest are NSCLC.
There are 3 main types of NSCLC; squamous cell, adenocarcinoma and large cell
carcinoma.
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nd

Lung cancer is the 2 most common type of cancer in
the UK. Each year around 38,300 people are
diagnosed with the disease. Cigarette smoking
accounts for 9 out of 10 cases of Lung cancer. The
disease is more prevalent in men than women;
however the incidence in men has declined due to
recently advertised media campaigns targeting
smoking. The incidence in women rose dramatically up
to the 1980‟s as more women took up smoking.
However the incidence in women has now stabilised.

Image provided by http://stormianne.blogspot.com
A major problem with the treatment of lung cancers is that they are often advanced when
diagnosed. This is due to a number of factors – the at risk group will often have their
own chest problems to attribute symptoms to, lack of a screening program, lung tumours
are not picked up on x-ray until they are at least a stage 2 tumour. Spiral CT can usually
detect tumours earlier than x-ray, but most patients are symptomatic before being
referred for this investigation.
Lung tumours may metastasise via:
Local invasion of surrounding tissue
Lymphatic invasion
Blood stream/haematogenous spread
Patients presenting with lung cancer usually require symptom management such as
oxygen therapy, radiotherapy, opiates and analgesia. Patients and families dealing with
a diagnosis of lung cancer require a great deal of support due to the generally poor
prognosis of the disease.
Facts about smoking and lung cancer
-

The length of time you have been a smoker is more important than
the amount of cigarettes that you smoke.
The more you smoke the greater the risk of developing lung
cancer.
Filter and low tar cigarettes do not increase the risk as much.
As soon as you stop smoking, your risk of lung cancer is reduced.
15 years after you stop smoking, the risk of lung cancer is reduced
to that of a non-smoker.
Passive smoking does increase your risk, but not as much as if
you are a smoker yourself.

For more information on lung cancer visit:Cancer Research UK at http://www.cancerhelp.org.uk
Cancer backup at http://www.cancerbackup.org.uk
The Roy Castle Lung Cancer Foundation http://www.roycastle.org
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Colorectal Cancer
Colorectal is the 3rd most common type of cancer in the UK and the 2nd most common in
women after breast cancer. Colorectal cancer accounts for 10% of all cancer deaths.
8,657 men and 7,445 women died from the disease in 2005 (Cancer Research UK 2005
figures.) Each year around 36,000 people are diagnosed in the UK. 23,300 are
diagnosed in the large bowel (colon) and the remaining 12,670 in the rectum. It is
estimated that it takes approximately 5 –10 years for bowel cancer to develop.
These tumours tend to be adenocarcinomas arising from the mucosal lining of the gut.
They spread by infiltrating surrounding organs, via the local lymphatic system, across the
peritoneal cavity and via the blood.
In addition to the TNM staging system the Duke‟s staging system may be used:
Dukes A – confined to the bowel wall
Dukes B – growth through the bowel wall +/- involved adjacent organs
Dukes C – spread to the lymph nodes
Dukes D – distant spread (i.e. liver)

Diet is considered to play an important
part in the incidence of bowel cancer. It
is thought that a diet high in animal fats
and protein, and low in fibre may
increase the risk.
Other factors thought to contribute to
an increased risk (at varying levels)
include family history, excessive
volumes of alcohol consumption,
smoking, lack of exercise and being
overweight.

(Image provided by http://fightcolorectalcancer.org)
Surgery is recommended for tumours that have not spread and small tumours may be
cured by surgery alone. The majority of patients having surgery for colorectal cancer will
have a stoma and colostomy bag. Consequently these patients require a great deal of
support and rehabilitation. Radiotherapy is used for extensive disease and locally
recurrent tumours either pre or post operatively. Chemotherapy remains an option for
the treatment of advanced disease and may be used as an adjuvant treatment for early
disease.
For more information on colorectal cancer visit:Cancer Research UK at http://www.cancerhelp.org.uk
Cancer backup at http://www.cancerbackup.org.uk booklets on Large bowel (colon and
rectum) Pelvic radiotherapy in men and women, Secondary Liver cancer.
Fast facts: Colorectal cancer www.fastfacts.com

NCRN Induction Manual September 2009

18

Prostate Cancer
Prostate cancer is the most common form of cancer in men, with nearly 35,000 men
being diagnosed each year in the UK. The number of men who are diagnosed with
prostate cancer has increased over recent years.
The prostate is a small gland the size of a walnut.
As men get older the prostate gland often
enlarges. This is common and not generally a sign
of cancer. It is often referred to as benign prostatic
hyperplasia. However the symptoms of both
benign disease and cancer of the prostate are
similar.

(Image provided by http://ccir.uhrad.com)

Common symptoms of both benign prostatic hyperplasia and prostate cancer.
Difficulty in passing urine
Rushing to pass urine
Passing urine more frequently, especially at night
Pain when passing urine
Blood in urine or semen
For more information on prostate cancer visit: Cancer Research UK at http://www.cancerresearchuk.org
Cancer Backup at http://www.cancerbackup.org.uk
The Prostate Cancer charity at http://www.prostate-cancer.org.uk

Bladder Cancer
Bladder cancer is the 5th most common type of cancer in the UK, with around 10,100
people being diagnosed each year. It is much more common in men than women;
however the incidence is falling in the UK for both men and women. It is estimated that
around 4% of cancer deaths are attributed to bladder cancer
Bladder cancer is seen more commonly in older people as it is estimated that it takes
some 25 years to develop. On average bladder cancer is seen in people aged 50 – 80
years, and is rare in people under the age of 40.
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The main risk factors associated with bladder
cancer are smoking, which is thought to
increase a person‟s risk 4-fold compared to a
non-smoker.
Certain groups of chemicals such as
Arylamines and Polycromatic hydrocarbons
(PAH‟s) are known risk factors. Arylamines
have been banned from the UK for the past 20
years but as bladder cancer can take up to 25
years to develop we are still seeing people
developing the disease from working with
these chemicals.
It is estimated that around 4% of cancer
deaths are attributed to bladder cancer.
(Image provided by http://cubmeimmersion2006.blogspot.com)

For more information on bladder cancer visit:Cancer Research UK at http://www.cancerresearchuk.org
Cancer Backup at http://www.cancerbackup.org.uk
Malignant Melanoma (skin cancer)
Melanoma is the 7th most common cancer in the UK affecting around 9,000 people each
year. Over the past 10 years the number of men diagnosed with melanoma has
increased by nearly half and the number of women diagnosed has increased by a
quarter.

The skin is made up of two layers, the epidermis and dermis.
The cells that become cancerous in melanoma are found
between these layers of skin and are known as melanocytes.
These make pigment (colouring of the skin) and this helps
protect the body from the ultraviolet light of the sun, which
causes burning.

(Image provided by www.biomedicalcentral.com)

Exposure to ultraviolet light from the sun is the cause of skin cancer.
Other factors that may increase risk include:
People with many moles
People with fair skin
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People who have more freckles
People who have a tendency to get sunburn
People who use sun-beds
People who have a family history of skin cancer.
Being aware of the factors that increase the risk of skin cancer and monitoring the
appearance of moles can help reduce the incidence of melanoma and reduce the annual
death rate.
The SunSMART message is one way of doing this:
Spend time in the shade between 11am and 3pm
Make sure you never burn
Always cover up with a T-shirt, hat and sunglasses
Remember to take extra care with children
Then use factor 15+ sunscreen regularly (every two hours)
For more information visit:Cancer Research UK at http://www.cancerresearchuk.org
Cancer Backup at http://www.cancerbackup.org.uk

Ovarian Cancer
Most patients with ovarian cancer will have advanced disease, sometimes without
displaying many symptoms. This is because early diagnosis is difficult due to the nonspecific nature of the symptoms.
Ovarian cancer will potentially spread to the pelvic peritoneum and organs. In advanced
disease it will spread to the liver and lung.
Surgery is the first line treatment, often including exploratory laparotomy to stage the
disease. Surgery needs to be radical to ensure that all of the tumour and the affected
cells are removed. In young women this can raise distressing issues surrounding
fertility.
Chemotherapy is the next line of treatment following surgery and is also used for
patients with relapsed disease. Radiotherapy is usually only indicated as a palliative
treatment to reduce tumour size and associated symptoms such as bowel obstruction.
Trials into hormonal therapy in ovarian cancer have been inconclusive.
For more information visit:Cancer Research UK at http://www.cancerhelp.org.uk
Cancer Backup at http://www.cancerbackup.org.uk
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Haematology
Haematological Cancers (cancer of blood cells) together represent the 6th most common
cancer type, accounting for about 7% of all cancers. They cover three main diseases to
include Leukaemia, Lymphoma and Myeloma. It is estimated that the overall prevalence
of haematological cancers is rising, with the greatest increase in Non-Hodgkins
Lymphoma. Unfortunately there are no reliable figures for the incidence and survival
rates as many of the cases are never reported to the cancer registries.
Symptoms include:
lumps
bone fractures
kidney problems
fatigue
vulnerability to infection
Lymphoma
Malignancies of lymphoid tissue such as the lymph nodes, tonsils, spleen are referred to
as lymphomas. There are two types of lymphoma – Hodgkin‟s and Non-Hodgkin‟s.
Hodgkin’s lymphoma
Patients are often asymptomatic and present with a painless enlargement of a lymph
node (cervical/axillary/inguinal). In a few patients, a triad of symptoms, including night
sweats, fevers and weight loss may be present. Hodgkin‟s disease usually occurs in
young adults and is potentially curable.
Investigations to determine the extent of the disease include:
Full blood count
Bone marrow biopsy
Liver function tests
Chest x-rays
CT scan
Ultrasound scan
Radiotherapy is sometimes used on its own to treat early-stage lymphoma. (When only
one or two groups of lymph nodes are affected.) However, chemotherapy is now often
given instead of radiotherapy in early-stage lymphoma. When Hodgkin lymphoma is
more widespread, chemotherapy is nearly always the main treatment. (Cancer backup)
Chemotherapy is used for more advanced disease. Patients who suffer a relapse after
chemotherapy may be offered high dose chemotherapy followed by a peripheral stem
cell transplant.
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Non-Hodgkin’s lymphoma
This is a proliferative disorder of B and T lymphocytes. They usually originate in the
peripheral lymphoid tissue and are often widespread at diagnosis. Most common sites
of spread include bone marrow, liver and spleen. In addition to fevers, night sweats and
weight loss, presenting symptoms can include ascites, abdominal swelling, lower limb
oedema, cough, and dyspnoea and chest pain.
Non-Hodgkin‟s lymphoma can be unpredictable in its pattern of spread. Tumours can be
low grade or rapidly progressing. Treatment is based on the extent and nature of the
disease.
Radiotherapy is indicated for localised low-grade tumours and early disease high-grade
lymphomas. Chemotherapy treatments involve intrathecal treatments and cranial
irradiation to prevent central nervous system involvement. Those who relapse after
primary chemotherapy seldom respond positively to further conventional treatment.
Other haematological malignancies
In addition to lymphoma, other relatively uncommon malignant diseases include:
Leukaemia – cancer of the blood forming cells of the bone marrow
Myeloma – cancer of the plasma cells of the bone marrow
Myelodysplastic syndromes – malformation of the haemopoietic cells frequently
progressing to acute leukaemia
Myeloproliferative disorders – low grade malignancy of multipotent bone marrow
precursor cells
Modern therapeutic techniques including supportive measures, dose intensification and
bone marrow transplantation procedures mean that the cure rate for these conditions
has improved significantly over the past 4 decades.
For more information on haematological cancers visit:Cancer Research UK - http://www.cancerhelp.org.uk
Cancer Backup http://www.cancerbackup.org.uk
NICE guidance http://www.nice.org.uk/nicemedia/pdf
Lymphoma Association http://www.lymphoma.org.uk
Leukaemia Care http://www.leukaemiacare.org.uk
Myeloma Care http://www.myelomaonline.org.uk
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Further Reading on Oncology
The following books are concise and easy to read:

1. Mellstedt H, Schrijvers D, Bafaloukos D, Griel R (2007) Handbook for Principles
of Translational Research. Abingdon, Informa Healthcare
2. O'Halloran D, Guyers K, Henderson J (2004) Notes On Anatomy And Oncology.
Philadelphia, Elsevier Limited
3. Phillis RW, Goodwin S, Palladino MA (2003) Biology of Cancer. San Francisco,
Benjamin Cummings
4. Tannock IF, Hill RP, Bristow RG, Harrington L (2005) The Basic Science of
Oncology. New York, McGaw Hill
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Chapter 2: Oncology - Cancer Treatments
Usually the purpose of cancer treatment is to cure the disease or send it into remission.
However, if the disease has progressed to a stage where cure is no longer an option,
palliative treatment can be used to control symptoms or extend and enhance the quality
of life of the patient. The choice of treatment generally depends upon the location of the
tumour and the stage of the disease as well as the overall health of the patient. Some
cancers respond best to a single type of treatment whereas others may respond better to
a combination of treatments.
Surgery
The surgical approach to treatment involves removing body tissue. Usually the tumour is
removed with nearby tissue, which may also contain cancer cells.
Surgery has been the mainstay of treatment for many
types of cancer for many years. Surgery cures more
patients of cancer than any other intervention. For most
cancers, surgery is the principle treatment for the vast
majority of patients. Exceptions to this include lung
cancer, pancreatic cancer, haematological cancers and
those cancers that present as disseminated disease
without an obvious primary source. The government has
pledged to continue to improve the quality of cancer
surgery by expanding training in laparoscopic (keyhole)
techniques and other surgical innovations (Cancer Reform
Strategy 2008).

Chemotherapy
Most of the patients that are involved in your trials
are likely to receive chemotherapy, either as a stand
alone treatment or in combination with surgery,
radiotherapy or a biological agent. You will need to
spend some time on this section of the programme
referring to many different sources of information.
Depending on your role and interest in the subject
you can opt to work through the materials in either
of the lists below. List 1 contains materials that are
designed to give patients and carers a broad
overview of chemotherapy drugs and side effects.
List 2 will lead to an understanding of why there are
so many different types of chemotherapy, and why
patients
often
receive
several
different
chemotherapy
concurrently. drugs concurrently.
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The literature in list 2 also gives an introduction to basic cancer biology and an
explanation of how cytotoxic drugs affect the DNA of cancer and normal cells.
Chemotherapy List 1
Websites:
Chemotherapy General Information (6 pages covering what chemotherapy is and why
it‟s given) www.cancerbacup.org.uk/treatments/chemotherapy
Overview of the Side Effects of Chemotherapy (several pages covering different side
effects
and
help
available)
www.cancerbacup.org.uk/treatments/chemotherapy/sideeffects
Chemotherapy section of the cancerhelp website - this is a very comprehensive
overview. Information is provided in more depth than in the Cancerbacup website but the
material is well written and easy to understand. Work through all the sections following
the links. www.cancerhelp.org.uk
Chemotherapy List 2
Websites:
Chemotherapy section of the cancerhelp website - this is a good starting point as a quick
revision guide if you already have a reasonable understanding of the subject. Work
through all the sections following the links. www.cancerhelp.org.uk
Textbooks
1. Brighton D and Wood M (eds) (2005) The Royal Marsden hospital handbook of
cancer chemotherapy: a guide for the multidisciplinary team. Oxford, Churchill
Livingstone
2. Souhami RL and Tobias JS (2005) Cancer and its management. 5th edition.
Oxford. Blackwell Publishing Ltd (refer to chapter 6, systemic treatment for
cancer)
Radiotherapy
Radiotherapy is a local therapy, which uses a type of energy called ionising radiation to
kill cancer cells. It works by damaging the cell‟s genetic material, making it impossible for
the cell to continue to grow and divide. Treatment has to be planned carefully so that
radiation is concentrated on the location of the tumour and critical structures are shielded
or avoided. Effects are localised and confined to the region being treated. Although
radiotherapy damages both cancer cells and normal cells, most normal cells can recover
from the effects of radiation and function normally. The goal of radiotherapy is to damage
as many cancer cells as possible, while limiting harm to nearby healthy tissue.
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Each treatment within the course is called a
„fraction‟ and the radiotherapy is given in many
fractions, allowing healthy tissue to recover
between sessions. Also, sensitivity to radiation
varies throughout the cell cycle. When
radiotherapy is delivered in fractions, the cells
are at different stages in the cell cycle,
increasing the chance of targeting more cancer
cells when they have increased sensitivity to
the radiation.
Radiotherapy can be administered externally
from a large machine or internally via an
implant or small container of radioactive
material, which is implanted directly in or near
the tumour (brachytherapy).

Radiotherapy
can cause
a variety
of side
Radiotherapy can cause a variety of side effects
and the most
common
is tiredness.
effects
and
the
most
common
is
tiredness.
Other side effects include skin changes and nausea.
Other side effects include skin changes,
nausea and lymphoedema.

If you are working on trials that involve radiotherapy or would like to learn more, you
should refer to the Cancer Research UK information website www.cancerhelp.org.uk
Biological therapies
Biological therapies work in quite different way from other anti-cancer treatments.
Radiotherapy and chemotherapy are designed to kill or damage cancer cells by directly
attacking the DNA in the nucleus of the cancer cell. Biological agents use the body‟s
immune system in the following ways to fight cancer directly or indirectly:
making cancer cells more recognizable by the immune system, and therefore
more susceptible to destruction by the immune system
boosting the killing power of immune system cells
changing the way cancer cells grow, so that they act more like healthy cells
stopping the process that changes a normal cell into a cancerous cell
enhancing the body's ability to repair or replace normal cells damaged or
destroyed by other forms of cancer treatment, such as chemotherapy or radiation
preventing cancer cells from spreading to other parts of the body
http://cancer.stanford.edu/information/cancerTreatment/methods/biological/
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There are many different types of biological therapies including monoclonal antibodies,
vaccines, tyrosine kinase inhibitors and anti-angiogenic drugs (agents that block the
formation of new blood vessels to cancer cells). These therapies are sometimes given in
combination with chemotherapy to produce a two-pronged attack on cancer cells. As
you might expect, the side effects from biological therapies are different from other
cancer treatments and include rashes, chills and fevers.
There is a comprehensive section on biological therapies including information on
specific drugs in the cancerhelp website www.cancerhelp.org.uk. Work your way through
all the sections and links making a note of any areas that you do not understand or find
confusing. Discuss these difficult areas with your mentor.
If you would like to gain a deeper understanding of biological therapies, refer to the
series of articles listed below which were published in 2003 in Seminars in Oncology
Nursing. These papers are well written and easy to understand.
1. Gale D (2003) Molecular targets in cancer therapy. Seminars in Oncology
Nursing, 19(3): 193-205
2. Gemmill R, Smith IC (2003) Biological advances for new treatment approaches.
Seminars in Oncology Nursing, 19(3): 162-168
3. Muehlbauer P (2003) Anti-angiogenesis in cancer therapy. Seminars in Oncology
Nursing, 19(3): 180-192
4. Schmidt K, Wood B (2003) Trends in cancer therapy: role of monoclonal
antibodies. Seminars in Oncology Nursing, 19(3): 169-179
Hormone Therapy
Many tumours are stimulated by the bodies‟ own hormones (usually the female hormone
oestrogen or the male hormone testosterone). Hormone therapy is designed to to either
stop hormones from being made in the endocrine system or prevent the hormones from
reaching the cancer cells. Hormone therapy may be given on its own, or in combination
with other anticancer treatments. For an overview of hormone therapy and detailed
information about different drugs available visit www.cancernet.co.uk/hormones

Further Reading on Oncology
The following books are concise and easy to read:
1. Mellstedt H, Schrijvers D, Bafaloukos D, Griel R (2007) Handbook for Principles
of Translational Research. Abingdon, Informa Healthcare
2. O'Halloran D, Guyers K, Henderson J (2004) Notes On Anatomy And Oncology.
Philadelphia, Elsevier Limited
3. Phillis RW, Goodwin S, Palladino MA (2003) Biology of Cancer. San Francisco,
Benjamin Cummings
4. Tannock IF, Hill RP, Bristow RG, Harrington L (2005) The Basic Science of
Oncology. New York, McGaw Hill

NCRN Induction Manual September 2009

28

Name of course:

Introduction to Cancer: Anatomy, Biology and Treatments

Course provider:

UKCRN
The course will cover the following topics:
Basic anatomy Introduction to cells, tissues and cancer Cancer
terminology.
Spread of cancer throughout the various systems in the body: ie
male/female reproductive system, digestive system, urinary system,
endocrine system, respiratory system, nervous system, circulatory
system, skin.
Staging and grading of tumours.
Cancer
treatments
–
chemotherapy,
radiotherapy
(including
brachytherapy.)
An overview of the role of imaging in cancer diagnosis and ongoing
assessment of disease progression.

Outline of programme:

Duration of course:
Level:
Booking information/queries
Payment

This is a three-day course
Foundation
NIHR UKCRN website crncc.training@nihr.ac.uk
Free – non attendance will attract a fee

Name of course:

Biological Agents – De-mystifying the Science

Course provider:
Outline of programme:

NCRN
The course will cover the following topics:
Normal cell division, the causes of DNA damage, the role of oncogenes,
tumour suppressor genes and DNA repair genes, characteristics of
cancer cells eg. resistance to apoptosis, ability to metastasise.
The effects of standard cancer treatments at the cellular level. Detailed
review of different groups of chemotherapy drugs and their action on
DNA. Radiotherapy and the effects of ionising radiation including
protection of normal cells.
Overview of targeted treatments for cancer - aromatase inhibitors,
monoclonal antibodies, receptor tyrosine kinase inhibitors and small
molecule tyrosine kinase inhibitors. Session includes background to
development of new agents, manufacture, mechanism of action, side
effects. Overview of new agents in development including RNA
interference, viruses, epigenetic modifiers.
The extended role of the research nurse in cancer clinical trials.
Communication skills and knowledge required when talking to patients
and carers about new and evolving cancer treatments.

Duration of course:
Level:
Booking information/queries
Payment

This is a one-day course
Advanced
Selina Bell NCRN Coordinating Centre S.Bell@ncrn.org
Free – non attendance will attract a fee

NCRN Induction Manual September 2009

29

Chapter 3: Research Governance and Good Clinical Practice
This chapter introduces the strict regulations which govern all health and social care
research that is carried out in the UK. They exist to ensure that all such research is
carried out to consistently high ethical and scientific standards, preventing poor
performance, adverse events where possible, research misconduct and fraud. They also
help to ensure that lessons are learned and shared when poor practice is identified.
Organisations involved in clinical research have a duty to foster a high quality research
culture and individuals have a duty to ensure that they, and those they manage, are
appropriately qualified by training, education and experience for the roles that they
undertake.
The Research Governance Framework
In 2001 (updated 2005, annex updated 2008), the Department of Health (DH) published
a set of guidelines entitled “Research Governance Framework for Health and Social
Care.” This document provides the framework for the governance of research in health
and social care in the UK. It applies to everybody performing research, clinical and nonclinical, undertaken by NHS staff using NHS resources. This includes research
undertaken by industry, charities, research councils and universities within the health
and social care systems. The rules apply to researchers, managers and staff, in all
professional groups, no matter how senior or junior.
The Research Governance Framework is presented in five domains:

Ethics
(Committees,
informed consent,
consumer
involvement,
protection of data)

Finance and
intellectual
property
(Availability of
compensation,
compliance with law)

Health,
safety and
employment
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Science
(Using existing
sources of evidence,
expert review of
proposals and
notification of trials of
new drugs.)

The
Research
Governance
Framework

Information
(Access of information
on research
undertaken, the
openness of research
to critical review)
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Each domain is underpinned with requirements in legislation and regulations, the most
important of these are described in this chapter. They are based on standards and
established principles of good practice from recognised national and international
authorities and professional organisations.
The Research Governance Framework (RGF) outlines the key responsibilities of
researchers and organisations that are accountable for the proper conduct of a study. It
also requires that formal agreements are in place describing the allocation of these
responsibilities.

(RGF 2005 Page 5)

Following the model above, the RGF defines standards, details responsibilities and
accountability, outlines delivery systems and describes local and national monitoring
systems. The following pages summarise roles and responsibilities and this is followed
by a brief outline of how these are applied in practice
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(Pages 27-31 RGF 2005)
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How responsibilities for GCP are divided in practice

Review of research:
An independent expert review of protocols is required.
A separate ethical review of the study is required (See Ch. 4 of induction
manual)
All data must be available to inspection and auditing bodies.
Protocol must not change without formal agreement from those who gave
permission (includes MHRA p.38 and ethics committee).
The funder of research:
ensures quality and value for money, based on research costs and any care or
treatment costs
makes arrangements for independent expert review
ensures funding is conditional on identifying a sponsor
provides assistance to any enquiry, audit or investigation of the funded work
The sponsor:
is responsible for ensuring expert scientific and ethics reviews are carried out
ensures arrangements are in place to be alerted to significant developments
ensures arrangements are in place for compensation.

The Chief Investigator (CI):
is responsible for the design, management and reporting of the study at all sites
is responsible for ensuring that each investigator is aware of legal duties, for
clinical trials involving medicine
is responsible for ensuring protocol is approved by relevant bodies, conditions
are acted upon, and that research follows the agreed protocol except in the case
of urgent safety measures.
Organisations providing care:
must ensure the sponsor has assumed responsibility, research has been
reviewed by appropriate bodies, and that an authorised person has given written
permission on behalf of the care organisation for the research to begin
must arrange for researchers not employed by any NHS organisation to hold an
NHS honorary contract
must ensure adverse incidents are reported.
Misconduct
New NHS Counter Fraud and Security Management Service has overall
responsibility for countering fraud.
Universities in the UK are to establish a panel for Research Integrity in Health and
Biomedical Sciences to provide advice on maintaining high standards.
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Some key documents and regulations
The Declaration of Helsinki 1964
The Declaration of Helsinki is the original key document that protects the rights of
individual participants in the field of bio-medical research throughout the world. It was
produced in 1964, and has been revised on 6 separate occasions, the most recent of
these was in 2008. A copy of the 2008 revised version of the Declaration of Helsinki is
attached as an appendix to this manual. The underlying principles have not changed, but
revisions have been made to reflect changing perspectives. For example, the wording of
the physicians duty to „obtain‟ consent has been changed to „seek‟ consent which
reflects the increasing complexity of this task.
Other recent modifications include clarification on: the ethical use of placebos, issues
surrounding vulnerable groups, and a requirement that research participants should be
informed about the outcomes of the research that they have participated in. They should
also have post study access to new interventions which have proved to be beneficial and
protocols must include arrangements for how this will be achieved. Similarly, researchers
are under greater pressure to publish any disbenefits as they accrue and protocols
should clearly state in advance any expected unwanted side effects, and what
arrangements there are to compensate participants for any harm that may occur as a
result of their research
The declaration was previously not legally binding, but the principles have now been
incorporated into the EU Directive (2001) and into UK law (2004) as described below.
Good Clinical Practice (GCP) in clinical trials of medicinal products
Until 1997, there were several documents relating to good clinical practice (GCP). An
International Committee for the Harmonisation of Good Clinical Practice (ICH GCP) was
formed to produce a standard agreed by the European Union, Japan and the United
States. This resulted in a set of guidelines which were implemented in the participating
countries, and had the advantage of facilitating mutual acceptance of data by the
regulatory authorities of those countries. The first principle of ICH GCP guidelines is that:
“Clinical trials should be conducted in accordance with the ethical principles that have
their origin in the Declaration of Helsinki and are consistent with GCP and the applicable
regulatory requirements.”
The ICH GCP guidelines are very comprehensive and list responsibilities for all involved
in research activity. It includes specific sections listing responsibilities of ethics
committees, Investigators and Sponsors. There are also sections detailing the format of
trial protocols, investigator brochures and essential documents required for clinical trials.
These guidelines were an attempt to unify GCP standards, but they were only ever
guidelines, and they lacked the legal status needed to ensure that everyone adopted
them. Although most sponsor companies adopted the guidelines from the outset, there
were some that did not. In particular, academic research units found the workload cost
implications were too great to implement the guidelines. Also, some ethics committees
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were reluctant to adhere to the extra requirements that ICH GCP guidelines made of
them, since they were not legally obliged to do so. However, in 2001 the European
Union issued a clinical trials directive that required the ICH GCP guidelines to be
adopted into local law.
The EU Directive of 2001
The EU Directive aims to harmonise and streamline clinical trials procedures throughout
the member states, and relates to all trials, except non-intervention studies. It covers all
trials involving medicinal products, and encompasses all personnel involved with the
clinical trial procedures. The EU Directive is applicable to all centres performing
interventional research trials. These include academic institutions and those trial units
supported by charities.
Medicines for Human Use Act Clinical Trials Regulations 2004
This Act ensured that the ICH GCP guidelines were enshrined into UK Law and compels
all parties practicing research to adhere to them.
The Principles of GCP as applied to trials of investigational medicinal products
1. Clinical trials shall be conducted in accordance with the ethical principles that
have their origin in the Declaration of Helsinki, and that are consistent with good
clinical practice and the requirements of the UK Regulations of Medicines for
Human Use (Clinical Trials).
2. Before the trial is initiated, foreseeable risks and inconveniences have been
weighed against the anticipated benefit for the individual trial participant and
other present and future patients. A trial should be initiated and continued only if
the anticipated benefits justify the risks.
3. The rights, safety, and well being of the trial subjects are the most important
considerations and shall prevail over interests of science and society.
4. The available non-clinical and clinical information on an investigational medicinal
product shall be adequate to support the clinical trial.
5. Clinical trials shall be scientifically sound, and described in a clear, detailed
protocol.
6. A trial shall be conducted in compliance with the protocol that has a favourable
opinion from an ethics committee.
7. The medical care given to, and medical decisions made on behalf of, subjects
shall always be the responsibility of an appropriately qualified doctor or, when
appropriate, of a qualified dentist.
8. Each individual involved in conducting a trial shall be qualified by education,
training, and experience to perform his or her respective task(s).
9. Subject to the other provisions relating to consent, freely given informed consent
shall be obtained from every subject prior to clinical trial participation.
NB Informed consent is discussed in detail in chapter 6.
10. All clinical trial information shall be recorded, handled, and stored in a way that
allows its accurate reporting, interpretation and verification.
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11. The confidentiality of records that could identify subjects shall be protected,
respecting the privacy and confidentiality rules in accordance with the
requirements of the Data Protection Act 1998 and the law relating to
confidentiality.
12. Investigational medicinal products used in the trial shall be:
a. manufactured or imported, and handled and stored, in accordance with the
principles and guidelines of good manufacturing practice
b. used in accordance with the approved protocol.
13. Systems with procedures that assure the quality of every aspect of the trial shall
be implemented
14. A trial shall be initiated only if an ethics committee and the competent authority
comes to the conclusion that the anticipated therapeutic and public health
benefits justify the risks and may be continued only if compliance with this
requirement is permanently monitored.
15. The rights of each subject to physical and mental integrity, to privacy and to the
protection of the data concerning him or her in accordance with the Data
Protection Act 1998 are safeguarded.
16. Provision has been made for insurance or indemnity to cover the liability of the
investigator and sponsor that may arise in relation to the clinical trial.
Most of the above principles also apply in trials not assessing a medicinal product.

Pharmacovigilance in trials of Investigational Medicinal Products
Pharmacovigilance is defined as watchfulness in guarding against danger from drugs or
providing for safety of drugs. A joint medical research council and department of health
work stream on pharmacovigilance aims to develop workable operating procedures for
the publicly funded research community for reporting, monitoring and managing adverse
reactions and events that will satisfy the requirements of the Medicines for Human Use
(Clinical Trials) Regulations. To comply with this act organisations taking on
pharmacovigilance responsibilities need to make arrangements to record, notify, assess,
report, analyse and manage adverse events in those trials.
The regulations distinguish between Adverse Events (AEs), Serious Adverse Events
(SAEs), Serious Adverse Reactions (SARs) and Suspected Unexpected Serious
Adverse Reactions (SUSARs). It is the responsibility of the research team to notify the
trials unit/ study sponsor of SAEs, SARs and SUSARS within the time specified in the
protocol. Systems must be in place to ensure that adverse events are assessed for:
1. Causality (is it a reaction to a trial medicine or not?)
2. Expectedness (is the reaction a recognised adverse effect of the medication or is
it unexpected?)
The regulations allow the Sponsor/Chief Investigator to specify in the protocol SAEs that
do not need to be notified immediately, for example if the event is one of the main
expected outcomes in the trial. Sponsors have to make sure that SUSARS are reported
promptly to both the regulatory authorities and the relevant Ethics Committee. The
Regulations set the following time limits.
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Fatal or life threatening SUSARS: not later than 7 days after the person responsible for
pharmacovigilance received information that the case fulfilled the criteria for a fatal or life
threatening SUSAR.
All other SUSARs: not later than 15 days after the sponsor had information that the
case fulfilled the criteria for a SUSAR.
At the clinical level, there will be a local SOP for the reporting of SAEs which must be
adhered to. In order to meet the tight reporting deadlines above, the clinical research
team must report any SAE to the trials office as soon as possible and not later than 24
hours after first discovering that the event has occurred.
An annual safety report must be sent by the trials office to the regulatory authorities and
relevant Ethics Committee. The report should include adverse events (AE) explicitly
detailed in the protocol; all reported Serious Adverse Events, Serious Adverse Reactions
and SUSARs.
For more information visit: http://pharmacos.eudra.org

www.ct-toolkit.ac.uk

Medicines and Healthcare products Regulatory Agency (MHRA)
The MHRA was set up in April 2003 from a merger of the Medicines Control Agency and
the Medical Devices Agency. The MHRA is the government agency which is responsible
for ensuring that medicines and medical devices work, and are acceptably safe.
Their aims are to:
Protect public health through regulation, with acceptable risk: benefit profiles for
medicines and devices.
Promote public health by helping people who use these products to understand
their risks and benefits.
Improve public health by encouraging and facilitating developments in products
that will benefit people.
For more information visit:

http://www.mhra.gov.uk

Data Protection Act 1998
The Data Protection Act (DPA) was introduced in response to the European Community
Data Protection Directive 1995. It applies to personal information, which must be
processed in accordance with eight main principles.
Data should be:
Fairly and lawfully processed
Processed for limited purposes
Sufficient and relevant
Accurate
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Not stored for longer than is necessary
Processed in line with data subjects‟ rights
Secure
Transferred only to countries with adequate security
The nature of research means that there is a large amount of paper and electronic data
held about research subjects. Research staff have a responsibility to their research
subjects and their employer regarding data protection.
All subject data should be stored in a secure room.
All subject data must be locked away if unattended.
No one should access subject data unless authorised to do so by research
personnel and/or data protection officer.
Subject confidentiality should be maintained by use of initials/numbers on
research material where appropriate.
Electronic data must be password protected. In accordance with the Computer
Security Policy.
Personal data that has the potential to identify research subjects should be kept
in a secure place.
All staff should be familiar with their institutions data protection policies. All members of
staff dealing with data, which is regarded as being sensitive, must sign a data protection
statement to say that they have read and understand this document. The statement also
requires staff not to discuss confidential data unless required as part of their job. Any
concerns relating to data protection issues must be discussed with your line manager.
For more information visit: www.dataprotection.gov.uk
The Human Tissue Act 2004
This was introduced to regulate the removal, storage and use of Human Organs and
Tissue. The Act:
streamlines and updates current law on organs and tissue so that current gaps
and anomalies are put right and the system is made fit for the 21st century
provides safeguards and penalties to prevent a recurrence of the distress caused
by retention of tissue and organs without proper consent. Tissue or organs
cannot be taken or kept without consent other than for a Coroner to establish the
cause of death
sets up an overarching authority which will rationalise existing regulation and will
introduce regulation of post mortems and the retention of tissue for purposes like
education and research
provides for the Human Tissue Authority to issue Codes of practice giving
practical guidance on the conduct of activities within its remit
will help improve public confidence so that people will be more willing to agree to
valuable uses of tissue and organs like research and transplantation
will improve professional confidence so that properly authorised supplies of
tissue for research, education and transplantation can be maintained or
improved.
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Further information can be found on the Human Tissue Authority website.
http://www.dh.gov.uk/en/Publichealth/Scientificdevelopmentgeneticsandbioethics
IRMER Regulations:
Regulations (2000,2006)

The Ionising Radiation (Medical Exposure)(Amendment)

Trial patients are often exposed to higher levels of radiation than non trial patients as
they undergo more tests and imaging to monitor progress and response to trial
treatments. This Act (amended in 2006) requires staff involved in undertaking medical
exposures to establish diagnostic reference levels (DRLs) and to undertake appropriate
reviews if these are consistently exceeded. DH has issued guidance on national DRLs
which is available from the link below:http://www.dh.gov.uk/en/Publicationsandstatistics/PublicationsPolicyandGuidance/DH07
4067
ARSAC Administration of Radioactive Substances Advisory Committee
Trial patients are often exposed to higher levels of radiation exposure than is necessary
for routine diagnosis and treatment. This is allowed but an ARSAC research certificate
must first be obtained for each research project which exposes patients to these higher
levels. ARSAC assesses each application on its own merits and while it is important to
keep doses as low as reasonably practicable, the activity administered (and the resulting
dose) should be that necessary to provide the information required. All ARSAC
certificates are site-specific, therefore in the case of multicentred studies, each study site
requires its own certificate.
http://www.arsac.org.uk
http://www.nuclearmedicinecomm.com
References:
1. Department of Health Research Governance Framework for Health and Social
Care 2001 (updated 2005, modified 2008),
2. International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (1996) ICH Harmonised
Tripartite Guideline for Good Clinical Practice E6 (R1) Available:
http://www.ich.org/LOB/media/MEDIA482.pdf
3. World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. 1964, 6th revision 2008 (attachedAppendix iii)
Available: http://www.ich.org/LOB/media/MEDIA482.pdf
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Name of course:
Course provider:
Booking
information/queries
Payment

GCP and the EU Directive for New Staff
NIHR CRN - one-day foundation level course.
crncc.training@nihr.ac.uk

Name of course:
Course provider:

GCP and the EU Directive for New Staff
NIHR CRN – on-line course
(It is strongly recommended to attend a full day course as
soon as possible. The on-line course is not suitable for
beginners unless accompanied by a class based discussion)
crncc.training@nihr.ac.uk

Booking
information/queries
Payment

Free – non attendance will attract a fee

Free
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Chapter 4: Ethics and NHS Approvals
All studies carried out in NHS organisations require prior approval by:
an ethics committee
the National Institute for Health Research Coordinated System for gaining NHS
permission (NIHR CSP)
local trust R&D representative

Ethics committee approval
Any health-related research project which involves humans, their tissue and/or data must
be reviewed by a Research Ethics Committee (REC) prior to it commencing. This applies
whether the project is to be externally or internally funded, and/or whether the project is
to be conducted in the UK or overseas. The researcher must submit a protocol and
supporting information to the committee for review, in accordance with the ethical
principles developed by the World Medical Association in its Declaration of Helsinki
(1964, latest revision 2008) This states:
The design and performance of each research study involving human subjects
must be clearly described in a research protocol. The protocol should contain a
statement of the ethical principles involved and indicate how the principles in this
Declaration have been addressed. The protocol should contain information regarding
funding, sponsors, institutional affiliations, other potential conflicts of interest, incentives
for subjects and provisions for treating and/or compensating subjects who are harmed as
a consequence of participating in the research study. The protocol should describe
arrangements for post-study access by study subjects to interventions identified as
beneficial in the study or access to other appropriate care or benefits.(2008 - see
appendix)
The primary function of a REC when considering a proposed study, is to protect the
rights, safety, dignity and well being of all actual or potential participants. The REC also
has the right to monitor ongoing trials. The researcher has the obligation to provide
monitoring information to the committee, especially any serious adverse events.
In the UK it is against the law, under the Medicines for Human Use (Clinical Trials)
Regulations 2004, to start recruiting for a clinical trial of an investigational medicinal
product (CTIMP) until there is a favourable opinion from a recognised REC (and
authorisation from the licensing authority – the Medicines and Healthcare Products
Regulatory Agency, MHRA).
Ethics Committees
NHS Research Ethics Committees (RECs) have been established throughout the UK for
many years with the purpose of safeguarding the rights, dignity and welfare of people
participating in research in the NHS. Potential research participants at NHS organization
in the UK will come under the protection of a REC. The REC is entirely independent of
the researcher and the organisations funding and hosting the research. Ethics
committees are guided by the Declaration of Helsinki.
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For further information:
http://www.wma.net/e/policy/b3.htm
http://www.fda.gov/oc/health/helsinki89.htm
http://www.emea.eu.int/pdfs/human/ich/013595en.pdf
The members of a REC are specially trained in research ethics and often have the type
of experience which will be useful in scrutinizing the ethical aspects of a research
proposal. These include patients, members of the public, nurses, GPs, hospital doctors,
statisticians, pharmacists and academics, as well as people with specific ethical
expertise gained through a legal, philosophical or theological background. There are
currently 155 NHS RECs in the UK (02/01/2008).

The National Research Ethics Service
The National Research Ethics Service (NRES) was launched on 1 April 2007. NRES
comprises the former Central Office for Research Ethics Committees and Research
Ethics Committees (RECs) in England. The aim of NRES is to protect the rights, safety,
dignity and well-being of research participants, whilst facilitating and promoting ethical
research. It does this by:
Providing ethical guidance and management support to Research Ethics
Committees in England
Delivering a quality assurance framework for the Research Ethics Service
Working with colleagues in the UK to maintain a UK-wide framework
Working with colleagues in the wider regulatory environment to streamline the
processes
NRES is part of the National Patient Safety Agency and provides help and leadership for
RECs and the REC system by co-coordinating the development of operational and
infrastructure arrangements in support of their work. This includes implementing
standards to ensure national consistency, providing training for REC members and cocoordinators, identifying IT solutions for procedural management and establishing
regional Offices for Research Ethics Committees (ORECs) to manage local RECs
For more information: http://www.nres.npsa.nhs.uk/

Ethics Applications through the National Research Ethics Service (NRES)
All applications to Research Ethics Committees must be made through the Integrated
Research Application System (IRAS), which can be found on-line at
www.myresearchproject.org.uk.
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This is a new system for applying for all of the approvals required to run a research
project, and is designed to enable the applicant to enter the information about their
project once instead of duplicating information in separate application forms.
Researchers need to register on the IRAS website in order to create an application form.
Full guidance for applying to Research Ethics Committees is given on the main NRES
website: http://www.nres.npsa.nhs.uk/applicants/apply/applying-for-ethical-review

National Institute for Health Research Coordinated System for gaining NHS
permission (NIHR CSP)
This is a new system for gaining permission to undertake research within the NHS. It is a
single point of entry – using IRAS. It provides a national system designed to fully satisfy
all governance and regulatory requirements, hence reducing time and bureaucracy. It
works in accordance with national operating procedures that clearly define which
governance checks are global and only need to be undertaken once for a study, even if
it plans to open at multiple sites; which are local hence undertaken at each participating
site; and who is responsible for carrying them out.
Local Trust Approval
Each hospital Trust or study site will have a named person who is responsible for
ensuring that all global approvals have been obtained. S/he will also be responsible for
raising any other issues which are pertinent to the local site. When all checks and local
issues have been satisfactorily completed, an approval letter will be issued. Only then
can a study commence at that site.
The flowchart overleaf summarises the procedures necessary to obtain all the approvals
required before a study or clinical trial can open at your hospital or begin recruiting at
any site.
References:
1. Department of Health Research Governance Framework for Health and Social
Care 2001 (updated 2005, modified 2008)
2. World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. (1964, 6th revision 2008- attached –
appendix iii)
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Chapter 5: Informed Consent
Freely given informed consent is central to ethical research involving human
participants or the use of human tissues or genetic material. This section discusses
the concept of informed consent and the information potential participants need to
receive and understand in order to give informed consent. It concludes with a
summary of the procedures which need to be followed in order to comply with the
strict legal and regulatory requirements in relation to this crucial issue in research.
It is essential to ensure that those who participate in research understand exactly
what it will involve for them. It is morally and professionally unacceptable to perform
any research related procedure on someone without first obtaining their fully
informed consent. It is also important to remember that after a consent form has
been signed, a participant can still withdraw from the trial at any time without giving a
reason. It is the duty of the investigator to reiterate this and to reassure participants
that they will not compromise their future medical care if they decide to withdraw.

What is informed consent?
Informed consent is an ongoing agreement by a person to participate in research,
after risks, benefits and alternatives have been adequately explained to them. It
helps to ensure that people are not deceived or coerced into participating in
research. In order to give fully informed consent, potential participants need to
understand the following:
the purpose of the research
the practicalities and procedures involved in participating
the benefits and risks of participation and, if appropriate, the alternative
therapies
how data about them will be managed and used
the consent form
their role if they agree to participate in the research
how information will be provided to them throughout the study
that their participation is voluntary
that they can withdraw from the study at any time, without giving any reason
and without compromising their future treatment
the insurance indemnity arrangements for the conduct of the research where
appropriate
that the research has been approved by a research ethics committee.
In addition, they should be given the contact details of the Principal Investigator and
research nurse/practitioner, should they have further questions or should they wish to
withdraw from the study
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Maintaining Informed consent
Informed consent is not a one-off process, it is an ongoing requirement. The
participant‟s condition may change; there could be difficulties with compliance, or
side effects from trial treatments. New information may emerge which could be
relevant to the trial.
Researchers must ensure that participants:
Are kept fully informed about any changes to the information that they have
been given
Understand the information and any changes in that information
Continue to consent to participate throughout the study.

Who should take informed consent?
The issue of who should take informed consent has been debated at length.
The original Declaration of Helsinki (1964) stated that:
‘…the Physician should then obtain the subjects freely given informed consent,
preferably in writing…’
However, it has recently been widely acknowledged that research
nurses/practitioners in the study team frequently play a major role in obtaining and
maintaining informed consent. They may have excellent communication skills and
patients often consider them to be more approachable than the investigator. ICH
GCP guidelines (1996} state that:
‘…The Investigator, or a person designated by the Investigator, should fully inform
the subject … the consent form should be signed by the person who conducted the
informed consent discussion…‟ (1996 4.85)
Hence the Revised Declaration of Helsinki 2008 states that:
‘…Special attention should be given to the specific information needs of the
individual. After ensuring that the potential subject has fully understood the
information, the physician or another appropriately qualified individual must then seek
the potential subject’s freely given informed consent…’
At local level, there will be a Standard Operating Procedure (SOP) which all research
staff should adhere to. Although others may play a major role in the consent process
explaining procedures, answering questions etc, for studies involving medical
intervention, ultimate responsibility for enrolling the subject usually lies with the
investigator. (In non intervention studies the investigator may not necessarily be a
physician) The investigator should ensure that subjects have fully understood what
they are consenting to and sign and date the consent form accordingly. Any other
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research personnel involved in giving information during the informed consent
procedure should also sign the informed consent form.
Hence, overall responsibility for all elements of research activity, including gaining
informed consent, rests with the lead researcher. S/he may delegate the task of
obtaining informed consent to another appropriately qualified and experienced
member of the research team, but this delegation must be clearly documented, and
the person gaining informed consent must sign and date the consent form. Individual
members of the research team remain responsible for their own specific actions.
This approach meets the criteria of the key documents, and adheres to the
Declaration of Helsinki

Guidelines for Research Nurses/Practitioners in obtaining consent
Guidelines state: „The information to the patient should be given in oral and written
form wherever possible’…and…’Subjects must be allowed sufficient time to decide
whether or not they wish to participate’. (ICH GCP 1996)
When discussing a research study with potential participants, it is important that you
as a researcher understand the protocol sufficiently to explain it and to answer
questions that the potential participant may have. If you cannot answer a question,
you must allow time to seek the answer from a colleague before taking consent.
It is very important to understand and to explain in simple terms, the concept of
equilibrium between the different research arms. This exists, despite any promise
shown in early trials, or any expectation bias on the part of researchers or trial
promoters. According to current evidence, standard treatment (which may mean
supportive care only) remains the gold standard, until any new treatment or
procedure has been proven to have benefits which outweigh its disadvantages.
Hence you should ensure that any personal views you may have do not influence
whether or not an individual consents to take part. You need to assess suitability and
eligibility according to the protocol, and to give adequate information and then allow
them to decide for themselves. If a patient wants someone to help them make their
decision, recommend that they discuss it with a relative or friend, or a health care
professional who is not involved in the research, such as a GP. However, you should
emphasise that ultimately, they should only consent to participate if they are certain
that they wish to do so. For various reasons a patient might find it difficult to decline
participation. In this case it is your role to enable and empower them to say „no.‟
Potential participants should also understand that, if they agree to take part in
research, they have a duty to the researchers. In giving informed consent they are
agreeing to comply with the requirements of the research. If at any time they are
unable or unwilling to do this they should consider withdrawing from the study. It is
important to emphasise that withdrawal from a clinical study will not compromise the
quality of care they receive, although their treatment may change.
For the purposes of audit and inspections, the whole process of obtaining consent
should be documented in the patient‟s case notes. This should include who spoke to
the patient, what was discussed and when.
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Refer to your local SOP for informed consent and adhere to any additional local
policies.

Respecting Diversity
The core ethical principle in research is respect for every individual (Royal College of
Nursing 2004) Researchers must therefore respect diversity when gaining informed
consent (Department of Health, 2001 & 2005); Scottish Executive Health
Department, 2001;Wales Office of Research and Development, 2001).
Researchers must take into account factors such as:
age
ethnicity
gender
disability
religious beliefs
culture
language
level of understanding.
Researchers need to be sensitive as to how any or all of these factors might affect a
potential participant, taking care to avoid making stereotypical assumptions. Special
rules apply in research involving minors and incapacitated adults. In assessing a
person‟s capacity to understand, it is important to be aware of any reading, writing, or
language difficulties, and that these might be hidden. They could have visual or
hearing impairments, or emotional difficulties. Also a person may have capacity at
the initial stage of consent, but lose it as treatment progresses. This may have been
expected, for example if the patient is terminally ill, so it does not necessarily
invalidate the consent.

The legal framework
Gaining informed consent in research which involves invasive procedures is a legal
requirement. If a research activity proceeds without an individual‟s informed consent
legal action could be taken against the chief investigator or researcher.
Case law on consent in the UK has established three requirements to be satisfied
before a potential research participant can give informed consent:
the consent should be given by someone with the mental ability to do so
sufficient information should be given to and understood by the participant
the consent must be freely given
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Medicines for Human Use (Clinical Trials Regulations) 2004
This Act enshrines into UK law, the principles of the EU directive (EC 2001/20). It
covers the statutory requirements for informed consent of participants in clinical trials
of investigational medicinal products
For research involving minors and incapacitated adults, the principles of the EU
directive state that such persons may not be included in clinical trials if the same
results can be obtained using persons capable of giving consent.
Where research is deemed to be necessary to improve outcomes specifically for
these vulnerable groups, strict rules apply. Written consent must be obtained from
the person‟s legal representative, in cooperation with the treating doctor. (See table
on next page from NRES. Their website provides further information.

Mental Capacity Act 2005
The parts of the MCA which are relevant to research came into force 1st October
2007. This act covers other health and social care research which does not involve
medicinal products.
Mental capacity is the ability to make a decision. Lack of capacity can be due to a
range of causes, including unconsciousness, dementia, learning disabilities, stroke,
head injuries, mental health problems, and possibly cancer metastases in the brain.
Capacity can only be assessed in relation to a particular decision and a particular
time. A person may have the capacity to make some decisions but not others, or the
capacity may vary over time. A person is assumed to have capacity, unless it has
been established that they lack it. They must not be treated as unable to make a
decision unless all practicable steps to help them have been taken and failed. Any
decision made on their behalf must be in their best interests, which outweigh those of
science and society.

Data Protection Act 1998
Personal information should not be used for research without the explicit consent of
the individual. This means that they must have been asked specifically for their
permission to disclose the information, been given an explanation of how the
information will be used, and have given their permission in writing for the information
to be used. The exception to this rule occurs in situations, which are deemed by the
State to be in the interest of patients and the wider public good.

NCRN Induction Manual September 2009

50

Table 1: Informed consent for a minor as defined as < 16 years of age

Person who may
give consent

Definition

Commentary

1.

Parent

A parent or person with parental
responsibility.

Should always be approached if
available.

2.

Personal legal
representative

A person not connected with the
conduct of the trial who is:
(a) suitable to act as the legal
representative by virtue of their
relationship with the minor,
and
(b) available and willing to do so.

May be approached if no person
with parental responsibility can be
contacted prior to the proposed
inclusion of the minor, by reason
of the emergency nature of the
intervention provided as part of
the trial.

3.

Professional legal
representative

A person nominated by the relevant
health care provider (e.g. an acute
NHS Trust or Health Board) who is
not connected with the conduct of
the trial.

May be approached if no person
suitable to act as a personal legal
representative is available.

Table 2: Informed consent for an incapacitated adult
England, Wales and Northern Ireland

Scotland

1. Personal legal representative

1.

A person not connected with the conduct of the trial who
is:

(a) Any guardian or welfare attorney who has
power (in law) to consent to the adult‟s
participation in research.

(a) suitable to act as the legal representative by
virtue of their relationship with the adult,
and

Personal legal representative

(b). If there is no such person, the adult‟s
nearest relative as defined in section 87(1) of
the Adults with Incapacity (Scotland) Act 2000.

(b) available and willing to do so.
2. Professional legal representative
A person not connected with the conduct of the trial who
is:

2.

Professional legal representative

A person not connected with the conduct of the
trial who is:

(a) the doctor primarily responsible for the adult‟s
medical care,
or

(a) the doctor primarily responsible for the
adult‟s medical care,
or

(b) a person nominated by the relevant health care
provider (e.g. an acute NHS Trust)

(b) a person nominated by the relevant health
care provider.

A professional legal representative may be approached if
no suitable personal legal representative is available.

A professional legal representative may be
approached if it is not reasonably practicable to
contact either 1A or 1B before the decision to
enter the adult into the trial is made.

Source: http://www.nres.npsa.nhs
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Summary of the procedures to be followed

Ensure that local SOP for informed consent is adhered to
Informed consent should be obtained from participants prior to any research
related procedure being performed.
A Research Ethics Committee approved information sheet and consent form
must be used.
The information sheet and informed consent forms must both be up to date
and revised if new information becomes available (must first be re-approved
by ethics committee whenever there is any change).
There must be no coercion to participate.
The language of informed consent should be understandable and not cause
the participant to waive or appear to waive or release investigator, institution
or sponsor from responsibilities.
Information should be provided in advance, where possible, and reasonable
time allowed for consideration
Before signing the consent form, check that:
The participant has had an interview with the investigator, or another member
of the research team, and has been given the opportunity to understand the
objectives, potential benefits and risks, side effects and inconveniences of the
trial and the conditions under which it is to be conducted.
Sufficient time has been allowed for the participant to review the information
and to ask questions and receive appropriate answers before signing.
The person has been informed of the right to withdraw from the trial at any
time, without having to give a reason, and without being subject to any
resulting detriment
Consent form to be signed and dated by participant and person(s) obtaining
consent, using black ink. Check that all parts of the consent form have been
completed, initialled and signed as per protocol instructions
After signing
Participant must be given a copy of the signed consent form, and another
copy should be filed in the patient‟s case notes
Original copy of the consent must be filed in the study site file
Consent process must be documented in case notes
Participant‟s legal rights must be maintained.
They must have been provided with a contact point to obtain further
information about the trial.
The person may, withdraw from the clinical trial at any time by revoking the
informed consent.
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Name of course:
Course provider:
Outline of programme:

Valid informed consent
UKCRN
The course will cover the following topics:
The
legal
framework
and
ethical
considerations for informed consent.
The key components for obtaining consent, for
example, the skills required and the
delegation of responsibility.
The experience of consumers in being asked
whether or not they would like to participate in
a trial.
The ethical and practical considerations in
obtaining consent for qualitative or mixed
methods trials.
The ethical issues related to diversity in the
population.

Duration of course:
Level:

This is a one-day course
Advanced

Booking
information/queries
Payment

UKCRN website - crncc.training@nihr.ac.uk

Name of course:
Course provider:
Aims

Communicating about randomised controlled trials
NCRN
To improve the communication of healthcare
professionals when discussing trials with patients.
The format for this course has been developed from
the extremely well received pilot training study
organised by Professor Lesley Fallowfield at the
Psychosocial Oncology Group, University of
Brighton. It involves discussion based on a series of
pre-recorded role play sessions of health
professionals discussing a variety of trials from the
simple to complex multi-arm trials
All levels but ideally after some experience of
recruitment.
Usually a one day course
Contact your local training link

Course design

Level
Duration
Booking
information/queries

Free - non attendance will attract a fee
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consent in clinical trials of investigational medicinal products v3 Available
from: http://www.nres.npsa.nhs
11. National Research Ethics Service (2007) Research involving adults unable to
consent
for
themselves
[Online]
Available
from:
http://www.nres.npsa.nhs.uk/applications/guidance/#Adultsunabletoconsent
12. National Research Ethics Service (2005) Criteria for approving research
under sections 34 of the Mental Capacity Act [Online] Available from:
http://www.nres.npsa.nhs.uk/rec-community/tools-for-rec-coordinators/
13. National Research Ethics Service (2005) Criteria for approving research
under sections 30-33 of the Mental Capacity Act [Online] Available from:
http://www.nres.npsa.nhs.uk/rec-community/tools-for-rec-coordinators/
14. Adults with Incapacity (Ethics Committee) (Scotland) Regulations 2002
Further reading:
1. Barrett R (2005) Quality of Informed Consent: Measuring understanding
among participants in oncology clinical trials. Oncology Nursing
Forum.32(4):751-756
2. Chadwick R (2001) Informed consent and genetic research in Doyal L,
Tobias J (eds) Informed consent in medical research, London: BMJ Books pp.
203-210
3. Croudass A et al (2008) An approach to obtaining informed consent from
patients with cancer Nursing Standard 22,30, 35-38
4. Donovan, J., Brindle, L., Mills, N., (2002). Capturing users’ experiences of
participating in cancer trials, European Journal of Cancer Care, 11: 210-216
5. Joffe, S. (2001). Quality of informed consent in cancer clinical trials, The
Lancet November 24 :358
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Websites:
http://www.ich.org/cache/compo/276-254-1.html
http://www.nres.npsa.nhs.uk/EasySiteWeb/GatewayLink.aspx?alId=337
Central Office for Research Ethics Committees (COREC) www.corec.org.uk
Consumers for Ethics in Research (CERES) www.ceres.org.uk
Data Protection Act (1998) www.hmso.gov.uk/acts/acts1998/19980029.htm
Gene Therapy Advisory Committee www.advisorybodies.doh.gov.uk/genetics/gtac/
Human Tissue Act 2004 www.opsi.gov.uk/acts/acts2004/20040030.htm
Medical Research Council standardised consent form www.mrc.ac.uk/pdftissue_guide_fin.pdf
Nursing and Midwifery Council (NMC) www.nmc-uk.org
Royal College of Nursing Research Society www.man.ac.uk/rcn/rs

I
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Chapter 6: Introduction to Research Methodology
Health research methodology is a complex area of study and only a very brief outline
of the most relevant information will be discussed in this section.
There are a number of different research methods, which use differing rules and are
underpinned by different philosophies. Each have their strengths and weaknesses
and when research needs to be carried out, the type or combination of methods
chosen will depend on the type of research question to be answered, as well as the
skills, knowledge and preferences of the researchers.
Epidemiology
This is the study of factors that might affect the health and illness of populations. It is
used in public health research, identifying risk factors for disease and can sometimes
demonstrate optimal treatment approaches to maintain public health.
Observational studies
These include individual case studies, case control studies, and cohort studies (using
a particular group of people e.g. participants with a strong family history of cancer).
There is no active intervention in these studies. Investigators observe their
participants and measure outcomes. They are looking for correlations (associations)
between different factors e.g. various risk factors such as lifestyle, diet, environment,
family history and genetic predisposition, and health status or outcomes of disease
and treatment.
Clinical Trials
These are medical research studies involving patients. Carrying out clinical trials is
the only reliable way to find out if a new approach to cancer care is better than the
standard cancer treatments that are currently available. Without trials, there is a risk
that patients could be given treatments, which have no advantage, waste resources
and might even be harmful to them. New treatments for cancer are evaluated in a
number of stages or phases.
It is not only new treatments that are evaluated in trials. Other interventions can be
studied, such as changing the timing, or the duration of existing treatments,
combining existing treatments, or examining the effects of stopping a standard
treatment completely, or introducing another type of intervention such as giving a
psychological or supportive therapy.
Different types of clinical trials:
The U.S National Institute of Health organises trials into 5 different types:
Prevention trials look for better ways to prevent disease in people who have never
had the disease or to prevent a disease from returning. These approaches may
include medicines, vitamins, vaccines, minerals, or lifestyle changes.
Screening trials test the best way to detect certain diseases or health conditions.
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Diagnostic trials are conducted to find better tests or procedures for diagnosing a
particular disease or condition.
Treatment trials test experimental treatments, new combinations of drugs, or new
approaches to surgery or radiation therapy.
Quality of life trials (supportive care trials) explore ways to improve comfort and the
quality of life for individuals with a chronic illness.
For further information visit: http://clinicaltrials.gov

Phases of clinical trials
Clinical trials are usually conducted in phases. The trials at each phase have a
different purpose and help scientists answer different questions:
Phase I trials are initial clinical tests of new potential treatments. They are used to
determine whether or not a treatment is safe and to define a maximum tolerated
dose. They generally are at the laboratory phase and use very few human subjects
(typically 3-6) Often these are healthy volunteers, but in the case of cancer
treatments this would be unethical as the treatments are often toxic. Therefore phase
1 trials tend to be offered to patients with advanced cancer who have exhausted all
other treatment options. These trials can be expected to detect common side effects.
Phase II trials involve larger numbers of patients, starting with about 15 and
continuing to approximately 40. They are designed to start to test the efficacy of the
new treatment. Information on side effects and tolerability continues to be collected,
so that some less common side effects and cumulative effects might become visible
in phase II.
All phase I and non-randomised (see below) phase II trials fall under the heading of
translational research. This is a term used to define experimental research of new
treatments and diagnostic procedures for all diseases, including cancer. It covers all
experimentation to develop new treatments, rather than comparing them against a
standard treatment. Many trials do not proceed to the next phase.
Phase III trials are large national or international trials involving hundreds or
thousands of patients. They are comparative studies designed to compare the effects
of new drugs, treatment methods, or other interventions (which could mean no
intervention) with the standard treatment. Patients are usually divided at random into
either the treatment intervention group, or a control group. Patients in both groups
will be as similar as possible. Further and more reliable information can be gathered
about efficacy: how well the treatment works and how long the benefits last on
average. Less common side effects and possibly any longer term problems will be
revealed at this stage
Statisticians estimate how many research participants will be required to prove, with
an acceptable degree of confidence (usually described as 95% confidence interval)
that any results are not due to chance alone. Generally, if the expected
improvements from the trial treatment are large, the differences will be measurable
after a relatively smaller number of patients have been treated. If only a small
improvement is expected, a larger number will need to be treated before the
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measured effect can be classed as significant (meaning the change is not due to
chance alone).
Phase IV trials are post-marketing studies, carried out after a treatment has been
shown to work and a license has been granted. Further information is gained about
the effects of wider participation, longer-term risks and benefits, and more about
possible rare side effects so that optimal use can be decided.

(UKTMN manual)

Trial design
Clinical trials are designed in many different ways according to the research
question. Many of the trials that you will be involved with are comparing new
treatments with the tried and tested or “gold standard” treatment. The most effective
way of comparing treatments in this way is through randomised controlled trials.
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Randomised Controlled Trials (RCTs)
Across the world, RCTs are now seen as the most reliable way to test new
treatments and to compare two (or more) existing treatments, to see which one
works best.
An RCT is a study in which people are allocated at random to receive one of two or
more clinical interventions. One of these interventions is the standard of comparison
or control. The control may be a standard practice, a placebo, or no intervention at
all. RCTs seek to measure and compare the outcomes after the participants receive
the interventions. RCTs typically follow a prescribed series of study phases, which
may last up to twenty years, although the timeframes associated with development,
are increasing.
Ethically, equipoise should exist for a randomised trial to be undertaken: that is, there
should be genuine uncertainty about the additional benefits and risks of the new
intervention over the current standard intervention.
Quantitative Research
Quantitative Research methods are based on measuring and counting observed
phenomena and use mathematical models and statistics, usually with large numbers
of subjects. RCTs are usually quantitative studies because the outcomes are
measured.
Randomisation methods
Randomisation is not always a simple case of randomly allocating patients to one of
two or more groups. The following techniques can be applied to the randomisation
process
Simple randomisation allocation is now usually decided by a computer programme,
(previously used methods included tossing a coin, or using a random number table.)
Minimisation improves the balance between groups in terms of important
characteristics, especially in small samples. It is based on the idea that the next
participant to enter the trial is more likely to be allocated the intervention that would
mimimise the overall imbalance of selected characteristics between the groups at
that stage.
Blocked/restricted randomisations are assigned randomly within blocks to ensure
balance within the blocks. Blocks can be of any size but a multiple of the number of
trial groups is logical. The block size should be small and variable, and unknown to
the investigators, to prevent predictability and maintain concealment.
Stratified randomisation gives a balance within sub-groups defined by important
variables such as centre/country in a multi-centre trial. Blocked randomisation must
be used within each strata. Stratification is not feasible for small studies or for many
variables.
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Cluster randomisation is when the unit of randomisation is not the individual
participant being studied but groups of participants (clusters) such as GP practice or
village community.
Sometimes in clinical trials it is necessary to disguise the identity of the treatment to
limit conscious and unconscious potential bias. This is achieved through a technique
called „blinding‟.
Blinding
Blinding is used in combination with randomisation to limit the occurrence of
conscious and unconscious bias in the conduct of clinical trials (performance bias)
and interpretation of outcomes (ascertainment bias).
There are two types of blinding:
Double Blind: Both investigator and participant are ignorant of the intervention
allocation
Single Blind: Either the participant or the investigator is unaware of the
intervention allocated. Usually it is the participant who is „blind.‟
Placebos
If there is no standard treatment, patients taking part in a trial may be given a dummy
drug, which looks like the drug being tested. This dummy drug is called a placebo.
Placebos are used because sometimes people get better without treatment.
In some trials where a new treatment is being compared with the standard treatment,
placebos are also used. This is usually because the treatments can be easily
distinguished by the appearance of the drug being supplied and the patient could
become aware of what they are taking. In this case two placebos are used, one
made to look like each of the drugs and each person receives one of these placebos
and one real drug.
In summation, RCTs are quantitative, comparative, controlled experiments in which
investigators study two or more interventions in a series of individuals who receive
them in random order. Randomised controlled trials are the most rigorous way of
determining whether a cause-effect relation exists between treatment and outcome
and for assessing the cost effectiveness of a treatment.

Qualitative Research
Deriving a simple definition of qualitative research is difficult due to a lack of
consensus on the fundamental tenets of qualitative research methods. It is usually
based on a more in depth study of the subject matter, using a smaller number of
participants. There are certain principles of qualitative research that separate it from
quantitative approaches. Firstly, that this approach to research is constructed within
and is not removed from social processes. Secondly, that the researcher is part of
the research process and is not removed from it. Thirdly that qualitative research
involves description rather than measurement.
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Although RCTs are considered to be the „gold standard‟ method when trying to
measure the effects of a discrete medical intervention, qualitative methods might be
better when a deeper analysis is required, for example when trying to understand
human behaviour or complex social phenomena. Qualitative methods can be used
to evaluate the effects of more complex health or social interventions. Some health
and social studies will use a mixed methods approach.

Systematic Reviews
A systematic review is classed as secondary research. This is the analysis of
published or recorded data from previously conducted research projects. Systematic
and explicit criteria are adopted to identify select and critically appraise research
studies to establish where the effects and effectiveness of healthcare interventions
are consistent and where they vary.

Meta-analyses
Meta-analyses occurs when statistical methods are applied to the review and
analysis of combined data from studies included in a systematic review
Outcome measures in clinical trials
An outcome measures is the means by which we measure the impact of an
intervention on patients. Outcome measures are also known as response variables,
events or endpoints. The outcome measure/s selected for a trial will depend on the
phase of trial, stage of disease and the intervention being tested.
Early phase trials commonly use outcome measures of tumour response whilst late
phase trials use outcome measures that include survival (disease free or overall
survival). Almost all cancer trials will include some measure of toxicity and treatment
compliance.
Outcomes measuring tumour response
Target cancer lesions are identified and measured at baseline using an
internationally agreed criteria (known as RECIST criteria), and measured again after
treatment according to a trial protocol.
A complete response to treatment is defined as the disappearance of all
measurable lesions
A partial response is a decrease in cancer size by at least 30% of target
lesions with no new lesions.
Progressive disease means that the target lesions have increased by more
than 20%, or that new areas of cancer have appeared.
Stable disease means that there are no changes or that they are too small to
meet the above criteria.
Duration of response is the period of time between a response to treatment
and any recurrence of the cancer, or the cancer starting to grow again (if that
happens).
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Time to progression is the length of time between starting treatment and the cancer
progressing.
Progression-free survival measures the length of time until the cancer starts to
develop or get larger again.
Longer- term outcomes of treatment
Disease-free survival is the length of time after treatment during which no disease is
found.
Overall survival means how long patients live after they have entered a trial. This
could be weeks, months or years, and takes account of all causes of death.
For more information about clinical trials visit:Cancer Research UK - http://www.cancerhelp.org.uk
Cancer Backup - http://www.cancerbackup.org.uk
National Cancer Institute U.S. http://www.cancer.gov/
Books:
1. Girling DJ, Parmar MKB, Stenning SP, Stephens RJ, and Stewart LA (2003)
Clinical Trials in Cancer: Principles and Practice. Oxford. Oxford University
Press
2. Pocock SJ (1993) Clinical Trials: a practical approach. New York, John Wiley
& Sons.

Name of course:
Course provider:
Aims of programme:

Duration of course:
Level:
Booking
information/queries
Payment

Approaches and Methods in Clinical Research
NIHR UKCRN
To raise awareness about the need to apply
appropriate methods to different research
questions and problems in clinical/health
research, and introduce students to these
methods
To appreciate the multiple sources of research
problems and to understand how to translate
problems into research questions
To understand the relationship between
different research questions and alternative
research designs
To show the appropriateness of using
alternative techniques of data collection and
data analysis for different research designs
This is a one day course
Foundation
crncc.training@nihr.ac.uk
Free - a fee is charged for non attendance
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The following courses are currently under development. When available, further
information will be provided on http://www.ukcrn.org.uk/index/training/courses.html
Intro to Cancer Clinical Trials - Formerly the BODMA introductory level Course
Cancer Clinical Trial Methodology - Formerly the BODMA advanced Course
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Chapter 7: Trial Management – Planning, Administration and Closure
The purpose of this section of the handbook is to guide you through the procedures
involved in running a trial in a hospital setting. Some of the information you will need
is contained in the Medical Research Council clinical trials toolkit website
www.ct-toolkit.ac.uk You should also refer to your local clinical trials standard
operating procedures (SOPs) as you work your way through the information in the
website.
Applying the principles of GCP in the hospital setting
The clinical trials toolkit website refers to the principles of GCP, and is a good source
for tracking down the legislation that relates to GCP. However, for practical day-today guidance on managing trials in the clinical environment it is essential that all
members of staff attend GCP training that is delivered by a recognised provider. A
local SOP for training will state how frequently each member of staff must undertake
GCP training.
Each network will have a set of SOPs which give clear instructions on the processes
involved in the day to day management of clinical trial procedures. These documents
are extremely important to your daily practice and it is strongly recommended that
you obtain copies and refer to them regularly. A typical set of SOPs will include
instructions on the following aspects of research work:
Study set up
Study initiation
Responsibilities of Principal Investigator and research team members
Training and Education of research staff
Informed consent
Case Report Form (CRF) completion
Study files and filing
Adverse event reporting
Protocol amendment
Monitoring visits
Audit and inspection
Study close down
Archiving & destroying
Navigating the clinical trials toolkit website
When you enter the website, click on the tab labelled route maps. Read the
information on the left of the page then choose a route map from the right of the
page. As most people are working on trials that opened after May 2004, it is likely
that you will only need to refer to the route maps for planning a new trial and trial
management and closure. The route maps (also shown as diagrams on the next
page of this handbook) are designed to take you through all the processes involved
in trial management from sponsorship and approvals to patient recruitment, safety
reporting and trial closure.
Effective learning : As you work your way through the route maps, clicking on each
heading for detailed information on each section, make a note of things that you do
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not understand for further discussion with your mentor. You will find that some of the
topics covered in the toolkit have already been discussed in detail in this handbook
and you may find it helpful to refer back to the relevant sections in the handbook.

PLANNING A NEW TRIAL

TRIAL MANAGEMENT AND CLOSURE
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Chapter 8: Clinical Trials Organisations
The NHS has the potential to provide one of the best health research environments
in the world. However, prior to 2000, although much cancer research was taking
place across the UK, it was being carried out by a wide range of researchers and
organisations: government, academia, pharmaceutical industries, charities etc. with a
lack of an overall strategy and coordination. Hence resources were being allocated in
an ad hoc way which did not reflect the priorities of optimal patient and public benefit.
There was also widespread dissatisfaction with the lengthy bureaucratic procedures
which delayed the opening of a trial, and with the speed of recruitment and the
quality of data collection.
The organisations described here were set up by the Department of Health to
address these problems. The first of these were the National Cancer Research
Network (NCRN) and the National Cancer Research Institute (NCRI) which were set
up in 2001.The NCRN was very successful in establishing itself across the UK and in
exceeding its targets ahead of time. It was subsequently used as the model for 5
other topic networks: dementias and neurodegenerative diseases, diabetes, stroke,
mental health, medicines for children, and a primary care research network. In 2004,
the UK Clinical Research Collaboration was established to provide an overall
strategic direction for all of the topic networks, and finally the National Institute for
Health Research (NIHR) was established as an umbrella organisation for all of the
others listed here.
The work of all the networks is coordinated by the NIHR Clinical Research Network
Coordinating Centre In addition to these networks, the NIHR has established a
Comprehensive Research Network covering all diseases and areas of need not
covered by the other topics and which will manage and finance service support costs
at local level.
Because these organisations are still developing, only a brief description of each is
given and you are strongly advised to consult the websites regularly to keep abreast
of changes as they occur.
National Institute for Health Research
(NIHR) has been established by the Department of Health to deliver the
Government's R&D strategy 'Best Research for Best Health'. It began developing in
2005-2006. It‟s stated goal is „to create 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’.
It claims that ‘The NHS reputation for international excellence is growing as it gains
recognition for being the preferred host for collaborative and multi-centred research
in the public interest in partnership with and for industry. This will benefit patients,
society, the NHS and all our stakeholders.’ (website)
The NIHR is accessible to all professionals who carry out people and patient-based
applied health research and who are funded by NIHR or the Department of Health
Policy Research Programme (PRP). This includes clinical, health services, public
health and social science research. The Institute manages its activities through four
main work strands:
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NIHR Faculty: supporting the individuals carrying out and participating in research
NIHR Research: commissioning and funding research
NIHR Infrastructure: providing the facilities for a thriving research environment
NIHR Systems: creating unified, streamlined and simple knowledge management
systems

The annual budget for the NIHR incorporates all previously existing funds for NHS
research in England. The budget also incorporates NHS funding that supports clinical
research and academics.
The goals of NIHR Faculty are to:
Attract, develop and retain the best research professionals
Enhance the professional status of Faculty Members
Value research leaders and collaborators
Support research that meets the needs of patients and the public
Promote academic training paths for healthcare professionals across all
health and social care disciplines.
Staff employed by the NCRN are automatically members of the NIHR faculty and can
avail themselves of the considerable opportunities provided by membership.
For more information visit: http://www.nihr.ac.uk
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The UK Clinical Research Collaboration
The UK Clinical Research Collaboration (UKCRC) was established in 2004 with the
aim of re-engineering the clinical research environment in the UK, to benefit the
public and patients by improving national health and increasing national wealth.
The Partnership brings together the major stakeholders that influence clinical
research in the UK. It includes the main UK research funding bodies; academia; the
NHS; regulatory bodies; the bioscience, healthcare and pharmaceutical industries;
and patients.
The UKCRC represents a new way of working in which complex long-standing issues
are tackled by key stakeholders working together. Strategic direction and oversight is
provided by the UKCRC Board with broad stakeholder input into key issues. The
Partnership is supported by a jointly funded, independent Secretariat and has a
mixed model of working, where activities are:
Led and administered by individual Partners on behalf of the Partnership
Led by individual Partners and administered by the UKCRC Secretariat
Led and administered by UKCRC Secretariat.
The UKCRC was established to address the challenge that conducting research in
the UK was much harder than it needed to be, despite the NHS providing the perfect
environment in which to carry out high quality research for the benefit of patients.
For further information visit: www.ukcrc.org
The NIHR Clinical Research Network Coordinating Centre (NIHR CRN CC)
The NIHR CRN CC is the English branch of the 4 networks that comprise the UK
Clinical Research Network. The Coordinating Centre is working with key partners to
develop a high quality Clinical Research Portfolio, offering a regulatory and
governance advice service, supporting the work of Clinical Trials Units, working
closely with funders. It is working to develop and strengthen NHS infrastructure to
support the delivery of clinical research. This is being achieved through the work of
Clinical Research Networks which coordinate and support research in: Cancer,
Dementias and Neurodegenerative Diseases, Diabetes, Medicines for Children,
Mental Health, Primary Care, Stroke. A Comprehensive Clinical Research Network
supports research in all areas of disease and clinical need.
Training: The NIHR CRN provides training courses which are offered free of charge
to all staff and public and patient representatives working on or associated with the
NIHR CRN portfolio of studies. Relevant courses are recommended at the end of
some chapters of this manual. They include both classroom based and on line
courses. If you wish to register for a course, you should first discuss it with your
Network Manager and/or Training Link who will ensure that the course is appropriate
to your training needs. You will then need to register with the NIHR CRN Learning
Management System (LMS) online booking system.
For instructions on how to register on the LMS system and booking on a course,
please click on the following link http://www.crncc.nihr.ac.uk and choose the Training
option from the top menu bar. Once on the initial training page, click on the „Course
availability and booking‟ option from the green left hand menu, and then on
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Download „How to book on a course‟ instructions. Places are allocated on a first
come first served basis and tend to be in high demand, so you are advised to register
as soon as possible.

National Cancer Research Institute
The NCRI was set up in 2001 to develop common plans for cancer research and to
avoid unnecessary duplication of effort. Until NCRI came together there was little
joint planning or management of cancer research, and collaborations were patchy.
There was no single source of information about the research being carried out, so it
was difficult to assess needs for new work. NCRI plays a strategic role in the
development of the NCRN and ECMC (see below).
Specifically the NCRI:
Maintains a Cancer Research Database, and undertakes analysis of what
research is being done - this informs decisions about new research.
Develops research initiatives on specific topics, to which a group of members
will contribute (eg, programmes in prostate cancer or in cancer prevention.)
Helps to coordinate clinical trials and experimental cancer medicine research
within networks throughout the UK - this boosts clinical trials.
Develops facilities and resources for research (eg, the collection of tumour
samples or trying to make the management of research data more effective,
ie. Informatics.)
For more information visit: http://www.ncri.org.uk
The National Cancer Research Network
The National Cancer Research Network (NCRN) was created in 2001 in response to
the need to improve NHS capacity to facilitate cancer clinical research. At that time, it
was recognised that research had to become more closely integrated with cancer
care to improve recruitment to randomised controlled trials and other well designed
studies and that issues around the delivery, speed and coordination of research
needed to be urgently addressed.
NCRN was tasked with developing the infrastructure to support research within the
NHS and met this challenge by establishing local cancer research networks which
were closely mapped on to existing NHS service networks and which collectively
covered the whole of England, and collaborated closely with networks developed in
Scotland, Wales and Northern Ireland.
The Network proved to be highly effective and, by 2004, had succeeded in more than
doubling the rate of cancer patients being accrued into clinical research studies.
Now working under the umbrella of the National Institute for Health Research, the
NCRN continues to focus on the development of a high quality, balanced portfolio of
studies that cover a broad range of methodologies and disease areas (particularly
rarer cancers), working in collaboration with industry and sustaining and increasing
accrual into cancer studies.
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The NCRN Coordinating Centre
The NCRN Coordinating Centre is responsible for the development and overall
performance management of the 33 English local cancer research networks and
comprises a consortium of the University of Leeds, Leeds Teaching Hospitals NHS
Trust and the Medical Research Council Clinical Trials Unit in London. It is funded
by the National Institute for Health Research with additional support from, and
collaboration with, the National Cancer Research Institute and Cancer Research UK.
The NCRN Coordinating Centre is based in the MacMillan Wing, Fairbairn House,
University of Leeds with additional offices in London.
Professor David Cameron is the Director of the NCRN and is supported by three
Associate Directors, Professor Rick Kaplan, Professor Max Parmar and Professor
Bob Haward. Also two Assistant Directors Dr Karen Poole based in London, and Dr
Matt Cooper in Leeds. There are identified NCRN Leads in key areas, including
clinical trials, industry, network development (including training and education),
tumour-specific clinical studies groups, consumer involvement, clinical trials units and
information technology. The NCRN CC Leeds office is co-located with the NIHR
Clinical Research Network CC who provides additional support in many of these
areas, including finance.
For further information refer to the NCRN website: http://www.ncrn.org.uk

Comprehensive Local Research Networks (CLRN)
CLRNs have recently been established across the country. They will be the primary
vehicle for providing infrastructure to support study involvement at local level. They
will encourage participation in the range of high quality clinical studies in the UKCRN
portfolio and will provide a coordinated and efficient infrastructure of research
personnel and facilities to support recruitment.
CLRNs will deploy research management expertise to:
Manage NHS Service Support funding for research
Support and streamline research management to deliver proper governance
through provision of support and controls and assurances
Provide additional clinical research support staff to carry out clinical studies
For more information visit:
http://www.ukcrn.org.uk/index/networks/comprehensive/clrns.html

Experimental Cancer Medicine Centres
ECMCs are translational research centres with both laboratory and clinical facilities
and expertise. The resources available in an ECMC allow the safe, rapid and rational
evaluation of new cancer treatments, and the development and application of novel
biomarkers to facilitate late stage clinical trials and the evolution of personalized
medicine.
The aim of the ECMC Network is to bring together laboratory and clinical patientbased research to speed up the development of new therapies and biomarkers by
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evaluating new drugs and individualising patient treatment. Through a combination of
regular national meetings, open fora, and workshops, expertise and best practice are
shared across the network.
For more information visit: http://www.ecmcnetwork.org.uk
Cancer Research UK
CRUK is the world's leading independent organisation dedicated to cancer research.
With a scientific spend of £315 million in 2006/07, they fund over 4,250 scientists,
doctors and nurses in England, Scotland, Wales and Northern Ireland. CRUK carry
out research to improve understanding of cancer and find out how to prevent,
diagnose and treat different kinds of cancer. They work in partnership with
supporters, the government, other charities and more than 25 major global health
and research organisations.
Research falls into five main areas:
Basic research
Translational research
Clinical research
Prevention research
Quality of life research
CRUK scientists and researchers advise all three national Parliaments in
Westminster, Scotland and Wales on health and scientific policy and charity
regulation, as well as working in Europe. They provide evidence to Select
Committees, All Party Groups and public inquiries and help us frame responses to
Department of Health, NICE and other public consultations.
Cancer Research UK have also developed a service which provides reliable and
accessible information about cancer for patients.
For more information visit: www.cancerresearch.uk.org
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Name of course:
Course provider:
Outline of programme:

Duration of course:
Level:
Booking
information/queries
Payment

Cancer Policy and Politics
NIHR – UKCRN
The NHS Cancer Plan: A Plan for Reform,
the Cancer Reform Strategy, Best
Research for Best Health, The NCRI
Strategic Plan 2008-2013
Political barriers to participation in clinical
trials
Cancer Clinical Trial Organisations and
Networks: NIHR, UKCRC, NCRN and
NCRI
The commissioning role of the cancer
service network.
The politics of consumer involvement in
cancer clinical research.
This is a one-day course
Foundation
NIHR UKCRN website crncc.training@nihr.ac.uk
Free – non attendance will attract a fee

The information in this chapter has been extracted from the following sources:

National Cancer Research Institute - http://www.ncri.org.uk
UK Clinical Research Network - http://www.ukcrn.org.uk
National Cancer Research Network - http://www.ncrn.org.uk/
Experimental Cancer Medicine Centre Network–
http://www.ecmcnetwork.org.uk
National Institute for Health Research – http://www.nihr.ac.uk
Cancer Research UK – http://www.cancerresearch.uk.org

Reference:
Best Research for Best Health: A New National Health Research Strategy
DOH Jan 2006
Further information: www.dh.gov.uk/researchstrategy
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Chapter 9: Patient and Public Involvement in Cancer Research
Patients, their carers and members of the public (also known as consumers) have a
long history of involvement in both cancer services and research, through taking part
in research studies, fundraising, and in providing support for cancer patients and their
families.
At your local hospital, you are likely to come across consumer representatives at
meetings or user/support group activities. They are generally very keen to hear about
or discuss research that is taking place locally or nationally. They can offer you a
different but important perspective and you are encouraged to make contact with
them and possibly attend one of their meetings as part of your induction.
Levels of consumer involvement in research
There are three main levels of consumer involvement:
1. Consultation - e.g. They may be asked to comment on patient information
sheets
2. Collaboration - Consumers are active partners in the research process. Roles
and processes will be agreed with between both parties and there may be
regular ongoing contact.
3. Consumer controlled or led - The research is led and controlled by
consumers. Once they have designed the research they invite researchers
and health professionals to act as consultants to the process
In the past, consultation has been used more than collaboration or consumer
controlled research. This may be because of the nature of the disease trajectory.
More involvement at levels 2 and 3 are now occurring as consumer representatives
acquire more training, experience and confidence.

Many cancer
research funding
bodies require or
recommend the
involvement of
consumers in
designing research.

Consumers can
help with the
recruitment of their
peers for research
projects.

Helps to maintain a
democratic culture
within healthcare
and research.

Importance of
consumer
involvement

NCRN Induction

Public involvement
can help to ensure
that money and
resources aren‟t
wasted on research
that has little or no
Manual
September
relevance.

2009

The idea that
experts are the best
judges of what
research should be
carried out is
changing.
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At a national level, consumers are being encouraged to participate at all levels of the
research process.
Patient and Public Involvement across the NCRN and NCRI
Since the inception of the NCRN and NCRI and as stated in the NCRI Strategic Plan1
patient and public involvement (PPI)2 in cancer research has been considered as
crucial for improving the quality and relevance of research for the benefit of patients
and the public. PPI across NCRI and NCRN, including all its local cancer research
networks, has been coordinated by the NCRN Coordinating Centre in Leeds, working
closely with the NCRI team based in London.
The key principles of NCRI and NCRN for working with consumers² are:
working with consumers as partners in the research effort
involving consumers in developing strategy as well as in specific initiatives
and studies
listening to the consumer voice on research needs and the experience of
participating in research
learning from experience to further develop and increase the impact of the
consumer role in cancer research
NCRI Consumer Liaison Group
(CLG) Patient and public involvement in the NCRN and NCRI has, to date, been
driven by the CLG some of whose members participate at a strategic board level for
the NCRN and NCRI, on various committees and on each of the NCRI Clinical
Studies Groups. In addition to the CLG many consumers are involved in a broad
range of strategic projects managed by the NCRN and NCRI and are also active in
their local research network areas as representatives and advocates across a range
of cancer research and service delivery networks. Details of consumers already
working in your area can be found at: www.ncrn.org.uk by following the link to patient
and public involvement.
NCRI/NCRN Consumer Involvement Steering Group
This group brings together key individuals from NCRN, NCRI, local research
networks, clinical trials units and other relevant stakeholders including consumers
themselves to oversee the effective operational delivery of PPI across the NCRN/I
and their associated networks. The steering group meets 3 times each year and
includes representation from research network managers. If you would like to find out
more or contribute in any way to this group please do so via:
consumers@ncrn.org.uk or telephone 0113 343 2254.
The development of patient and public involvement in the NCRN and NCRI continues
to be carried out in partnership with a range of relevant organisations and groups

1

NCRI Strategic Plan (2008-2013)
Please note that NCRI and NCRN currently define consumers as patients, relatives, carers and other
members of the public affected by cancer
2
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including INVOLVE www.invo.org.uk and the NIHR Clinical Research Network
Coordinating Centre (NIHR CRN CC) www.crncc.nihr.ac.uk.
There is no doubt that the increasing recognition by the research community of the
added value that meaningful PPI in all aspects of the research process brings has
enabled good progress in this area over the past few years. More specifically
progress in PPI activity has benefited from the growing interest and active support
from research and clinical staff working as part of the local research networks.
Consumer Research Panels
CRPs are groups of consumers who work with cancer researchers in particular
localities and often have established links with clinical trials units, researchers
working in local universities and the NHS, Experimental Cancer Medicine Centres
with the intention of improving the relevance, quality or conduct of a research study
for patient benefit. CRPs gather together people affected by cancer who wish to be
involved in cancer research, and who can provide an easily accessible, expert
resource for researchers and also a forum through which to pursue consumer-led
projects. Contact details for all the CRP's currently in operation can be found at:
www.ncrn.org.uk by following the links to patient and public involvement and
consumer research panels.
Training and support for consumers
Induction training: all newly recruited consumers working across the NCRI and
NCRN in cancer research are encouraged to attend the following 3 training sessions
as part of their induction:
Macmillan/NCRN Getting Involved and Influencing Research - 1 day
workshop based on the Macmillan workbook and NCRN CD ROM
Introduction to Clinical Research.
NIHR CRN CC Cancer, Policy and Politics course -1 day
Introduction to the NCRI/NCRN-1 day including discussion sessions, input
from experienced consumers and NCRN/NCRI staff
Following induction it is advised that consumers have the opportunity to:
work with a scientific mentor
access peer support networks both locally and nationally
have an appropriate local point of contact with whom they can identify and
meet learning and development needs
Details of further training events, meetings and conferences can be found at:
www.ncrn.org.uk by following the link to patient and public involvement. In
addition the NCRN Consumer Liaison Lead may be contacted for further advice via
consumers@ncrn.org.uk or telephone 0113 343 2254.
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Finding out about PPI happening locally and nationally
Contact your local research network manager to find out more about PPI activities in
your area. Further information is also available at www.ncrn.org.uk following the links
to patient and public involvement. In addition if you would like to advertise any
opportunities for PPI activities in your area please contact consumers@ncrn.org.uk
Further training resources/activities for consumers
These are sourced from a range of organisations and currently include but are not
limited to: NIHR CRN CC training portfolio both generic and cancer specific
courses http://www.crncc.nihr.ac.uk/index/training.html
Royal Marsden study days
www.royalmarsden.nhs.uk/RMH/healthcare/educationandconferencecentre/studyday
sconferences
Christie Hospital training days www.christie.nhs.uk/pro/education/default.aspx
Macmillan/Cancer Voices training:
http://www.macmillan.org.uk/Get_Involved/Cancer_Voices/Cancer_Voices.aspx
Breakthrough Breast Cancer-Campaigns and advocacy network, National Training
Programme. Further details from laurag@breakthrough.org.uk
Training/conferences associated with NCRI national projects, e.g. Cancer
Experiences Collaborative (CeCO), NCRI Informatics Project, Cancer Bio banks;
further details www.ncri.org.uk
Patient and public involvement toolkits/packs, are available from INVOLVE
www.invo.org.uk Public Information Pack: How to get actively involved in NHS, public
health and social care research, available to order at: pip@invo.org.uk
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Name of course:
Course provider:

Fundamentals of Involving Patients and Public As Partners in
Clinical Research Activities (PPI)
NIHR CRN CC

Aims of programme:

Raise awareness of the contribution that patients and public
can make as partners in the clinical research environment

Booking
information/queries

www.crncc.nihr.ac.uk/index/training.html

Payment

Free – non attendance will attract a fee

Name of course:

Patient Information for Parents and Children

Course provider:
Aims of programme:

NIHR CRN CC
To provide clear guidance and examples on how to provide
effective patient information for parents and children who are
considering participating in clinical research
1 day
www.crncc.nihr.ac.uk/index/training.html

Duration of course:
Booking
information/queries
Payment

Free – non attendance will attract a fee
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Chapter 10: The NHS and Cancer Services

About the NHS
Since its launch 60 years ago, the NHS has grown to become the world‟s largest
publicly funded health service. It is also one of the most efficient, most egalitarian
and most comprehensive.
The system was born out of a long-held ideal that good healthcare should be
available to all, regardless of wealth – and that principle remains at its core. With the
exception of charges for some prescriptions and optical and dental services, the NHS
remains free at the point of use for anyone who is resident in the UK.
Funding
This comes directly from taxation that, according to independent bodies such as the
King‟s Fund, remains the “cheapest and fairest” way of funding health care when
compared with other systems. The 2007/8 budget roughly equates to a contribution
of £1,500 for every man, woman and child in the UK.
Although funded centrally from national taxation, NHS services in England, Northern
Ireland, Scotland and Wales are managed separately. While some differences have
emerged between these systems in recent years, they remain similar in most
respects and continue to be talked about as belonging to a single, unified system.

Performance
Measuring the efficiency of healthcare systems is notoriously difficult. Nevertheless,
in the UK life expectancy has been rising and infant mortality has been falling since
the NHS was established. Both figures compare favorably with other nations.
Surveys indicate that patients are generally satisfied with the care they receive from
the NHS. However, the press frequently report instances of poor service, and on
data which suggest that our cancer service outcomes compare disfavourably with
other European nations in recent years. For further information about planned future
improvements in the NHS generally read the Darzi Report (2008).

Structure of the NHS

The Department of Health
(DH) is in overall charge of the NHS with a cabinet minister reporting as secretary of

state for health to the prime minister. DH work includes setting direction (strategy,
policy, legislation, and allocating resources), supporting delivery (performance
monitoring and ensuring value for money) and accounting to parliament and the
public.
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Strategic Health Authorities
(SHAs) The DH controls 10 Strategic health authorities in England. These manage

the NHS regionally. Each SHA is responsible for the strategic supervision of all the
NHS trusts in its area. The devolved administrations of Scotland, Wales, and
Northern Ireland run their local NHS services separately. SHAs are responsible for:
Developing plans for improving health services in their local area.
Making sure local health services are of a high quality and are performing
well.
Increasing the capacity of local health services - so they can provide more
services.
Making sure national priorities - for example, programmes for improving
cancer services - are integrated into local health service plans.
http://www.nhs.uk/nhsengland/aboutnhs/ (Last reviewed: 23/03/2009)
As can be seen on the diagram below the NHS is divided into two sections: primary
and secondary care. Primary care is generally regarded as a “frontline” service. It is
the first point of contact for most people and is delivered by a wide range of
independent contractors such as GPs, dentists, pharmacists and optometrists.
Secondary care is known as acute health care and can be either elective care or
emergency care. Elective care means planned specialist medical care or surgery,
usually following referral from a primary or community health professional such as a
GP.

Source: http://www.nhs.uk/nhsengland/aboutnhs/
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NHS Trusts
(Last reviewed: 20/02/2009)
Primary Care Trusts
(PCTs) are in charge of primary care and have a major role around commissioning
secondary care, and providing community care services. They are now at the centre
of the NHS and control 80% of the NHS budget. As they are local organisations, they
are best positioned to understand the needs of their community, so they can make
sure that the organisations providing health and social care services are working
effectively. The PCTs oversee 29,000 GPs and 18,000 NHS dentists.
Mental Health Services Trusts provide mental health care in England and are
overseen by the PCT.
Acute Trusts run hospitals. Some acute trusts are regional or national centres for
more specialised care. Others are attached to universities and help to train health
professionals. Acute trusts can also provide services in the community, for example
through health centres, clinics or in people's homes. There are 175 acute NHS trusts
and 60 mental health NHS trusts which oversee 1,600 NHS hospitals and specialist
care centres.
Foundation Trusts are a new type of NHS hospital, first introduced in April 2004.
There are currently 115 across England. They are run by local managers, staff and
members of the public, and are expected to deliver services which are tailored to the
needs of the local population. Foundation trusts have been given much more
financial and operational freedom than NHS and its performance inspection system.
NHS ambulance services trusts provide emergency vehicles. There are 11
ambulance trusts in England. The Scottish, Welsh and Northern Ireland ambulance
services provide cover for those countries. other NHS trusts and have come to
represent the government‟s commitment to de-centralising the control of public
services. These trusts remain within the
Care Trusts provide care in both health and social fields. There are few care trusts
and they are based mainly in England.
There are also agencies under the umbrella of the NHS. These include the:
The National Institute for Health and Clinical Excellence
(NICE) is the independent organisation responsible for providing national guidance
on the promotion of good health and the prevention and treatment of ill health. It
assesses research results and develops evidence based guidance for treating
conditions including cancer. It is about to launch a web based portal which intends to
make the evidence base and NICE conclusions, accessible to all.

NCRN Induction Manual September 2009

80

Requirements to support research in the NHS
In July 2009, the DOH wrote to the chief executives of all SHAs PCTs and trusts
listed here, drawing their attention to the key recent policies which compel them to
support NIHR approved research at every level and to improve access to research
for patients.
Research is a core part of the NHS. Research enables the NHS to improve the
current and future health of the people it serves. The NHS will do all it can to ensure
that patients, from every part of England, are made aware of research that is of
particular relevance to them. (Handbook to the NHS Constitution DOH January 2009)
Trusts will be under pressure to publish the percentage of their patients taking part in
research and the average time it has taken for the local approval process to be
completed. They are being compelled to use the NIHR CSP (central sign of process
Ch 5) and discouraged from developing unnecessary local bureaucracies (DOH
2008, 2009)

References
1. The Next Stage Review: High Quality Care for All DOH 30 June 2008
2. The Operating Framework for the NHS in England 2009/10 (DOH December
2008)
3. Handbook to the NHS Constitution DOH January 2009
For more information and related documents visit:
http://www.dh.gov.uk/nhsconstitution
http://www.nhs.uk/nhsengland/aboutnhs
http://www.nice.org.uk

Regulatory bodies for the NHS

Healthcare Commission
The Healthcare Commission is England‟s healthcare watchdog. Through its
regulatory work it promotes and drives improvements in the quality of healthcare and
public health for the benefit of patients and the public.

Monitor
Monitor regulates NHS foundation trusts, making sure they are well-managed and
financially strong so that they can deliver excellent healthcare for patients. It
rigorously assesses applicants for NHS foundation trust status and makes sure they
live up to their obligations. Monitor also ensures that NHS foundation trusts are free
to deliver innovative, world-class healthcare by shaping and informing health system
reform.
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Specialists involved in cancer care
Doctors of different specialties and other health professionals specialise in different
aspects of cancer treatment.
Surgeons
Consultant Surgeon is responsible for managing patient care and is assisted by a
team of doctors. The consultant has responsibility for the standards of care given to
all patients by doctors in their team. Consultants usually specialise and may become
h
responsible for a wide range of emergencies admitted under their care. In order to
become a consultant in the NHS, their name must be on the General Medical Council
(GMC) specialist register. In teaching hospitals, consultants may be called Professor,
Reader or Senior Lecturer.
Specialist Surgical Registrar (SpR) - Most surgeons spend six years in this post
building up their surgical experience and expertise under the supervision of a
consultant. After a few years, they choose an area of surgery in which they wish to
specialise. On completion of this training and passing exams, they become a Fellow
of The Royal College of Surgeons (which means they can put the letters FRCS after
their name). They can then apply for a position as a fully trained consultant. In
teaching hospitals an SpR may be called Research Registrar.
Senior House Officer (SHO) - Doctors at this level spend between two and four
years learning surgery and gaining experience of different surgical procedures. They
then sit the MRCS (Member of The Royal College of Surgeons) exams needed to
enable them to continue their training and which allows them to revert to the title „Mr‟,
„Mrs‟, „Miss‟ or „Ms‟. They work under the direct supervision of a consultant.
Surgical specialties involved in cancer care
Cardiothoracic Surgeons specialise in the diagnosis, evaluation and surgical
management of diseases of the heart, lungs, oesophagus and chest.
Ear Nose and Throat (ENT) surgeons are specialists trained in treating conditions
of the ear, nose, throat and neck. They are also known as otolaryngologists.
Neurosurgeons are specialists trained in treating conditions of the brain, central
nervous system and spinal cord.
Oral and Maxillofacial Surgeons are highly qualified, needing to be trained both as
doctors and dentists. They specialise in the surgical treatment of a wide variety of
conditions affecting the mouth, jaw, face and neck, including reconstructive surgery
and facial plastic surgery. These surgeons will remove the cancer and also
reconstruct
tissue
lost
because
of
the
cancer
or
operation.
Paediatric Surgeons treat babies and children from the foetal period to their
teenage years. Paediatric surgeons develop experience and skills across the breadth
of surgery and perform 11% of all operations on children. The remaining operations
are performed by surgeons from other specialties who have an interest in paediatric
conditions.
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Plastic Surgeons - Plastic surgery means the moulding of the surface and
sometimes deep structures of the human body. Plastic surgeons will sometimes
carry out the reconstruction of an area where a cancer has been removed.
Urology Surgeons treat patients with diseases, trauma and malformations of the
urogenital system. This includes diseases of the kidney, urinary tract stones, cancer
(prostate, bladder, testicle and kidney), prostate, incontinence and erectile
dysfunction.
Clinical Oncologists are doctors who specialise in treating cancer using
radiotherapy; often they treat patients with chemotherapy and biological agents as
well. There are specialist registrars and senior house officers. When they pass Royal
College of Radiology exams they become a Member or a Fellow of the College
(which means they can put the letters M/FRCR after their name),
Medical Oncologists are doctors who specialise in treating cancer using hormonal,
chemotherapy and biological agents. Specialist registrars and senior house officers
who pass Royal College of Physicians exams become a Member or a Fellow of the
College (M/FRCP after their name),
Haematologists are doctors who specialise in treating disorders of the blood. These
specialists are trained in the use of chemotherapy and biological agents. Specialist
registrars and senior house officers, when they pass Royal College of Pathology
exams, become a Member or a Fellow of the College (M/FRCPath after their name),
Other Clinical Cancer Specialists
Radiologists are doctors who specialise in imaging techniques for diagnosing
disorders. These specialists may also be trained in the use of some treatments eg
radiofrequency, embolisation, etc.
Pathologists are doctors who specialise in looking at human tissues and cells.
These specialists are trained in the diagnosis of benign and malignant diseases.
Palliative Care Physicians specialise in treating patients at the end of life. They are
trained in the use of drugs to control symptoms such as pain.
Nurses
Nurse Consultants: These posts were first established in 1999. They are very
experienced registered nurses, who will specialise in a particular field of health care.
All nurse consultants spend a minimum of 50% of their time working directly with
patients, In addition, they are responsible for developing personal practice, being
involved in research and evaluation and contributing to education, training and
development.
Clinical Nurse Specialists (CNS): A CNS is a qualified nurse who has specialist
knowledge of a specific cancer or group of cancers eg breast, head and neck,
etc. The CNS is usually the designated „key worker‟ assigned to patients within their
specialty, to ensure that each patient has a smooth transition along the pathway of
care. S/he is the main point of contact for the patient, providing an appropriate level
of information and support at each stage, and helping to organise multidisciplinary
care and smooth transitions between doctors and the other health professionals.
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Research Nurses specialise in clinical research. They have varied roles but usually
coordinate a range of trials within their clinical area. They may screen potential
patients and play a key role in recruitment and informed consent. They provide
information and support, organisation of tests and treatments and monitor patients for
progress and adverse events, in accordance with trial protocols. They work closely
with the CNS, or may substitute for them for patients on trials. Some research
nurses give treatments such as chemotherapy and biological agents to trial patients.
Chemotherapy Nurses are trained to give chemotherapy and biological agents to
patients.
Other Health Research Professionals
Clinical Trial Practitioners are nurses, allied health professionals, or science
graduates (with additional training in clinical research) who perform a role similar to
research nurses.
Clinical Trial Assistants support research nurses and practitioners.
Data Managers are involved in the collection and completion of data on the trial
Case Report Forms (CRF‟s) and answering data queries.
Clinical Trials Administrators varied research duties
Clinical Trials Coordinators varied research duties
Ethics Coordinators manage some of the processes involved in ethics and NHS
approvals.
Pharmacists the trial pharmacist is responsible for trial drugs
Radiographers are involved in radiotherapy planning and treatment
Physicists are involved in radiotherapy planning
Other health specialists may provide help and support, for example, a dietitian or
speech therapist, psychologist, counselor or occupational therapist. There may be a
social worker attached to cancer units to advise patients on benefits and grants.
Multidisciplinary Teams (MDT)
NHS guidelines emphasise that people with most cancers should be under the care
of a multidisciplinary team. This is a team of health professionals who work together
to decide on the best care pathway for each patient with a particular cancer. The
MDT includes specialist surgeons, oncologists, palliative care physicians, specialist
nurses, radiologists, pathologists, etc. MDT‟s for common tumours tend to meet
weekly. As well as discussing patient diagnosis and treatment, they should consider
whether the patient may be suitable for inclusion in a clinical trial.

For more information on who treats cancer:
Royal College of Surgeons: http://www.rcseng.ac.uk/content
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The organisation of cancer services
Three reports: Calman Hine (1995), the NHS Cancer Plan (2000), and the Cancer
Reform Strategy (2007) provide insight into the framework within which cancer
services have been developing.
Care delivery framework
3 specific sectors have been developed to deliver cancer services:
Primary care – Multi-disciplinary teams provide treatment and follow up care
in the community.
Cancer units (such as network hospitals) – are established in many district
hospitals, and treat the more common cancers.
Cancer centres – are centres of excellence equipped to manage all cancers
and provide diagnostic and therapeutic techniques such as radiotherapy.
Cancer Networks
In 1995, the Calman/Hine Report broke new ground when it recommended networks
of cancer care, reaching from primary care to cancer units and centres(cancer
patients often move across these organisations as part of their care pathway).
Cancer networks were identified as the organisational model for cancer services to
implement the Cancer Plan of 2000. Cancer Networks bring together health service
commissioners (health authorities, primary care trusts) and providers (primary,
community care and hospitals), the voluntary sector and local authorities in order to
promote a collaborative approach to improving patient care. There are 33 cancer
networks in England.

The National Cancer Plan (2000)
This plan set out a number of commitments to improve the quality of patient care,
which included the setting of targets to reduce waiting times for cancer patients.

.
Cancer waiting times targets outlined in the Cancer Plan were:
Maximum two week wait (14 days) for a first appointment for all patients urgently
referred by a GP for suspected cancer for all cancer types
Maximum one month wait (31 days) from urgent GP referral for suspected cancer
to first definitive treatment for children‟s cancers, testicular cancer and acute
leukaemia
Maximum one month wait (31 days) from decision to treat date to first definitive
treatment for all cancers
Maximum two month wait (62 days) from GP urgent referral to first definitive
treatment for all cancers
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The Cancer Reform Strategy 2007
This builds on the progress made since the publication of the NHS Cancer Plan in
2000 and sets a clear direction for cancer services for the next five years. It shows
how by 2012 our cancer services can and should become among the best in the
world. It includes plans to extend the waiting time targets so that more patients will
benefit from them.
Targets outlined in the Cancer Reform Strategy (Going Further Targets) are:
2 week wait for first appointment for all patients with breast symptoms by
December 2009 (excludes non-symptomatic family history referrals, and
cosmetic surgery referrals)
31 days from decision to treat to first treatment for subsequent treatments
(including patients with recurrences and second new cancers) by December 2008
for surgery and drug treatments and December 2010 for radiotherapy and other
treatments
62 days from referral from NHS Cancer Screening Programme to first treatment
by December 2008
62 days from consultant upgrade of urgency to first treatment by December 2008

Other recent developments
NHS Improvement
From April 2008 the Cancer Services Collaborative „Improvement Partnership‟
(CSC‟IP) has merged with Diagnostics Service Improvement, the Heart Improvement
Programme and Stroke Improvement to form a new national improvement
programme in England. Formed after a national review, NHS Improvement has
brought together over eight years practical service improvement experience and will
work with clinical networks and NHS organisations to transform, deliver and sustain
improvements across the entire pathway of care in cancer, and other key services.
NHS Improvement‟s 2008/9 priorities for cancer:
Prevention across specialties
Diagnosing cancer earlier
Ensuring better treatment
Living with/beyond cancer – survivorship
Reducing inequalities
Delivering care in the most appropriate setting – inpatient management
programme
For further information visit: www.improvement.nhs.uk
NHS Cancer Improvement (formally CSC‟IP‟), as part of NHS Improvement, will
continue to support local clinical teams. Working together, the aim is to make
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significant improvements by streamlining and redesigning the way that cancer care is
delivered to patients to improve the patient experience and support the delivery of the
Cancer Reform Strategy (2007).
Their website provides:
Clinical information (evidence based, best practice and pathways)
Managerial information (guidelines, toolkits, case studies, performance
management etc)
Patient information (pathways and templates).
The NHS Cancer Programme for England web portal
This new development has been designed to assist you in finding the cancer related
information you need quickly and easily from one central resource. This website
provides links to some of the major areas of work and services for patients, the
general public, NHS staff and other healthcare professionals involved in cancer care.
www.cancer.nhs.uk/portal.htm
The National Cancer Intelligence Network
In line with the commitments in the Cancer Reform Strategy, the National Cancer
Intelligence Network (NCIN) was launched in June 2008. www.ncin.org.uk
Radiotherapy- developing a world class service
The National Radiotherapy Advisory Group (NRAG report 2007) sets out the
commitment to providing world class radiotherapy. This is recognised and supported
in the Cancer Reform Strategy. This report describes the work underway, its
progress and actions required to deliver a World Class Radiotherapy Service.
www.cancer.nhs.uk/radiotherapy/index

Some recent results of improved care: DH Press Release

NHS Cancer Waiting Times
Performance on the five standards has remained around their highest recorded
levels, during the period October to December 2008:
1. 99.8% of patients were seen within 2 weeks fro m urgent GP referral to
outpatient appointment. This is similar to 2008-09 Q2 (99.7%).
2. 99.8 % of patients were treated within 1 month from diagnosis to treatment
for breast cancer. This is unchanged from 2008-09 Q2.
3. 99.6 % of patients were treated within 2 months from urgent GP referral to
treatment for breast cancer. This is similar to 2008-09 Q2 (99.5%).
4. 99.5 % of patients were treated within 1 month from diagnosis to treatment
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for all cancers. This is similar to 2008-09 Q2 (99.6%)
5. 96.9 % of patients were treated within 2 months from urgent GP referral to
treatment for all cancers. This is unchanged from 2008-09 Q2

Cancer incidence and survival rates
Compared with recently published cancer survival rates across Europe, British rates
compare unfavourably and press reports have highlighted this. However much of this
data is based on patients who were diagnosed from 1995 onwards, which would not
have reflected the benefits of recent service improvements. Also there are some
anomalies in recording and interpreting data between countries, but the spread of
national cancer registries should make future comparisons more accurate. One in
three people develop cancer during their lives.
Incidence of major cancers in England 2006 (Office of National Statistics 2008)

The four most common cancers – breast, lung, colorectal and prostate – accounted
for more than half of the 242,200 new cases of malignant cancer (excluding nonmelanoma skin cancer) registered in England in 2006. 121,600 of the total were in
males and 120,600 in females. Breast cancer accounted for 32 per cent of cases
among women and prostate cancer for 25 per cent among men.
Cancer is predominantly a disease of the elderly – only 0.5 per cent of cases
registered in 2006 were in children (aged under 15) and 26 per cent were in people
aged under 60. Between 1971 and 2006, the age-standardised incidence of cancer
increased by around 22 per cent in males and 44 per cent in females.
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Mortality
One in four people die from cancer. (ONS 2008) The four most common cancers
accounted for nearly half of the 126,800 deaths from cancer (including nonmelanoma skin cancer) in England in 2006; 66,400 of the total were in males and
60,400 in females. Cancer accounted for 29 per cent of all deaths in males and 25
percent in females.
.
Between 1950 and 2006, age-standardised cancer mortality in England changed very
little. However, mortality from the other main causes - heart disease, stroke and
infectious diseases - declined. Consequently, cancer has been the most common
cause of death in females since 1969 and in males since 1995.
Cancer Survival – rates improved during 2001-2007 (ONS Report 2008)

Five year relative survival rates for selected cancers: for adults diagnosed during 20012006, England

A report published by The Office of National Statistics (2008) presents one-year and
five-year survival for adults (aged 15-99 years) diagnosed with one of 21 common
cancers during 2001-2006 in England and followed up to 31 December 2007.
Survival rates for most of the common cancers improved in England, but declined for
bladder and Hodgkin's disease, over the period 2001-2007 compared with
20002005.
For the majority of cancers, a higher proportion of women than men survived for at
least five years after diagnosis (known as five-year survival). However, women
diagnosed with bladder cancer had lower survival compared with men (47.1%
compared with 56.6 %). Among adults, the younger the age at diagnosis, the higher
the survival rate for almost every cancer. In men the highest five-year survival was
for testicular cancer - 96.2 % for those diagnosed during 2001-2006 and followed up
for survival to the end of 2007. For women the highest five-year survival rate (89.6 %)
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was for malignant melanoma of the skin.

.

Pancreatic cancer had the lowest five-year survival for both men (2.8 %) and women
(3.1 %). During 2001-2007, prostate cancer survival five years after diagnosis was
77.0 %. This was 1.2 percentage points higher than the corresponding survival rate
for the period 2000-2005.
.
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Appendix I - Staff Induction Competencies Checklist - part 1
(All aspects to have been covered and signed off by 1 month from start date)
Name: _________________________________

Task

Date started: ______________

Responsibility

Completed

General HR matters
Terms & Conditions / Contract queries
Name badge and photo ID card
Mandatory Training
Appraisal and Recruitment training (if required)
Annual leave & Sick leave entitlements & procedure
Study leave entitlements & procedure
Appraisal
Travel Claim forms
No smoking policy
Honorary contracts if working across Trusts
Emergency Procedures (resuscitation and fire
training)
Communication and IT
Login details
Telephones, message-taking, faxes, fault reporting
Printers, Photocopier, Scanner, Shredder, fault
reporting
Post
Access to PAS and ICE pathology system
Access to intranet and internet
NHS email
Introduction to local network base
Tour of department
Use of equipment in clinical trials room
Introduction to key research staff (pharmacist,
research network manager, R&D staff etc)
Leaving the department: Shut down, windows, doors,
(alarms)
Meetings
Academic meetings
Research Team Meetings
Research Nurse Meetings
Clinical Supervision
Other meetings
SOPs
Read and sign all clinical trials SOPs within 3 months
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Staff Induction – page 2
Name: _________________________________

Date started: _____________

Tumour sites: _____________________________Trials: __________________

Mandatory Research Specific Training

Trainer/method

Completed

ICH GCP Training Course
Data Protection
Informed Consent
Cancer Site Specific Training

Other training or education
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Appendix ii - Staff Development Competencies
After completing the initial induction competencies in part 1, it is recommended that
you select additional competencies which are relevant to your role, from the following
list. One suggestion is that you can use them to develop a learning contract. This is
a tool which enables self directed learning and assessment. You set your own
learning goals for the next year, identifying the resources you need to achieve them.
You then decide how you are going to demonstrate what you have achieved and you
set your own timescales. You can then show your plan to your mentor and/or
manager who will be happy to offer advice and feedback (An example is attached)
The set of core competencies1-4 below, subdivided into 9 additional ones, are taken
from the RCN clinical research nurse competencies.
www.rcn.org.uk/development/researchanddevelopment/rs/competencies
If you read through this document you will find ideas for developing your learning
contract.
These competencies are suitable for all research staff, not only nurses, and they
provide a very useful framework which is intended to be flexible and adaptable for
local use. The competencies are also cross referenced to the Skills for Health
competence levels and to the KSF framework which will be useful for appraisals.

Core competencies for research nurses/practitioners
1: To demonstrate knowledge and understanding of the evolution of clinical
research.

2: To apply knowledge and skills in the clinical research environment
1. Research studies: design and types of research
2. Financial management
3. Research process
4. Key personnel
5. Collection of data and completion of study documentation
6. Data storage
3: To work within, and adhere to, the requirements of research ethics, research
governance and legislation
1. Research Ethics Committees
2. Seeking an ethical opinion and governance approval: preparation of
documentation and submissions throughout the research study
3. Participant confidentiality
4: To understand the principles and practice of obtaining valid informed
consent

In addition to the RCN competencies, the following competencies may be useful for
research staff who do not hold a health professional qualification. They will not all be
required for your role, and it is not an exhaustive list. Further training needs may be
identified during your appraisals
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Additional Competencies
Knowledge and understanding:
1. Has a basic level of understanding about general health and illness
2. Has an understanding of the known causes, diagnosis, staging, and standard
treatments of cancer generally, with more specific knowledge of the tumour
sites relevant to area of practice.
3. Can read and understand a trial protocol to a level appropriate to prior
knowledge and current banding.
Communication skills:
1. Able to communicate empathetically with patients in person and via telephone
2. Reports to clinical care team verbally and in writing, any information given by
a patient, or about a patient, which might be relevant to their illness or
treatment plan.
3. Understands limitations of knowledge and experience and able to express
this to patients and colleagues when appropriate, and with confidence.
4. Aware that patients may assume non clinical staff do have clinical
qualifications.
Screening
1. Understands entry and exclusion criteria for allocated trials
2. Can identify potential research participants from outpatient clinic notes
3. Can discuss eligibility criteria with members of the MDT
Recruitment
1. Understands patient pathway for allocated trials
2. Can plan tests and investigations in a timely manner according to trial
protocol and to coincide with normal patient pathway where possible.
3. Can organise and book these, communicating with colleagues where
necessary.
4. Can undertake safe collection and handling of specimens according to SOPs
5. Can accurately carryout and record the following clinical observations
Height and weight
Temperature Pulse and Respiration rate
Blood Pressure
Urinalysis
Follow up of patients
1. Books follow up appointments to conform with trial protocol.
2. Communicates sensitively with patients and colleagues when appointments
need to be changed to conform with trial protocol
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Learning Contract –

an example

Name of Learner ……………………………

Date of contract …..01/10/09

Name of Mentor ……………………………..

Competence

Resources

Timescale Assessment

To understand
the Principles
and practice
Of obtaining
and
maintaining
Informed
consent

Read NCRN
Induction Manual
Ch. 5

Oct 09

Observe Consultants
and/or Research
Nurses in clinic
Seeking consent

Oct 09

Discuss with mentor
demonstrating
knowledge of all the
steps in the process
of obtaining consent

Practice seeking
consent for your trial
on colleague A

Oct 09

Feedback from A

Attend Informed
consent training day

Nov 09

Give patient
information sheet to
patient and assist
With consent
process

Attend
„Communicating
about RCTs‟ training
course

Jan 2010

Give feedback to
team meeting about
this course,

Date
achieved

Date competency achieved …………….. …Signature of Mentor………………………
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