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Welcome to the 
final UKCRC 
Update of 2007. 

Taking stock of the past year, I 
think the UKCRC Partners and 
stakeholders can be very proud of 
all that we have achieved in our 
work to re-shape the UK clinical 
research environment. 

As it goes forward into its fourth 
year, the UKCRC will increasingly 
work alongside the newly-formed 
Office for Strategic Coordination 
of Health Research (OSCHR). 
OSCHR’s role is to work with the 
Medical Research Council and 
the National Institute for Health 
Research to develop a single, 
integrated Health Research 
Strategy that covers all areas of 
health research. The benefits of 
this close working can already be 
seen with the Government’s recent 
announcement that funding for 
health research will rise to £1.7 
billion per annum by 2010-11. 

A new report has recently been 
published by the UKCRC in 
collaboration with the Association 
of Medical Research Charities. 
From Donation to Innovation: 
An analysis of health research 
funded by smaller and medium 
sized charities provides a national 
picture of how smaller and 
medium sized charities contribute 
to the landscape of health 
research funding in the UK, and 

adds to the overall snapshot of UK 
health research funding provided 
by 2006’s UK Health Research 
Analysis.

After years of hard groundwork by 
UKCRC Partners and stakeholders 
behind the scenes, major new 
developments are now being 
implemented to streamline 
the regulatory and governance 
environment. In October, UK-wide 
roll-out of the Research Passport 
system for issuing honorary 
research contracts began, and a 
new model clinical trial agreement 
for Clinical Research Organisations 
was launched. Both will contribute 
to making research in the UK 
easier, cheaper and faster to 
conduct by cutting bureaucracy 
and saving valuable time and 
resources. Next year will see more 
positive changes to streamline 
the regulatory and governance 
environment.

Strengthening of infrastructure 
is another theme of this Update. 
Several Clinical Trials Units now 
have UKCRC registration status. 
In Scotland, a Research Register 
is being rolled out across the 
diabetes research network which 
will make recruitment to clinical 
trials easier and more focused. 
And the UK Clinical Research 
Network has just held its second 
annual meeting, which gave an 
opportunity to reflect on how 

much has been achieved by the 
research networks across the UK.

As changes to the clinical research 
environment pick up pace, clear 
communication about the work of 
the UKCRC Partners is an ongoing 
challenge. The UKCRC secretariat 
has published Powerpoint slide 
sets on the UKCRC website on 
areas of the Partners’ work which 
can be downloaded to use in 
presentations, and which will be 
regularly updated. In October a 
new UKCRC leaflet to introduce 
clinical trials to the public was 
launched which aims to answer 
some of the common questions 
that people have about getting 
involved in clinical research.

I hope that this Update helps to 
confirm that all the hard work 
of the UKCRC Partners and 
stakeholders over the past three 
years is really starting to pay 
dividends and change the UK 
clinical research environment for 
the better. We can look forward 
to even more positive changes in 
2008.

‘
‘

Dr Liam O’Toole
Chief Executive, UKCRC
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RecentNews

Introduction to the Office for Strategic Coordination of 
Health Research (OSCHR)

During 2006 Sir David Cooksey 
conducted a Review of UK 

Health Research. The review 
concluded that, although good 
progress has been made in some 
areas, further work is needed to 
ensure that publicly funded health 
research is carried out in the most 
effective and efficient way. He 
identified basic research as the 
foundation on which future inquiry 
has to be built and argued that 
clinical and applied research has 
not yet reached its full potential. 

As a result, the Office for Strategic 
Coordination of Health Research 
(OSCHR) was established in 

January 2007 as a joint office 
of the Department of Health in 
England (DH) and the Department 
for Innovation, Universities and 
Skills (DIUS). Discussions with 
the Devolved Administrations are 
ongoing to ensure that OSCHR 
maintains a UK-wide focus.

OSCHR’s role is to work with 
MRC and NIHR to develop a 
single integrated Health Research 
Strategy that covers all areas 
of health research. OSCHR’s 
overall mission is to facilitate 
more efficient translation of 
health research into health and 
economic benefits in the UK. 

This will be achieved through 
better coordination of health 
research and more coherent 
funding arrangements to support 
translation. 

The work of OSCHR on 
the Government’s Single 
Health Research Strategy is 
complemented by the work 
of the UKCRC, which is an 
independent multi-stakeholder 
partnership. Maintaining a close 
working relationship between the 
UKCRC and OSCHR will be key 
to delivering the changes needed 
to create a world-class health 
research environment in the UK.

The UKCRC has launched a 
new leaflet, Clinical trials: 

what they are and what they’re 
not to introduce clinical trials to 
patients and the public. The leaflet 
accompanies the Understanding 
Clinical Trials booklet, which 
provides in-depth information 
about how trials are designed and 
conducted and aims to answer 
the questions of those considering 
taking part. 

The booklet and leaflet were 
developed to fill a gap in the 
information about clinical trials 
that is available in the UK. Whilst 
good information on clinical trials 
was available for specific disease 
areas such as cancer, there was 
a lack of generic information that 
could be used for trials in other 
areas of health and disease. 

The new resources provide clear 
and standardised information 

about the different types of clinical 
trial that are carried out in the UK. 

Clinical trials: what they are 
and what they’re not answers 
some of the common questions 
people have about clinical trials, 
including: Why do we need to do 
them? Are they safe? Are they just 
about drug companies making 
profits? Aren’t people who take 
part just ‘human guinea pigs’?

Understanding Clinical Trials 
gives a more detailed explanation 
of what clinical trials are and 
how they are set up and run. It 
provides the type of information 
people need when considering 
taking part in a clinical trial and 
includes examples of questions 
people may wish to ask before 
making a decision to participate.

It is anticipated that the 
publications will become key 

sources of information for patients 
and the public about trials as well 
as being an important resource 
for healthcare professionals and 
UKCRC Partners and stakeholders.

The publications are available 
in both electronic and printed 
formats. Copies can be 
downloaded from the UKCRC 
website, and printed copies can 
be requested from the UK Clinical 
Research Network by emailing 
info@ukcrn.org.uk

Information resources on clinical trials launched

UnderstandingClinical Trials

Clinical trials:

What they are and

what they’re not
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RecentNews

A total of 40 clinical trials units across the UK have successfully 
gone through the new UKCRC Registration Process, which included 

review by an international panel chaired by Professor Adrian Grant.

The clinical trials units were required to meet a number of key 
competencies, which were assessed against detailed evaluation criteria. 
These included track record experience of coordinating trials, presence 
of expert staff and quality assurance systems, and evidence of long 
term viability of capacity for trials coordination.

Those units that met all of these criteria received Full Registration. 
Provisional Registration was awarded to clinical trials units which 
may be developing relevant expertise and experience which can be 
built upon, but which do not currently meet the full complement of 
infrastructure, resources and experience required for Full Registration 
status. A total of 26 units were awarded Full Registration, and 14 were 
awarded Provisional Registration. 

Expert design, conduct and analysis of clinical trials and other 
well-designed studies is vital to ensure the delivery of high quality, 
successful and timely trials that meet regulatory and governance 
requirements. High quality capability and capacity is crucial for the 
development of research activity within the UKCRC and the UK Clinical 
Research Network. The UKCRC Registration Process is intended 
facilitate this by raising standards and improving the quantity and 
quality of available expertise.

A second call for Registration will be made around May 2009. The full 
list of successful clinical trials units is now available on the UKCRN 
website at: www.ukcrn.org.uk/index/clinical/registered_ctus.html

The UKCRC Secretariat has 
produced slide sets giving a 

brief overview of each area of the 
Partnership’s work, for example 
streamlining the regulatory and 
governance environment and 
clinical academic careers. 

The slides can be downloaded 
from the UKCRC website and 
inserted into presentations. They 
include comprehensive notes 
which give background and further 
detail on the slide content to help 
with preparing a presentation. The 
slides will be updated on a regular 
basis to ensure that they are 
always up-to-date. 

The slides can either be 
downloaded from the individual 
activity’s web page, or from the 
slide sets web page at http://www.
ukcrc.org/publications/slidesets.
aspx

A Streamlined Approach for R&G Approvals

Development of a system where researcher only has to provide study
information once for permissions and approvals
Stage 1 January 2007 – Aligning ethics and NHS R&D through Site
Specific Information (SSI) Form
Stage 2 launch early 2008 – Development and implementation of an
Integrated Research Application System (IRAS), under auspices of
UKCRC, including:

Medicines and Healthcare products
Regulatory Agency (MHRA) 
National Offender Management Service
(NOMS)
Patient Information Advisory Group (PIAG)
UK Health Departments
UK Clinical Research Network (UKCRN)

National Research Ethics Service
(NRES)
NHS R&D Forum
Administration of Radioactive 
Substances Advisory Committee 
(ARSAC)
Gene Therapy Advisory Committee 
(GTAC)

UKCRC Translational Infection Research Initiative

Jointly funded initiative set up to boost capacity for 
translational and applied research, and develop research 
leadership in the microbiology and infectious diseases 
research area

Funding partners – BBSRC, MRC, NIHR/DH, R&D 
Northern Ireland HPSS, CSO Scotland, WORD Wales 
and Wellcome Trust

New investment of up to £16.5m, with two arms:
Consortium Grants - major direct boost to research capacity, training
and infrastructure
Strategy Development Grants - smaller development grants to nurture
plans and partnerships

UK Health Research Analysis

Published May 2006

First ever comprehensive national
analysis of health research funding

11 largest Government and charity 
funders of health related research in 
the UK

Collected peer-reviewed research
funded 2004/2005 – over 9500 awards

All types of research activity and all 
areas of health and disease

Igniting our potential

A Streamlined Approach for 
R&G Approvals

UKCRC activity slide 
sets now available on 
the web

Northern Ireland R&D Office holds 
first conference

September saw the first 
Northern Ireland R&D Office 

Conference, in Belfast.
The conference was opened by Dr 
Michael McBride, Chief Medical 
Officer for the Department of 
Health, Social Services and Public 
Safety (DHSSPS), and highlighted 
the launch of the new five-year 
strategy ‘Research for Health & 
Wellbeing’. This strategy will set 
the scene for health and social 
care R&D in Northern Ireland over 
the next five years.
 
Delegates also had the chance to 
learn about the future direction for 
health and social care R&D, keep 

up to date with interdisciplinary 
developments and discuss the 
latest research findings with 
colleagues across research areas 
and locations. 

The conference marked the 
retirement of Professor Bob Stout, 
Director of R&D for Northern 
Ireland Health and Social 
Care since 2001. Many at the 
conference took the opportunity 
to highlight Professor Stout’s 
achievements during his time as 
Director of R&D and to reflect on 
his contribution to strengthening 
clinical research in Northern 
Ireland. It is hoped that a new 

Director of R&D will be appointed 
in the near future.

Professor Bob Stout speaking 
at the conference

Update on the registration of UKCRC 
Clinical Trials Units
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UKCRC holds patient and public involvement strategy 
workshops

Two workshops took place in 
October for service users, 

patients, carers, and members of 
the public, as a part of the process 
of developing a patient and public 
involvement strategy for the 
UKCRC. 

The Manchester and London-
based events focused on how the 
UKCRC could support and develop 
patient and public involvement 
in research, and how such 
involvement can help the UKCRC 
to achieve its aims. Attendees 
all had experience of public 
involvement in health research, 
and came to the event to share 
their knowledge and ideas and 
to contribute to the work of the 
UKCRC. 

After a brief introduction to the 
UKCRC, workshop attendees 
developed vision statements 
on how patient and public 
involvement in clinical research 
should look in five years’ time. 
Participants were then asked to 
prioritise the statements which 
they thought were the most 
important for future development. 
For example, in Manchester, the 
most popular vision statement 
was that “Patient and public 
involvement should be a 
requirement before research is 
funded and given approval and 
throughout the research process.” 

Facilitators and participants 
also spent time developing the 
statements into action plans, and 
a set of guiding principles that the 
UKCRC should consider when it 
takes forward its work. A copy of 
the report from these workshops 
can be downloaded from the 
UKCRC website.  

Feedback from the workshop 
attendees has been positive. 
April Matthews, a Patient Liaison 
Group member and social scientist 
who participated in the London 
workshop said:  “The event was 
well organised and facilitated with 
a warm and informal atmosphere 
that encouraged people to speak. 
It is important for us lay members 
to share ideas, so it was a good 
‘formative’ event as well as 
helping to shape strategy.“ 

Bev Hurst is a representative 
and founder member of the 
National Concern for Healthcare 
Infections, through which she 
has been actively involved in a 
number of health research projects 
representing a patient perspective. 
She attended the Manchester 
workshop, which she said “worked 
extremely well with the diverse 
section of people involved from 
different aspects of the health 
system.”

The workshop also focussed on 
another important and developing 
area in this field: creating an 
evidence base to show the value of 
patient and public involvement in 
clinical research.

Ethel Culling, who has experience 
of reviewing and writing 
information for patients being 
invited to join research projects, 
said that this was the issue 
that really stretched workshop 
attendees because it was one 
that few of them had addressed 
before. She added: “I think that 
developing an assessment tool, 
or beginning to put moves in 
place to gather the information 
required to devise a tool for this 

purpose for the UKCRC might 
help with an overall strategy for 
the very different parts of the 
collaboration”. 

INVOLVE, the UKCRC, and other 
organisations are working to both 
develop and bring together the 
evidence base for patient and 
public involvement in research. 
INVOLVE has recently published 
an annotated bibliography of 85 
reports and articles that look at 
the impact of public involvement 
in research, its nature and extent. 
This is publicly accessible through 
the online invoNET library at 
http://www.invo.org.uk/Library.
asp. Work is already underway to 
develop this further.

The UKCRC has created and is 
currently updating an activities 
log on the UKCRC website.This 
gives brief information about 
current and future projects 
focussing on the impact of 
patient and public involvement 
in research. This activities log 
can be found at: http://www.
ukcrc.org/patientsandpublic/
currentppiprojects/activitieslog.
aspx

A copy of the report from the 
patient and public involvement 
strategy workshops in London and 
Manchester can be found at:
http://www.ukcrc.
org/patientsandpublic/
currentppiprojects/ppistrategy.
aspx

RecentNews
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News from the Networks

Diabetes Patient Register rolled out across Scotland

A Research Register of people 
with diabetes who are 

interested in participating in 
research is being rolled out across 
Scotland by the Scottish Diabetes 
Research Network (SDRN). It is 
hoped that the register will help to 
focus recruiting for research and 
make it easier to conduct accurate 
feasibility studies. 
 
The register documentation was 
piloted in Dundee in early 2007, 
and has been very well received; 
just over 80% of patients who 
were approached have agreed to 
sign up. Roll-out of the register 
to all of the SDRN sites is now 
underway. To date, the register 
includes details of over 1000 
patients from every health board 
in Scotland. 

People with diabetes are given the 
opportunity to join the Register 
when they attend a hospital 
diabetes clinic or their GP surgery. 
A healthcare professional or an 
SDRN-trained person acting on 
the network’s behalf explains 
the register to the patient, and 
provides an information sheet and 
a copy of a ‘Permission to Contact’ 
form. Those who decide to join 
sign the form in the presence of 
a witness. Copies of the form are 
then given to the patient, filed in 
the patient’s records and stored at 
the SDRN office. The information 

on the form is also added to the 
national diabetes computer system 
in Scotland, SCI-DC (Scottish 
Care Information - Diabetes 
Collaboration).  

By recording participation in the 
Research Register on SCI-DC, a 
link is made between research 
and clinical management. 
Inclusion and exclusion criteria 
for all studies can then be entered 
into the system, and a list of 
names and community health 
index numbers (a unique patient 
identifier) for people who meet 
the criteria for a particular trial 
is generated. This means that 
feasibility questionnaires can 
accurately reflect the potential 
patient population for any study. 
Once the study is ready to start, 
the research nurse can run the 
search again for suitable patients 
and approach them about 
the study, efficiently targeting 
recruitment. 

New members of the register are 
sent general information about 
diabetes research in Scotland 
along with clear information about 
how to withdraw from the register, 
which they can do at any time. 
When a trial for which they might 
be suitable comes up, the person 
is sent details along with a contact 
telephone number. 
 

Patient confidentiality is a core 
tenet of the SCI-DC database, and 
all patients are given a credit-card 
sized reminder detailing how they 
can remove their details from the 
register, which involves a single 
phone call. People on the register 
are also contacted once a year 
to confirm that they are happy 
for their details to remain on 
the database. To date, only five 
patients in the whole of Scotland 
have chosen to withdraw their 
information. 
 
Diabetes is a serious public 
health challenge for Scotland. 
It is estimated that there are 
200,000 people with diabetes in 
the country, excluding those who 
have yet to be diagnosed with 
the disease. The development 
of the Research Register is one 
of the outcomes of the Scottish 
Diabetes Framework, published in 
April 2002, which set out the first 
steps of a 10-year programme to 
address the diabetes problem in 
Scotland.

For more information on the UKCRC and 
its activies, please see the website:  
www.ukcrc.org
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News from the Networks continued....

UKCRN Annual National Meeting focuses on 
patient benefit

The UKCRN held its second 
annual National Meeting 

on the 21st of November, in 
London. The theme of this year’s 
meeting was how networks benefit 
patients; a topic which is at the 
heart of the work of the UKCRN 
and UKCRC, and a central tenet of 
the Government’s January 2006 
research strategy for England, Best 
Research for Best Health.
 
The meeting attracted around 
470 delegates and exhibitors, 
mainly from the Networks, but 
also from industry, charities and 
higher education. Professor Peter 
Selby, Joint Director of the UKCRN 
opened the event by reflecting on 
progress to date in establishing the 
Comprehensive Clinical Research 
Network and the challenges ahead 
of proving to industry and the 
NHS that the networks can deliver 
improved outcomes for healthcare.
 
The morning session’s speakers 
were Professor Janet Darbyshire, 
Joint Director of the UKCRN, 
Professor Alex Markham, member 
of the NIHR Advisory Board and 
former UKCRC Board Member, 
and Professor Gary Ford, Director 
of the Stroke Research Network. 
Topics discussed included the 
challenges faced by clinical 
research, how networks can create 
strategies to benefit patients and 
the public, and looked at stroke 
therapeutic area as an example 
of how clinical research has 
benefited patients. 
 
After lunch, the focus shifted to 
how Networks can help others 
involved in clinical research to 
deliver benefit to patients. Simon 

Denegri, Chief Executive of the 
Association of Medical Research 
Charities, and Professor Alan 
Silman, Medical Director of the 
UK Arthritis Research Campaign, 
spoke about this from the 
perspective of research funders, 
while Nick Partridge, Chair of 
INVOLVE, discussed how patient 
and public involvement adds 
value to research by increasing 
its relevance and improving its 
implementation. 
 
Richard Tiner, Director of 
Medicine at the ABPI, gave an 
insight into the industry view 
on clinical research in the UK. 
Echoing Nick Partridge, he 
emphasised the importance of 
patient and public involvement 
in helping to increase the UK’s 
relatively low trial recruitment 
levels. One step in this direction 
from industry is a international 
portal for clinical trials, which 
is now available at www.ifpma.
org/clinicaltrials so that patients 
can find studies more easily. 
 
Dr Tiner went on to say that in 
the past, companies wanting to 
conduct trials in the UK have 
been put off by barriers such as 
slow start-up times and high cost, 
although it is widely recognised 
that the quality of research in the 
UK is very high. Although it is too 
early to measure the effects that 
Networks are having on these 
challenges, adoption of industry-
sponsored trials to Networks are 
expected to deliver real patient 
benefit by speeding study start-up 
times and ultimately delivering 
new treatments faster. 
 

The day’s talks finished with an 
update from the Networks in 
Scotland, Wales and Northern 
Ireland, followed by a panel 
discussion. The meeting also 
provided ample time to network 
with colleagues, and showcased 
some of the excellent clinical 
research that is underway in the 
Networks in a poster display and 
exhibition stands hosted by the 
different Topic Specific Clinical 
Research Networks. 
 
Delegates were able to leave 
the conference with a good 
understanding of all that the 
Networks have achieved during 
their first few years, alone with 
a realistic idea of the challenges 
which need still to be tackled to 
deliver patient benefit across the 
UK, and how they can be met.

Presentations from the meeting 
can be downloaded from:
http://www.ukcrn.org.uk/index/
news/newsitems/news00086.
html 

Professor Peter Selby, Co-director of the UKCRN, 
opens the UKCRN Annual Meeting 2007
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New picture of charity research funding published

In October the UKCRC and the 
Association of Medical Resarch 

Charities (AMRC) published an 
in-depth analysis of smaller and 
medium sized medical research 
charity funding in October. The 
analysis provides a national 
picture of how these charities 
contribute to the landscape of 
health research funding in the UK. 

From Donation To Innovation: 
An analysis of health research 
funded by medium and smaller 
sized medical research charities, 
gives a breakdown of spending by 
29 members of the Association 
of Medical Research Charities 
(AMRC) on all types of health 
research across all areas of health 
and disease in the UK. The 
analysis was carried out by the 
UKCRC, in collaboration with the 
AMRC.
 
The report builds on the UKCRC’s 
UK Health Research Analysis, 
published in 2006, which 
examined the research portfolios 
of the 11 largest government and 
charity funders of health-related 
research in the UK and included 
the three largest UK health 
research charities: Wellcome Trust, 
Cancer Research UK and the 
British Heart Foundation. 

The new analysis broadens this 
national picture of health research 
by examining the funding activities 
of other AMRC member charities. 
Collectively, the two analyses give 
an overview of the distribution of 
96% of AMRC members’ research 
funds. 

The information in this report 
will be valuable to charities 
in developing their research 
strategies, informing future 
funding decisions and paving the 
way for collaboration both within 
and beyond the charity sector. It 
will allow donors, patients and 
researchers to see how charity 
funds are spent, and participating 
charities to compare their 
portfolios with other funders to see 
how the research they support fits 
with the national picture. 

The same methodology, the 
UKCRC Health Research 
Classification System, was used to 
conduct both the 2006 and 2007 
analyses, which allows the two to 
be easily compared. The Health 
Research Classification System 

is a bespoke system designed by 
the UKCRC funding partners to 
cover all types of research activity 
(Research Activity Codes) and 
all areas of health and disease 
(Health Categories). 

In 2006, the UKCRC Secretariat 
helped the Hong Kong Government 
Health Wealth and Food Bureau 
to analyse their research portfolio 
using this classification system. 
As an outcome of this work, 
UKCRC Chief Executive Dr Liam 
O’Toole was invited to the annual 
Hong Kong Health Research 
Symposium, Building Bridges 
Between Research Practice 
and Policy in September 2007 
to discuss the Health Research 
Classification System in the wider 
context of the changing UK clinical 
research environment. 

Further information and copy of 
the new report can be downloaded 
from the UKCRC website at: 
http://www.ukcrc.org/activities/
coordinatingresearchfunding/
charityanalysis.aspx

UK Clinical Research Collaboration

From Donation to Innovation
An analysis of health research funded by medium and smaller 

sized medical research charities

Underpinning
12.2%

Aetiology
50.5%Prevention 1.6%

Detection and
Diagnosis 7.2%

Treatment
Development

13.2%

Treatment
Evaluation 9.5%

Disease
Management 4.5%

Health Services 1.3%

Proportion of Participating Charities’ Total Spend by 
Research Activity

This figure from 
the analysis 
is based on 
combined data 
from 29 member 
charities of the 
AMRC and is an 
overview of their 
directly funded 
research taking 
place during 
the 2004/2005 
financial year, 
representing 
£64 million. 
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Update on streamlining the regulatory and governance 
environment

Work is continuing to 
streamline the regulatory 

and governance environment in 
the UK. UKCRC Partners and 
stakeholders are focusing on 
developing consistent processes, 
ensuring consistent interpretation 
of regulations and delivering clear 
and authoritative advice. Best 
Research for Best Health and 
the R&D strategies of the Health 
Departments in Northern Ireland, 
Scotland and Wales are key drivers 
of the change needed and recent 
progress includes:

UK Health Departments agree to 
harmonise systems for permission 
for research

The UK Health Departments have 
published a statement about the 
work towards streamlining the 
Health Service R&D permissions 
across the UK, which is available 
on the UKCRC website at:
http://www.ukcrc.org/activities/
regulationandgovernance/
streamliningrdpermission.aspx

Integrated Research Application 
System (IRAS) to be launched in 
January 2008

It is widely recognised that 
applying for approval or 
permission to conduct a piece of 
research in the Health Service 
can involve grappling with a 
bewildering array of forms, 
many of which require the 
same information. In January 
2008, a new integrated research 
application system (IRAS) will be 
launched, which will:

Allow researchers to enter 
information about their 
study in one place without 
duplication in separate 
application forms for each type 
of approval. 

►

Contain the complete data set 
required for all permissions 
and approvals  

Use filters to ensure that 
data collected is appropriate 
to the type of study and the 
permissions and approvals 
that are required.  

Identify when data has been 
changed after permissions/
approval has been given, 
flagging up the need to submit 
an amendment. 

For further information please see: 
www.ukcrc.org/iras.aspx 

New CRO mCTA launched

A new model Clinical Trial 
Agreement for Contract Research 
Organisations (the CRO mCTA) 
was launched on 26 October for 
use in the UK Health Service. 

The CRO mCTA is intended to 
accelerate the start-up of industry-
sponsored clinical trials managed 
by contract research organisations 
in the NHS. It is a tripartite 
agreement, designed to be used 
by a pharmaceutical company 
sponsoring a trial, the contract 
research organisation managing 
it and the NHS organisation in 
which the trial takes place. It 
builds upon the success of the 
bipartite agreement model used 
by pharmaceutical companies 
and NHS organisations, launched 
in October 2006. The two 
agreements are intended to 
complement one another.

The agreement has been 
developed jointly by the 
Association of the British 
Pharmaceutical Industry (ABPI), 
the BioIndustry Association (BIA), 
the Clinical Contract Research 
Association (CCRA), the NHS and 

►

►

►

the UK Health Departments.
Four versions of the CRO mCTA 
have been developed to ensure 
compliance with the law and 
to reflect regional institutional 
arrangements across the UK. More 
information on the CRO mCTA, 
including the four versions of the 
agreement and accompanying 
Guidance Notes, is available on 
the UKCRC website at:
http://www.ukcrc.org/activities/
regulationandgovernance/
modelagreements/cromcta.aspx 
 
January launch planned for model 
agreement for non-commercial 
research 

A new model agreement for 
non-commercial research in the 
Health Service, which has been 
developed through a consultative 
process, is expected to be 
launched in January 2008. 

Development of model Clinical 
Investigation Agreement 
continues

The Model Clinical Investigation 
Agreement (mCIA), which is 
designed for use in industry-
sponsored medical device clinical 
investigations, continues to be 
developed. 
  
MRC Data and Tissues toolkit 
now live

The Medical Research Council’s 
Data and Tissues Tool Kit was 
launched on 4 October. The new 
toolkit provides practical advice on 
implementing statutory and good 
practice standards for research 
involving personal information 
and human tissue samples. The 
toolkit considers the requirements 
of relevant primary legislation 
(including involving adults who 
cannot give consent for themselves 
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and children) and covers the 
differences across the UK. 
The toolkit can be accessed 
from: http://www.dt-toolkit.ac.uk.

UKCRC Regulatory and 
Governance Advice Service 
updated with new resources

The provision of consistent 
and authoritative advice on 
regulatory and governance 
issues is an important part of the 
R&D strategies of the four UK 
health departments, including 
Best Research for Best Health 
in England. In May 2007, a 
dedicated website supporting 
the Advice Service (www.ukcrc-
rgadvice.org) was launched, and 
since then the website has been 
further developed to include an 
online query submission function 
and a question and answer 
resource.

Update on regulatory and 
governance issue projects web 
resource

Maintenance of a web-based 
resource that holds details of 
projects associated with a range 
of regulatory and governance 
issues is ongoing. The resource 
provides an overview of current 
activity as well as facilitating 
coordination of complementary 
work. Anyone with relevant 
projects is invited to submit 
them through the website. The 
resource is available through the 
UKCRC website at: 
http://www.ukcrc.org/activities/
regulationandgovernance/
rgprojectsdatabase.aspx

Research Passport rolled 
out across the UK

At the end of October, an event 
was held in London to mark 

the start of UK-wide roll-out 
of the Research Passport. The 
event was attended by University 
Research Managers, Heads of 
HR offices in both the NHS and 
University sector and NHS R&D 
Managers, all of whom will have 
a crucial role in making sure 
that the system is successfully 
implemented and in providing 
advice to researchers. 

The event’s workshop format 
encouraged attendees to discuss 
any issues that may arise from 
adoption of the Research Passport 
system for both the NHS and 
University sectors. Participants 
also had the chance to discuss 
the roles and responsibilities 
involved, and most importantly, 
the Research Passport’s potential 
to benefit research. 

The Research Passport is a 
central part of the NIHR R&D 
strategy, Best Research for Best 
Health. It is a streamlined system 
for issuing honorary research 
contracts to researchers who want 
to conduct studies in the NHS, 
but who do not have a contractual 
relationship with the NHS. It 
involves sharing information 
about pre-engagement checks, 
and allows NHS organisations 
hosting research to rely on existing 
checks and assurances from 
University employers and other 
NHS organisations. This saves the 
valuable time and resources of all 
involved by ensuring that honorary 
research contracts are used 
appropriately and takes away the 
need to carry out duplicate pre-
engagement checks. 

Development of the system has 
also clarified good HR practice 
around the use of pre-engagement 
checks for those who hold 
Honorary Clinical Contracts or 
NHS substantive Employment 
Contracts and wish to conduct 
research across several NHS 
organisations. The research 
passport now forms part of the 
Research in the NHS - Human 
Resources (HR) Resource Pack, 
which can be downloaded from 
the NIHR website.

Development of the Research 
Passport was led by the UKCRC 
through the NHS R&D Forum 
with assistance from UCEA, 
Universities UK, ARMA and other 
stakeholders. The UK-wide roll-
out will be led by the UK Clinical 
Research Network in England 
and the Health Departments in 
Scotland, Wales and Northern 
Ireland.

More information about the 
Research Passport, including 
presentations and other material 
from the launch event can be 
found on the UKCRC website at: 
http://www.ukcrc.org/activities/
regulationandgovernance/
researchpassport.aspx 

Guidance and full documentation 
for the Research Passport system 
is available in Research in 
the NHS – HR Good Practice 
Resource Pack which is available 
on the National Institute for 
Health Research website at:
http://www.nihr.ac.uk/systems_
research_passports.aspx

Update on streamlining the 
regulatory and governance 
environment
Continued...
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Further information
Wider stakeholders’ involvement to identify key issues and take part in the development of solutions is crucial to 
achieving the UKCRC vision.  Because of the wide range of sectors involved in this Partnership, the most effective way 
of engaging with the Collaboration will be through the Partner organisations of the UKCRC. 

Further information can be obtained from the UKCRC Website or by contacting the UKCRC at:
UK Clinical Research Collaboration
20 Park Crescent
London
W1B 1AL
T:  +44 (0)20 7670 5452
F:  +44 (0)20 7637 6067
E:  info@ukcrc.org
www.ukcrc.org

Working in Partnership

What is UKCRC?
The UKCRC is a Partnership of organisations 
committed to making the UK a world leader in clinical 
research. The UKCRC also represents a new way of 
working in which complex long-standing issues are 
tackled by key stakeholders working together. In this 
way each organisation maximises their individual 
impact for the benefit of patients and the public.

Why was it set up?
The National Health Service should provide the perfect 
environment in which to carry out high quality clinical 
research in order to benefit patients.  Whilst a lot of 
good research takes place, there is now consensus that 
conducting clinical research in this country is much 
harder than it need be.    

The issues that need to be addressed in order to 
strengthen clinical research in the UK were highlighted 
in two key reports from the Academy of Medical 
Sciences (http://www.acmedsci.ac.uk/p_scr.pdf) and 
Biosciences Innovation and Growth Team (http://
www.bioindustry.org/bigtreport/).  The Government 
recognised the need for further investment and the 
importance of a collaborative approach through the 
Research for Patient Working Party and from this the 
UKCRC was born.

How does the UKCRC work?
The UKCRC Partner organisations have agreed to 
collaborate on a programme of work that with time 
will improve the clinical research environment in the 
UK. Each activity is led by one of the Partners or by 
the independent UKCRC Core Team, depending on 
the nature of the task.  The UKCRC Core Team is co-
funded by all the UKCRC Partners.

Why is the UKCRC important?
High quality clinical research results in benefit 
for patients through the development of new and 
improved treatments, the formulation of evidence-
based clinical guidelines, and  the enhancement of 
scientific knowledge.  Ensuring that the bioscience, 
healthcare and pharmaceutical industries remain 
active in the UK will also have important benefits. In 
addition to providing important inward investment into 
the UK, healthy industry involvement gives patients 
the opportunity for early access to new therapies and 
gives the academic community the opportunity to share 
expertise and technology with industry partners.

Collaboration of Strategic Health Authorities

National Institute for Health and Clinical Excellence

National Institute for Health Research


