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The Annual Meeting
We are almost full - Last few places
remaining.
We are so pleased to be able to report
that there has been a fabulous
response to this years annual meeting.
Not only the registrations - but with
Trial Managers wanting to present and
facilitate workshops at the meeting and
the prestigious speakers that we have
managed to attract. We are almost full so if you are intending to come please
get your registration form sent off (see
page 2 for more details).
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Many of you (some almost at the very last minute)

New Co-ordinator for the
UKCRC Registered CTU Network
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have continued to be members of the network
through joining as Associate Members. That of
course is very encouraging and pleasing to us here
at the heart of operations; ensuring a healthy vibrant
network to carry us forward.

Annual Meeting Update and
Programme
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We are of course sad to loose those members who
have chosen not to rejoin but hope they may join
again in the future.
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A Day in the Life—Katie Briggs
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There have been some tricky emails and telephone
calls to deal with but we do feel that the transition
from the UK TMN to the NIHR TMN has been
relatively painless.
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A big THANK YOU to all for your encouragement
and support through these times of transition.

Conferences
Jobs
We Need You!!!

1

Meet the new co-ordinator of the
UKCRC Registered CTU Network

NIHR TMN Annual Meeting
Monday 10 October 2011
RIBA, 66 Portland Place,
London, W1B 1AD
Key Speakers:
Dr Peter Davidson, Director of NETSCC, HTA
‘Why Trial Managers are Important for NIHR
Research’

Saeeda Bashir joined
the staff of the
University of Leeds
in June to become
the co-ordinator for
t h e
U K C R C
R e g i st e r e d
CT U
Network. She will be
travelling round the
country visiting both
registered
and
aspiring
CTU‘s,
meeting both Trial Managers and Directors. Her
remit is to
establish new methods of
communication with the membership, supporting
network members with up to date knowledge of
regulations, guidance, legislation and national
initiatives relevant to CTU‘s. Saeeda will be
leading on the delivery of the reopening of the
registration process for CTU‘s which will be
starting early in 2012.
Her past experience
includes working for the Department of Health, the
Royal College of General Practitioners and most
recently at the Sheffield Children‘s NHS
Foundation Trust where she helped to facilitate
paediatric clinical research projects.

Professor Deborah Ashby, Professor of Medical Statistics and Clinical Trials, Imperial
College ‘A new Pathway for the Regulation
and Governance of Health Research’
Bec Hanley, Co Director of TwoCan Associates ‘Actively Involving Patients and Carers in
Clinical Trials’
Dr. Martin Ward, Head of MHRA Clinical Trials
Unit and Mrs Paula Walker, GCP Inspector
‘Feedback from the Risk Based Assessment
Pilot’
Parallel Workshops:
1.
2.
3.
4.

Saeeda can be contacted by email
s.m.bashir@leeds.ac.uk or by telephone at 0113
343 9132

Tomasz Kurdziel, Lead R&D Manager
West Yorkshire CLRN, New CSP module.
Dr. Athene Lane, Site Monitoring in Clinical Trials.
Dr. Belinda Lees, The Management of
Complex Non-Commercial Clinical Trials.
Arun Acharjya and Julie Townson, Conducting Trials with vulnerable subjects.

Oral Presentations:
Julia Dodds, MRC General Practice Research
Framework ‘Overcoming the challenges of
setting up a partner notification trial of sexually transmitted infections in primary care’

Update on the Annual Meeting

Melanie Chalder, University of Bristol
‘Physical activity as a treatment for depression – findings from the TREAD study’

As you can see—we have got a really interesting day lined up for all of you heading
down to London for the Annual Meeting.
And we have just about got a full house with
only a very few places left.

Jane Stewart, University of Nottingham
‘Reducing bath hot tap water scalds in families with young children in social housing: A
randomised controlled trial of thermostatic
mixer valves (TMVs)’

Thank you for supporting this annual event.
If you have not already registered and
would like to attend then please contact us
at :- nihrtmn@leeds.ac.uk

Lisette Nixon, University of Cardiff
‘Integrating Radiotherapy Trials Quality Assurance (RTTQA) into National Cancer Research Institute (NCRI) Clinical Trials’

2

Visit to Sheffield CTRU, and the School of Health and Related Research
(ScHARR)

We recently visited the University of Sheffield
CTRU based at Regent Court in the School of
Health and Related Research (ScHARR) which is
currently provisionally registered with the CTU
Network.
As a fairly young CTU Sheffield has enjoyed
considerable success with a varied portfolio of
clinical trials. Saeeda and Louise were warmly
welcomed by Danny Hind, the Assistant Director of
the Unit when we went along to meet the team to
find out more.
Portfolio:
With over 40 projects on their books the Sheffield
CTRU is a hive of activity. They currently have four
trials which are open or about to open for recruitment: DiPALS (HTA), SABRE (HTA), 3Mg (HTA),
Booster (HTA) and manage a large multicentre imaging study: (MERIDIAN (HTA). With two trials which
are in set up and should start recruiting early next year: PLINY (PHR), LIFESTYLE MATTERS (MRC).
They also provide different levels of support for numerous other studies, including the NIHR funded
COPE, CACTUS and TABUL studies, although in these studies, management is not based at CTRU.
One of the CTRU's leading studies is the 3Mg Study, a randomised trial of Intravenous or nebulised
magnesium sulphate versus placebo for acute severe asthma. The 3Mg Study aims to determine
whether IV or nebulised magnesium sulphate should be standard first-line treatment for patients with
acute severe asthma. The trial will test whether IV or nebulised magnesium sulphate can reduce the
proportion of patients who require admission at initial presentation or during the following week, and/or
improve the patient´s assessment of their breathlessness over two hours after initiation of treatment.
Funded by the NIHR HTA this 34 centre RCT is currently in progress and due to meet its accrual
target following the addition of 8 further sites. The Trial Manager, Judith Cohen, is very happy with the
level of recruitment to the study and is looking forward to its completion and the writing up phase in
2012—though she hasn‘t had time to think about what life will be like post 3MG — as it has become a
huge part of her world.
Innovation:
Data Manager,
Tim Chater (right) gave a
demonstration of their new online remote data
capture system called Prospect which has
features that allow the capture of a wide variety of
data and has additional features that allow access
control, data quality and security. The system is
currently used by 16 clinical trials and customers
include Sheffield Teaching Hospitals NHS
Foundation Trust, the University of Oxford and the
Medical Research Council.
For more information on Sheffield CTRU please
visit: http://www.sheffield.ac.uk/scharr/sections/
hsr/ctru
We plan to visit other CTRU‘s in the future, if you
would like us to visit your Unit do please get in
touch - nihrtmn@leeds.ac.uk
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A Day in the Life
A new series which will be happening in every
issue of the newsletter—where we interview
one of our Trial Managers somewhere in the
country and get a glimpse into what makes
them tick.

How do you choose to relax?
Not sure if this is relaxing to most people, but by
dancing.
What book would you recommend to your fellow Trial Manager colleagues to pack in their
holiday suitcase – and why?
Ishmael by Daniel Quinn - good for looking at humanity through different eyes.

A BIG thank you to Katie Biggs who is a trial coordinator/manager at the Clinical Trials Research
Unit at the University of Sheffield and has bravely
agreed to start the series off. Katie has worked in
this role since March 2010 and is currently working on ‗The 3Mg Study‘ and ‗Assessing the impact
of having a child with ADHD on the health and
well-being of their families‘.

And what about your best movie of all time?
This does change frequently but now it would be
The Jungle Book – I watched it when I was ill the
other day and still love it!

How did you start in a career in Trial Management?
I had been trying to get a job in
research since completing my
master‘s degree and working in
the social care sector. I was initially employed in this role as maternity cover and I was very
pleased when this was extended
at the end of last year.

Who or what has been the biggest influence in your life?
University (and everything that
went with it).
Holidays – Home or Abroad?
Abroad, but only because you
cannot guarantee the weather in
Britain.

What has been your best experience of
Managing a Trial?
This may be cheesy, but the people I have met, especially those
in Sheffield CTRU! You meet a
wide range of people in this job
role and I really enjoy having a good team to work
with.

What has been your best holiday experience?
Swimming with dolphins off the
coast of New Zealand.
And what about the worst holiday experience?
Going on a day trip to Ireland but missing my
flight and cutting the trip down to 3 hours.

And what about the Worst?
The delays in set-up that you cannot help, but still
feel responsible for!

Heels or Flats?
Toes and houses are better.

What piece of advice would you pass on to
someone who is just starting out in a career in
Trial Management?
Utilise all members of your team; everyone has a
speciality and knowledge to share.
Where do you see yourself in Five years time/
What sort of career progression is there in
this area where trials, by nature, are short
term projects?
I am considering doing a PhD in order to further
my career, but need some money and more substantial ideas for that! Other than that I am very
happy seeing what opportunities arise in the area
of health research, though I do hope to stay in
Sheffield.

Are you a lover of Technology – or a technophobe?
A lover. Though I could not choose between
cheese and the internet (a common debate in our
office)! I think technology will aid trial managers
more in the future - I am already a fan of
Prospect (our database system for clinical data).
Who would you most like to invite to dinner
with you and why?
David Attenborough, because he is my hero but I
would probably be too star struck to speak to him,
or bore him with questions he has been asked
1000s of times, so he wouldn‘t come to dinner
again!
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The Comet Initiative Website

Courses and Conferences

Introduction to Statistics for
Clinical Trials
3 - 4 November 2011.
Introduction to the Design &
Conduct of Clinical Trials
7 - 10 November 2011.

The COMET Initiative website is now live at
http://www.comet-initiative.org.
The COMET (Core Outcome Measures in
Effectiveness Trials) Initiative brings together
researchers interested in the development
and application of agreed standardised sets
of outcomes, known as a ‗core outcome set.‘
These sets represent the minimum that
should be measured and reported in all
clinical trials of a specific condition. They do
not imply that outcomes in a particular trial
should be restricted to those in the core
outcome set. Rather, there is an expectation
that the core outcomes will be collected and
reported to allow the results of trials to be
compared, contrasted and combined as
appropriate; and that researchers will
continue to explore other outcomes as well.
COMET aims to collate and stimulate
relevant resources, both applied and
methodological, as well as facilitating
exchange of ideas and information, and
fostering methodological research in this
area.

This courses give participants:
A comprehensive introduction to a variety of
statistical methods and processes used in
clinical trials.
An understanding of statistics used in the
analysis of clinical trial data and of how to
interpret data.
For further information please follow the link below
a copy of the flyer.

Joint DIA / EFGCP / EMA Paediatric Forum on
The Paediatric Regulation in its 5th Year:
Transition from Toddler to School Age
26 & 27 September 2011, De Vere Venues
Canary Wharf, London, UK
―This is THE conference to meet EMA paediatric
coordinators and Paediatric Committee (PDCO)
members face-to-face, offering an ideal opportunity to
approach them with direct questions for which you
can expect direct answers.‖

You can also follow COMET on twitter http://
twitter.com/COMETinitiative.

Download [PDF] Programme
Please note: courses are listed here to signpost training or
development which may be of interest to trial Managers. NIHR
TMN takes no responsibility for the quality or content of the
courses listed.

Job Opportunities
Trial Coordinator (2 posts)
Department of Oncology, University of Oxford
Salary £29,099 - £35,788 per annum
Closing Date 12 September 2011
Click Here
Senior Clinical Trials Manager - Maternity
Cover (Cancer Sciences)
University of Southampton Clinical Trials Unit,
Salary: £34,745 to £51,025 Pro rata per annum
Closing Date: Friday 23 September 2011
Click Here
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In the next Issue

We Need YOU!!!!!!
Svet is currently beavering away with the
up-dating/ rewriting of the Guide to Efficient Trial Management.

A report from the Annual Meeting
Electronic Evaluation of the Annual
Meeting and results

As you will all probably know this was
originally a very big undertaking which
was headed up in the past by Barbara Farrell and has not been updated for quite
some time. The Guide has continued to
be a great tool for people coming into Trial
Management and we will be hosting the
new version live and interactive on the
new Website.

Introduction to the new On-line
Website and membership system.
A Day in the Life – Interview with a
Trial Manager.

NIHR TMN What’s On Calendar
4th/5th,October

10 October

Svet has already been in touch with several of you who have volunteered to assist
with this task—but he could do with some
more volunteers—especially those who
have expertise in the following areas:-

MRC HTMR- Clinical
Trials Methodology
Conference 2011
Bristol

Budget Control
Trial Supply and Drug Management
Systems
Pharmacy Issues
Web-based Trials—(more information
on e-trials)

NIHR TMN Annual
Meeting , RIBA London

For more events that are publicised through
the NIHR CRN CC please Click Here
If you have an event that you are planning and
you would like it to be advertised though the
NIHR TMN Newsletter –Do please get in touch
with us at any of the contact links listed below.
This newsletter has a readership of over 300
people—and if you print it off and put it on your
local notice board—or email it on to your colleagues then your event will be well publicised.

If you feel that you can help with this project, do please get in touch with Svet.
It would look good on your CV and you
will get a mention in the acknowledgements.
So come on, what have you got to lose?

Send us your feedback
We would like to thank you for your positive comments and constructive feedback on the NIHR TMN
Newsletter. Please continue to send us your views and suggestions for improvements. We look forward to
hearing from you with any information that you would like to share with your colleagues through this
Newsletter.
NIHR TMN General email account
nihrtmn@leeds.ac.uk

NIHR Trial Managers’ Network
Clinical Trials Research Unit (CTRU)
University of Leeds
Leeds
LS2 9JT

NIHR TMN Co-ordinator
Svet Mihaylov – S.I.Mihaylov@leeds.ac.uk
NIHR TMN Administrator
Louise Liddle – l.liddle@leeds.ac.uk

Tel: 0113 343 4322
Fax: 0113 343 1471
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