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1. Introduction 


The Scottish Mental Health Research Network was set up in April 2007 to create and develop sustainable cutting edge expertise and capacity for mental health multicentre trials in Scotland.  The Network is funded by the Chief Scientist Office of the Scottish Executive Health Directorates initially for a period of three years.  This annual report describes our achievements against our original objectives, our process activity, and our end of year expenditure.  
2. Scottish Mental Health Research Network Objectives. 

2.1 Establish a baseline of multicentre clinical trials activity in, and funding for, Scottish Mental Health research at the time of the inception of the Network.

Work to establish the baseline record of multicentre clinical trials in, and funding for, Scottish Mental Health was completed in June 2007.  Two complementary methods were used:  The first method was to interrogate the National Research Register 
 using the search term, “mental health” during the period April 2006 to March 2007.  The records for both ongoing and completed projects for Lead Centres, Participating Centres and Single Centres 
 were searched.  These records were subsequently hand searched to identify a) studies recruiting in Scotland and b) randomised controlled trials (RCTs). The Chief Investigators of the identified studies were contacted and asked for details on patient recruitment and funding.  The second method was by the Director personally contacting all key researchers in mental health in Scotland to ask them to identify other RCTs in Scotland which were recruiting during the baseline year.   The results from both approaches were almost identical suggesting that saturation had been reached.    
The baseline data collection revealed that five multicentre trials in mental health were recruiting patients during the year before the Network’s inception.  Between them, these five trials recruited 166 patients during the year April 06 to March 07 (see table 1 overleaf).     
Table 1 Multicentre RCTs in Mental Health Recruiting in Scotland during the period April 2006 – March 2007. 

	Trial 
	Lead Centre
	Scottish lead
	Funding 
	Recruitment


	MASCOT: Trial platform - a pilot study of cognitive behaviour therapy versus usual treatment in those with antisocial personality disorder with aggressive behaviour. 
	University of Glasgow 
	K Davidson, University of Glasgow (CI)
	£244 000
(MRC)
	14

	EDIE 2:  Early detection and psychological intervention for individuals of high risk of developing psychosis 
	University of Manchester
	A Gumley University of Glasgow (PI)
	£975 000
(MRC)
	7

	BALANCE: Bipolar Affective disorder: Lithium Anti-convulsant Evaluation
	University of Oxford 
	J Cavanah University of Glasgow (PI)
	£750 000
(Stanley  Foundation)
	3

	PACE: A randomised, controlled trial of adding cognitive behaviour therapy, graded exercise, or adaptive pacing to usual medical care, compared to usual medical care alone for the chronic fatigue syndrome.  
	University of Edinburgh 
	M Sharpe University of Edinburgh (CI)
	£1 900 000
(MRC)
	29

	SNSS2 (SMaRT neurology 1):  Cognitive Behaviour Self Help vs. optimised usual care in neurological outpatient with unexplained symptoms

	University of Edinburgh
	M Sharpe University of Edinburgh 

(CI)
	£233 353

(MRC)
	113


2.2 Ensure at least six new UK multicentre clinical trials adopted by the Network within three years

The SMHRN has exceeded its milestone for this objective within the year 2007-2008 as three UK Multicentre clinical trials have already been adopted, even before the Network has been formally launched (table 2 overleaf) .   All of these trials are currently in set-up phase and none will be recruiting patients until the next reporting period (08-09).  Therefore, the SMHRN input during the current reporting period has involved:
· Liaison with the Scottish Primary Care Research Network to open new sites for the PROCEED trial;
· Completion of all Scottish regulatory approvals for the COBALT trial;
· Liaison with the Scottish Primary Care Research Network to assess feasibility of the COBALT trial;
· Feasibility assessment and new site assessment for the CEQUEL trial.
Table 2.  UK Multicentre Trials adopted by the SMHRN during 07- 08.
	Trial 
	Lead Centre
	Scottish lead
	Funding 
	Recruitment
Requirements

	ProCEED: Evaluation of a system of structured, pro-active care for chronic depression in primary care.
	University College London 
	NA
	£374 655

(The Big Lottery Fund)
	21 patients in Tayside

	COBALT:  Cognitive behavioural therapy as an adjunct to pharmacotherapy for treatment resistant depression in primary care: a randomised controlled trial. 
	University of Bristol
	C Williams (PI)
	£1 260 000
(HTA)
	160 in Glasgow 

	CEQUEL: Comparative Evaluation of QUEtiapine-Lamotrigine combination versus quetiapine monotherapy (and folic acid versus placebo) in patients with bipolar depression
	University of Oxford
	M Taylor 
	£1 626 468

(MRC) 
	27 patients per year in Glasgow (and possibly more if more sites are opened)


2.3 Ensure that at least three new multicentre studies led from Scotland adopted by the Network within three years

The SMHRN has met its milestone for this objective within the year 2007-2008 as one multicentre clinical trial led by Scotland has been adopted  (Table 3 below).  

Table 3.  Scottish multicentre trials adopted by the SMHRN during 07- 08.

	Trial 
	Chief Investigator
	Funding 
	Recruitment
Requirements

	SMaRT Oncology-2 Trial. A trial of depression management in patients with cancer 
	M Sharpe
	£1 333 000

 (CRUK)
	500 patients in Edinburgh and Glasgow


The Scottish Mental Health Research Network has assisted with ethical approval for this trial, has completed the Site Specific regulatory paperwork, has assisted with the production of CRFs and other trial documentation and will be managing staff employed through the Network to collect the outcome data collection for the trial. 
2.4 Ensure that the number of patients participating in multicentre trials in mental health in Scotland are increased by at least 20% of baseline every year.
The Network is still in set-up phase during the reporting period and has no staff to facilitate recruitment, so this target is not yet relevant.   We propose that the financial year 07-08 is “year zero” as this outcome measure assumes a functioning network.  
2.5 Ensure that the active grant funding for multicentre trials in mental health in Scotland is increased by at least 20% of baseline every year

This target has been exceeded.  The only trial identified during the baseline exercise to start during 2006 – 2007 was “EDIE 2” which was awarded £975 000.  The addition of the SMaRT 2 Trial (see table 3 above) which was awarded £1,333 000 has increased this figure in 07-08 by 36%.  
3. Network Development 
3.1 Staff recruitment
The recruitment of key network staff has unfortunately taken longer than expected.  This has been caused by major delays in grading posts and the multiple rounds of advertising necessary to recruit high quality staff. For example three attempts were necessary to recruit both the Network Manager and the Network Co-ordinator.    This has meant that the Network Manager started two months after the Network’s inception and the Network Co-ordinator started ten months after the Network’s inception.    Much of the network co-ordinating work has been carried out by the Network statistician in the first six months of the year.  

Similarly, the recruitment process for the Lead Nurse has been lengthy.  Grading was initiated in July 2007 and has been severely delayed by the number of attempts necessary to get the post graded at the level which reflects the seniority of the post.  This grading process was only completed at the end of October 2007 and two recruitment rounds have yielded no suitable candidates.  A third recruitment round is currently underway with interviews planned for May 2008.  Until this key post is filled, the Network will face further delays in both recruiting other research nurses and in facilitating clinician and patient recruitment into trials and well as patient participation in the Network, which is a key part of this post holder’s role.    In the absence of a lead nurse, the appointment of a further two research nurses has been pursued by the Network manager.  Grading of both posts is ongoing within NHS Glasgow and NHS Lothian.   In order to ensure that these delays do not impair the Network’s ability to recruit for trials, preliminary discussions have been carried out with other Networks (specifically primary care), and R&D Management (specifically NHS Fife) to see whether their staffing could assist for trials which do not require mental health nursing experience.  
3.2 Staff Development 
All Network staff have received appropriate research training since starting in post.  Most courses have been delivered either by the UKCRN at no cost or the Wellcome Trust Clinical Research Facility at low cost.  A summary of training undertaken is given in Table 4 below.
Table 4. Training Undertaken by SMHRN staff during 07-08. 

	Course
	Staff

	Good Clinical Practice 
	All Network Staff

	The EU Clinical Trials Directive
	Manager

	The Human Tissue Act
	Manager

	Consent Issues in Research
	Manager

	Information Governance
	Manager

	Working with Industry for Network Managers 
	Manager 

	MHRA Inspections for Non-Commercials 
	Manager 

	Recruitment in Mental Health Trials
	Manager

	Standard Operating Procedures (UKCRN)
	Manager, Co-ordinator

	Standard Operating Procedures (WTCRF)
	Co-ordinator, administrator

	IRAS – Integrated Research Access System
	Co-ordinator, administrator

	Clustering effects in individually randomised trials
	Statistician

	Measuring heterogeneity in meta analysis
	Statistician


3.3 Network Management Structures.

3.3.1 Implementation Group.  The day to day management of the Network is carried out by the implementation group which consists of the director, deputy director, manager, professorial statistician, senior statistician, senior network co-ordinator and administrator.  The main function of the group is to monitor strategic and policy developments, sign-off decisions on provisional and full adoption of studies and monitor input to pre-protocol work.   This group has met twelve times since it was set up in May 2007. 
3.3.2  Management Board.  The Network Management Board includes clinical and academic representatives from the four main Scottish regions, as well as senior representation from public health, primary care and the Clinical Research Facilities.  The remit of the Management Board is to: 

· ratify major network strategic and policy decisions;
· contribute to decisions about which studies to adopt to the Network;
· monitor the progress of adopted studies;
· sanction to recommend the ‘unadoption’ of studies;
· advise and assist with the promotion of the Network;
· act as network “champions”.
 
The Network Management Board has had two meetings in 2007 and will continue to meet quarterly in locations rotated around Scotland.   
3.4 Scottish Mental Health Trials Service 

The Scottish Mental Health Trials Service has been developed by the Network statistician and research co-ordinator to assist with systematic reviews, funding proposals and statistical issues.  In addition, agreements have been developed with both the Centre for Healthcare Randomised Trials (University of Aberdeen) and the Edinburgh Clinical Trials Unit (University of Edinburgh) to ensure that the network has readily available access to expertise for requests which are outwith our expertise.  We have not had the opportunity to exploit these collaborations yet.   

3.5 Collaboration
The Scottish MHRN has actively collaborated with the corresponding English and Welsh Networks since its inception.  The SMHRN also has representation on the following UK- wide Groups:

· UKMHRN Network Directors’ Group, 

· UKMHRN Network Leads Group; 

· UKMHRN Adoptions Committee;  

· UKMHRN Methodology Group;
· MHRN Devolved Nations Managers’ Group;

· UKMHRN Hub Managers Group. 

Key achievements in the year have included agreement on a common adoptions form and procedure across Scotland, England and Wales as well as jointly agreed publicity material.  This benefits investigators by reducing duplication of effort, and removes some of the bureaucratic barriers to cross-UK recruitment.  SMHRN has also worked with the English MHRN hubs to ensure that clinical research officers have similar job functions and titles, again reducing institutional barriers to UK-wide working.  Finally, the SMHRN statistician is also contributing to the development of UK-wide methodology training on complex interventions.  These collaborative developments have been achieved in addition to the routine cross-border working on adopted studies.  

The Scottish Mental Health Research Network has also worked closely with the Scottish Topic Specific Research Networks and Primary Care Research Network, via the Scottish TCRN managers’ group which meets quarterly.  These meetings focus on developing strategies which cross-cut the topic specific divide such as staff training, the UKCRN portfolio database, patient involvement, working with industry, and reciprocal adoptions procedures for cross Network studies.  The Scottish Mental Health Research Network has been responsible for broadening the focus of these meetings so that external speakers (from CSO, UKCRN and R&D Management) can discuss issues of importance to the group.  

3.6 Communications
The Network’s website is being created by web developers at the University of Edinburgh.   This is being used for Network publicity, to advertise the Network’s services and achievements, and as the conduit for adoptions applications.   The network has also developed information materials including leaflets and poster and publicity materials to advertise the Network.  
The network launch will be planned for when the Lead Nurse is in post.  In the mean time, Network staff have been publicising the Network through presentations and stalls at the: 
· UK Mental Health Research Network Conference (March 2008);
· University of Edinburgh Department of Clinical Neurosciences Seminar Series (March 2008);
· Edinburgh Clinical Trials Unit launch day (April 2008).
3.6 Engagement with Smaller Health Boards

The Network’s engagement with Health Boards has been strategically focussed on the placement of Network staff from where current and anticipated trials will need to recruit participants.  At the moment, this requires involvement of large health boards in the Central Belt.  However, in planning future work, the Network is mindful that clinicians and participants may be required from other parts of Scotland.  The Network is therefore is engaging with the Dunfermline Group by attending their  meetings, as well as by providing feedback on how the R&D Departments in the smaller Health Boards can facilitate Network studies.  To further prepare for potential recruitment of clinicians and patients in these areas, the Network is in the process of drawing up lists of research active psychiatrists within the smaller health boards so that rapid feasibility of new studies within these areas can be carried out.  
� � HYPERLINK "http://www.nrr.nhs.uk/search.htm" ��http://www.nrr.nhs.uk/search.htm� 


� Single centres were searched in case recruitment had been extended since the publication of the record. 
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