[image: image7.jpg]Essex and
Hertfordshire

NIHR Comprehensive Local Research Network
0000000000000 000




[image: image8.jpg]NHS

National Institute for
Health Research




[image: image9.jpg]



9th May 2011

Dear All,

On the 3rd of February 2011 we relaunched the Local Specialty Group to stimulate research in Essex & Herts in the field of Child Mental and Physical Health.
The LSG is part of the National Institute for Health Research (NIHR) and works closely together with the Comprehensive Local Research Network (CLRN). We link in to the National Paediatric Non Medicine Research Group and the National Institute for Mental Health (NIMH).

The NIHR has been created to ensure that good research gets stimulated and helped to be successful, by facilitating recruitment across multiple sites and by channelling money to successful projects.
Participating in the LSG gives you access to a stimulating peer group to discuss your ideas, to regular updates on new research and the ability to contribute to research teams, to get your local service involved in local and national research, to services such as the Research Design Service that can help you with the design, the ethical approval and the funding applications for your research.
Minutes 3/2/11

About 16 people from all corners of our region attended the LSG meeting that was attached to the CRLN regional conference on the 3rd of February in Takely. We had a general discussion about how to promote research within our trust and heard from several research facilitators about their activities. 

It is important to note that all of us can become involved in research by linking up with approved studies. The NIHR regularly send out an overview of studies that want to sign up more participating sites. In that way you become involved without having to start from scratch. Of course the LSG is there as well to promote your own research.

One study several people were involved in was D.GAP, Diabetes  Genes Autoimmunity and Prevention.
At present the LSG covers both physical and mental health in children. As lead my main expertise is in child mental health and I hope someone will come forward to take a lead in the physical health side.

The Research Design Service, based at Essex University attended to explain how they could help in setting up studies and applying for funding.

Portfolio Update

At present we do not yet hold a portfolio. In other words none of us is yet involved in a research that has been registered with the NIHR. Some of us are involved in research already and we might find ways to get this research recognised. We are also looking to participate in other research studies and there will be a frequent update on studies that look for clinicians to become involved (see attached update). 
The clinicians in NEPFT are looking at IMPACT, a study exploring the impact of ADHD on families.

We will also look at how to organise our own research and get it onto the NIHR portfolio. If we can be successful in attracting and completing research we will become a reputable site that can attract more research. This will no doubt help our services, our clients and keep us satisfied as practitioner/scientists.
If any of you are undertaking research at present, do let me know and we will look at whether there are ways to get it recognised and supported.

There is still some money available at present for administrative support for recognised studies. Contact me for more information.

Underneath you will find ‘possible studies’.  These are studies that are up and running but are still looking for more sites. If you are interested you could contact and apply to become a participating research site.
Note that the LSG is across Essex and Herts, encompassing all Trusts and is also open to non-health professionals. 
Do feel free to pass this invitation on to interested people.
The Local Specialty Group will meet 

22 June 2011 - Lecture Theatre 1 Medical Academic Unit - 15:00 to 16:30
02 November 2011 - Lecture Theatre 2 Medical Academic Unit - 15:00 to 16:30
02 February 2012 - Olga Rippon Room Medical Academic Unit - 15:00 to 16:30

All meetings take place at Broomfield Hospital in Chelmsford.
The meeting in June will be looking at establishing a portfolio.

Do let us know whether you will attend by emailing joost.drost@nepft.nhs.uk at least a week in advance.

Hope To see you all








Dr Joost Drost

New GCP Training Dates
This training is highly recommended for all those involved in portfolio research and is sometimes an obligatory requirement for those wishing to run the study.
Introduction to Good Clinical Practice (GCP)

14/09/2011 Hemel Hempstead Hospital, Hillfield Road, Hemel Hempstead, HP2 4AD
16/09/2011 Southend Hospital, Prittlewell Chase, Westcliff-on-Sea, Essex SS0 0RY
10/10/2011 Mount Vernon Hospital, Rickmansworth Road, Northwood HA6 2RN



Please apply using the usual process - a guide can be found here: https://portal.nihr.ac.uk/sites/ccrn/ehclrn/clrndocs/GCPBooking.pdf
Possible studies:
UKCRNID  9921                   Physical Health
Bacterial meningitis in infants less than 90 days of age: Assessment of healthcare delivery

Open, closure date 02/01/2012

Study Team are looking for a contact person for your NHS Trust in order to be added as a participant identification centre PIC for our healthcare delivery study of bacterial meningitis in babies 0-90days of age.
Please find below what it entails for you if you decide to be our PIC contact Paediatrician for your trust;
All postage is sent pre-prepaid so no cost to your department in terms of postage. 
Thank you for your help with our research into Bacterial meningitis in babies 0-90 days of age healthcare delivery study. We are reviewing cases that have been reported to us outside the BPSU ( ie microbiologists, parents and support charities) in this study. 
To facilitate the process in your local hospital we would like to nominate you as the 'named contact' for your centre to be a Patient Identification Centre (PIC) on our study.
(Ethics approval by Cambridgeshire 2 REC (ref: 10/H0308/64). The study is also adopted under the NIHR portfolio ID no 9921.
What would we expect from you as the named contact?
If you agree, we would then pass your name to the R+D department of our Joint Research Office at St George’s University of London who will then contact your local R+D for approval via entral system called CSP.
Once this is granted, we would send you an information pack (patient information sheet, consent form and parental questionnaire) for onward forwarding to the parent of the named baby (stamps paid for). We would also include an optional letter of Introduction which you could sign and send to parents at the same time explaining the study.
We will also provide you with a return slip so that we can keep record of packs sent to parents,Once parents give their consent, we will then contact yourself/ your secretary to arrange for the study research fellow (Dr Okike) to visit your hospital to review the baby’s medical notes and complete the healthcare delivery questionnaire.
You will not be required to complete any questionnaire.
I have been informed by our JRO that you would not be required to do anything for the approval process as we will be able to sort out all the necessary formalities between our R&D dept and your R&D dep.
See also attached acro
	NB: The information displayed below does not replace the protocol. The latest protocol version should always be consulted before making clinical decisions. 

	Atomoxetine HSEN 

OPEN LABEL TRIAL OF ATOMOXETINE FOR ATTENTION DEFICIT HYPERACTIVITY DISORDER (ADHD) IN CHILDREN WITH SPECIAL EDUCATIONAL NEEDS 

Topic 

Mental Health (co-adopted by Generic Relevance & Cross Cutting Themes) 

Portfolio Eligibility 

Funded by UKCRC partner 


	ISRCTN 

25691213 

EudraCT 

2008-004827-44 

MREC N° 

04/01/013. 

UKCRN ID 

6030 

WHO ID 



	Research Summary 

1. What is the efficacy of atomoxetine in reducing the symptoms and features of attention deficit hyperactivity disorder (ADHD) in children with moderate and severe learning disabilities who also have ADHD? 2 What is the adverse effect profile associated with atomoxetine treatment in children with learning disabilities? Both these questions will be addressed in children who have tried stimulant treatment but for whom there is either inadequate symptomatic improvement or unacceptable adverse effects. 



	Study Type 

Interventional 

Design Type 

Treatment 

Disease(s) 

Attention deficit hyperactivity disorder; conduct disorders
Paediatrics

Phase 

N/A 


	Current Status 

Open 

Closure Date 

30/06/2011 

Sample Size 

40 

Accrual to Date 
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  25%


	Geographical Scope 

UK Multi-Centre 

Lead Country 

England 

Open to new sites 

No 



	Main Inclusion Criteria 

1) Children and adolescents of both genders, aged 7-15 years inclusive at the beginning of trial, with learning disability and a diagnosis of ADHD, whatever type. 
2) All participants have failed to respond to a methylphenidate trial or presented with adverse effects that necessitated withdrawal from the study. This will be operationalized as: 
a) Poor response as indicated by less than 30% reduction in ADHD symptoms based on parents' and teachers' ratings scales OR parents' and clinician's agreement that there is not significant improvement 
b) At least one AE rated as `moderate' in parents' or teachers' ratings either at a low dose or at the dose required to control symptoms AND parents' or clinician's view that this AE negatively affects the child and is unacceptable. 
3) Their place of residence should be within catchment area (see Appendix). 
4) Children without a full-time school placement that is expected to continue for the next 4 months will not be eligible for the study. Children who have started a new school placement subsequent to exclusion from a previous school placement must attend for one term before attendance eligibility is re-evaluated. Children who have missed >25% of school days for any combination of reasons in the last three terms must achieve a rate of <20% non-attendance for one term before considered eligible. In both the latter two cases, attendance records will be checked with the school. 
5) Child is in stable care situation: Parenting/care history will be reviewed during re-assessment: 
a) Care in home 
i) Children in full-time care of their parents or a carer with parental responsibility will be eligible provided this care situation has existed for at least 6 months and there are no plans for it to be disrupted in the coming 4 months 
ii) Children who are in foster care must be in a long-term placement where foster parents have parental responsibility. 
b) Respite care 
i) Respite care on a daily basis will not affect eligibility criteria. If respite care occurs for more than three days/week on a regular basis, then a respite worker must be identified who can complete behavioural and adverse effects ratings on the child and to ensure that medication is given regularly. 
ii) Respite care on a weekly basis should not occur during the titration rating period. If weekly respite care occurs during the trial, behavioural and adverse effects ratings should not be included in the trial outcomes during that week. 
c) Residential school placement 
i) Residential placement should have been stable for at least one term prior to entrance to the trial. 
ii) Arrangements for clinic attendance must be clarified with both parents and school carers. Ordinarily, both will be expected to attend these visits. 
iii) A carer within school must be identified to complete behavioural and adverse effects ratings and to ensure that medication is given regularly. 
6) Informed consent is obtained. 


	Main Exclusion Criteria 

1) Children currently receiving atomoxetine will not be included. 
2) Those who have received atomoxetine in the past, regardless of response, may be included, provided they did not demonstrate frank intolerance. 
3) A clear-cut history of intolerance to atomoxetine or concomitant use of MAO medication or narrow angle glaucoma that represent absolute contradictions to the use of atomoxetine constitutes exclusion to the trial. (See initial assessment) 
4) Severe limitation of child's mobility 
The purpose of this criterion is to exclude the possibility that true change in activity level is obscured by an extreme lower limit on the amount of activity the child can demonstrate. This is particularly important among children with learning disability where attention may be limited by developmental level and difficult to measure. 
Child is not a “Community Walker”; level 6 or above as defined on the Gillette Functional Assessment Questionnaire that will be conducted during Initial Interview (see Appendix). 
5) Child has a dementing or degenerative disorder 
The purpose of this criterion is to ensure that change over the course of the trial is not confounded with change in the child's state due to an underlying disorder. The diagnosis of a known dementing disorder or the demonstration of ongoing loss of skills in the absence of a confirmed diagnosis constitutes an absolute exclusion. However, since this exclusion criterion has already been applied for the methylphenidate trial, it is highly unlikely to be a reason for exclusion during eligibility assessment for Atomoxetine trial. 
6) The presence of poorly controlled or uncontrolled epilepsy 
Although, based on current evidence, the risk for epileptic events on atomoxetine was comparable to placebo (Wernicke, Holdridge et al. 2007), children with poorly controlled epilepsy will be excluded from the study. The purpose of this is two-fold- 1. To reduce the chances (although very small) of a child developing status epilepticus or a severe increase in number of seizures; 2.To avoid contamination of behavioural ratings with peri-ictal phenomena 
Poorly controlled/uncontrolled epilepsy is defined as any type of seizure as frequent as defined as daily. Among children who have seizures of a frequency varying between weekly and daily, a clinical opinion about their inclusion will be made by a senior investigator. 
7) History of significant cardiovascular disease 
Atomoxetine is related to increased Blood Pressure and Heart rate although there is no evidence of effect on heart conduct or rhythm. Children with a history of cardiovascular disease, including surgery for cardiac deficits, or those with pulse and/or blood pressure outside the normal parameters established for the trial (see Appendix ) or those with a history of sudden unexplained death in a first degree relative will be referred to a paediatrician/ paediatric cardiologist prior to enrolment in the study. Clearance from a paediatrician is required prior to entering the study. 
8) Child has a diagnosis of a psychotic disorder or bipolar disorder 
Although atomoxetine is not contraindicated in the presence of a psychotic or bipolar disorder, children with a diagnosis of psychotic disorder will be excluded because it will be difficult to differentiate the nature of presenting symptoms and cognitive difficulties. It is also difficult to determine accurately which symptoms of overactivity and inattention are due to ADHD and which to bipolar disorder. Subsequently, it will be difficult to evaluate the efficacy of medication. Children with psychotic or bipolar disorder were excluded from HSEN study so during re-assessment for atomoxetine study, any change will be checked. Where a diagnosis has not been made but there are suggestive symptoms, the psychosis and the bipolar disorder section of the CAPA will be used to assess psychotic or bipolar symptoms. Should significant uncertainty remain, the participant will not be included. 
9) Child has severe obsessive-compulsive disorder severe enough to require special treatment. 
10) Atomoxetine may interact with medications for OCD treatment and this would contaminate our results about atomoxetine's safety profile. This will be investigated during re-assessment for entry to Atomoxetine trial. Where symptoms are present, severity as rated during CAPA will be reviewed with a senior investigator. If intensity of 3 is scored on at least one of obsessional thoughts, obsessional rituals and compulsions during CAPA and total symptom frequency is greater than 540, child will be excluded from atomoxetine study. 
11) Child is being treated with neuroleptic medication 
Children currently on neuroleptic medication, whether for psychotic or bipolar disorder, or for behavioural management of aggressive/irritable behaviour, were not included in methylphenidate trial. This will be investigated during re-assessment for entry to Atomoxetine trial. Psychotic and bipolar disorders constitute exclusions in their own right (7). Children on neuroleptics for other reasons must be withdrawn from medication for 3 months before baseline assessment. Withdrawal of neuroleptic medication must be clinically justified prior to its initiation. 
12) Child poses a significant risk of suicidal or homicidal behaviour 
The presence of suicidal/homicidal behaviour is defined as repeated suicidal or homicidal ideation or by one or more act of suicidal or homicidal behaviour within the six months preceding study entry. This was assessed prior to entry to HSEN and will be assessed during re-assessment. Where a history is present, the CAPA section on suicidal behaviour will be completed. The presence of active suicidal behaviour (plans or actions) or moderate to high degrees of lethality in the preceding 3 months will constitute an exclusion. 
13) Another child in the family and/or in the household currently enrolled in this study. 
Only one child per family or household may be enrolled in the trial at any point in time. The burden of completing questionnaire and the possibility of mixing up medication and/or questionnaire ratings could contaminate the study. 
14) Children residing in a home without a telephone (land line or mobile). 
15) Families need to be in contact with the research team to exchange information about behaviour, adverse effect, medication dosages and clinic appointments. 
16) There are ongoing child protection concerns 
Families will be routinely asked if the child is on or has been on the child protection register since seen in HSEN study, during re-assessment for entry to Atomoxetine trial. Where this has occurred, the researcher will obtain the parent's consent to contact the health professional(s) involved to consider whether a child is appropriate for the study. Where a child protection investigation is ongoing, a child will be excluded from the study until the investigation is completed and the local clinician responsible deems it appropriate. 



	

	NB: The information displayed below does not replace the protocol. The latest protocol version should always be consulted before making clinical decisions. 

DRN231 D-GAP 

Diabetes - Genes, Autoimmunity and Prevention 

Topic 

Diabetes (co-adopted by Metabolic and Endocrine) 

Portfolio Eligibility 

Funded by UKCRC partner 

ISRCTN 

EudraCT 

MREC N° 

UKCRN ID 

5798 

WHO ID 

Research Summary 

Study Type 

Observational 

Design Type 

Case-controlled study 

Disease(s) 

Metabolic & Endocrine (not diabetes)
Metabolic
Paediatric

Phase 

N/A 

Current Status 

Open 

Closure Date 

01/03/2013 

Sample Size 

2200 

Accrual to Date 
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79%
Geographical Scope 

UK Multi-Centre 

Lead Country 

England 

Open to new sites 

No 
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Health care professionals can obtain a copy of the protocol by clicking here 
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Study Website 

Main Inclusion Criteria 

T1D diagnosed <35 years and <3 months from diagnosis or brother or sister with T1D diagnosed <16 years of age 

Main Exclusion Criteria 

Any physical or psychological disease likely to interfere with the normal conduct of the study and interpretation of results. Taking medication likely to confound the interpretation of study results - unaffected siblings. Newly T1D - Diabetes secondary to known pathology (cystic fibrosis etc), any physical or psychological disease likely to interfere with the normal conduct of the study and interpretation of results, taking medication likely to confound the interpretationn of study results, use of investiational drug within 30 days prior to the study. 

Chief Investigator(s) 

Prof David Dunger

Further details, please contact 

Mrs Catherine Guy

Addenbrooke's Hospital
University Department of Paediatrics
Hills Road
Cambridge
Cambridgeshire
CB2 0QQ
UNITED KINGDOM

Tel: 01223 746414
cc570@medschl.cam.ac.uk
Funder(s)

Juvenile Diabetes Research Foundation

Sponsor(s)

University of Cambridge
Cambridge University Hospitals NHS Foundation Trust
Addenbrooke's Hospital



	



	public.ukcrn.org.uk/search 

	If you experience problems using the application, please click here.
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