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BRITISH PAEDIATRIC SURVEILLANCE UNIT

A unit within the Research Division of the

ROYAL COLLEGE OF PAEDIATRICS AND CHILD HEALTH

5-11 Theobalds Road, London WC1X 8SH 
Telephone: 0207 0926174/3 Fax: 0207 0926194

 Email: bpsu@rcpch.ac.uk 
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Please use the space provided to complete this form. Please read questions carefully as failure to provide sufficient detail may lead to a delay in processing the application or its rejection. More detailed guidelines are available and are linked to within this document. Where further guidance or information is available, this is denoted by 
. 

There is no word count but please try to complete application succinctly.
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Insert study title here
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Please list all investigators involved in the study, their job title, affiliation, and contribution to this study. Please also indicate clearly the principal contact for correspondence on this application, giving a full contact address, e-mail address and telephone number. (If more than 4, please insert additional rows as needed).

	
	Principal Investigator
	Job title and affiliation
	Contribution to study

	
	Click to enter name.
	Enter text here.
	Enter text here.

	
	Click to enter contact details.
	Enter text here.
	Enter text here.


	
	Other Investigators
	Job title and affiliation
	Contribution to study

	1
	Click to enter name.
	Enter text here.
	Enter text here.

	2
	Click to enter name.
	Enter text here.
	Enter text here.

	3
	Click to enter name.
	Enter text here.
	Enter text here.

	4
	Click to enter name.
	Enter text here.
	Enter text here.
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Briefly describe in lay terms under the following headings: 
(a) The condition/background
Enter text here.
(b) Why it’s important 

Enter text here.
(c) The methods you intend to use and 

Enter text here.
(d) The expected benefits of the study
Enter text here.
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Clearly state, in bullet format, the specific research questions that will be answered by this study. These questions must be answered through BPSU methodology a) without any direct contact with patients, b) without seeking investigations that would not have normally be undertaken by the paediatrician and c) without a comparison or control group. These could include but are not limited to: Incidence/prevalence, Clinical presentation, Clinical Management, Outcome, Other
Enter text here.
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Please give careful thought to providing a precise and practical definition (based on symptoms/signs/investigations) that will be understood by general paediatricians.

a) Surveillance Case Definition

Enter text here.
b) Analytic Case definition
Enter text here.
c) Age range for cases

Enter text here.
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Please supply an estimate of the number of cases expected each year, i.e. yearly incidence rate. Provide a reference for this estimate if possible. More than 300 cases a year would normally be considered too high a number for the BPSU.  Please also indicate the source of denominator data for calculating incidence.

a) Expected numbers (per year)

Enter text here.
b) Source of denominator data

Enter text here.
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Please list all additional sources of reportingother than the BPSU  that you propose to use (if any)

[image: image16]
Using the tickboxes, please indicate whether you intend to involve patients, parents or the public in the following areas of your study
	
	Yes
	No
	

	Development for the grant application
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Design and management of the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Undertaking the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Analysis
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Dissemination of research findings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


Please list the organisations which you have involved or propose to involve
Enter text here.
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All studies are expected to include England, Wales, Scotland, Northern Ireland and the Republic of Ireland. If you would like to exclude any of these countries from your study, please indicate which and give reasons below.

Enter text here.
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Please tick the appropriate box in response to the following statement: “I confirm that adequate funding, personnel and resource arrangements are being organised to complete this study”

 FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No
Name of funder if known
Enter text here.
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Please supply any relevant academic references in support of your application e.g. confirming expected incidence or your proposed case definition. A limited number of relevant references is preferable to many of marginal significance.

Please attach copies of any papers that are not available online. 
Enter text here.




Signed by
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Date

Enter date here.
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GUIDELINES FOR SUBMITTING A 

PHASE ONE APPLICATION FOR INCLUSION OF A STUDY
Professor Alan Emond

Email: HYPERLINK "mailto:allan.colver@ncl.ac.uk" allan.Emond@Bristol.ac.uk   

Dr Rachel Knowles, Medical Adviser (non-infectious disease) 

Tel: (020) 7905 2278

Email: r.knowles@ich.ucl.ac.uk
Dr Colin Campbell, Medical Adviser (infectious disease)

Tel: (020) 8327 7199

Email: Colin.Campbell@hpa.org.uk
Mr Richard Lynn, Scientific Coordinator

Tel: (020) 7 092 6174   
Email: bpsu@rcpch.ac.uk
Royal College of Paediatrics and Child Health, 5-11 Theobalds Road, London WC1X 8SH.

Tel: (020) 7  092 6173/4
Email: bpsu@rcpch.ac.uk
INTRODUCTION 

Applications for inclusion of a study on reporting cards are considered by the BPSU Executive Committee (BEC), which meets every two months.   As the success of the BPSU methodology relies entirely on willingness of consultant paediatricians to complete and return the monthly card, the BEC needs to be certain that BPSU studies are worthwhile, well designed, adequately resourced and practical without putting too great a burden on reporting doctors.  The application process has been developed to reflect these responsibilities.  However the BPSU is also committed to assisting potential investigators (especially those less experienced in research methodology) by improving potentially good studies with advice from the medical advisers.

There is a two-stage application procedure; Phase 1 (P1) is an outline application to establish if the study meets the BPSU criteria.   Applications should be submitted on the P1 application form.   If the study is considered to meet the essential criteria a more detailed Phase 2 (P2) application will be invited.   For P2 applications there is a longer application form, which should be completed and accompanied by any letters and questionnaires, which are to be used in the study.   Decisions on the outcome of either P1 or P2 applications are usually made at the meeting at which they are considered although the Committee may also seek further clarification from the researchers.  An applicant may be invited to attend a BPSU committee meeting to present their proposal and discuss any queries that have arisen. 

Unfortunately some applications will be unsuccessful however good the research idea may be.  Applications are most often turned down because the Committee feel the study is not suited to the BPSU methodology.    If this is the case the Committee may be able to advise on an alternative study methodology.

When planning your application it may be helpful to take into account the following:

· Make sure your study meets the BPSU eligibility criteria (see below). Please discuss your application with the Medical Adviser/Scientific Coordinator beforehand if these are unclear.

· Study aims must be appropriate for surveillance methodology such as studies to investigate variations in management, establishing incidence/prevalence figures, or looking at geographical variation  
· As the Committee only meet every two months it can take several months to complete the application process. In exceptional circumstances such as for a study on a topic considered to be a public health emergency this process can be accelerated 

· Applications should reach the BPSU office four weeks prior to the BEC meeting; Dates of forthcoming meetings are available from the BPSU office. 

· The study surveillance period is usually 13 months though this can be extended if it is felt that additional ascertainment is required to allow for meaningful analysis

· There is an administrative charge for undertaking a study through the BPSU and applicants should have appropriate funding in place at the time of application. The charge is currently £3,900 in advance plus the cost of the protocol card production (approx £500).  Any additional printing required will be charged to the applicant.  

CRITERIA FOR ELIGIBILITY
Applications considered eligible are those where:

· the condition should be a relatively rare childhood condition or a rare complication of a more common disease of such low incidence or prevalence as to require ascertainment of cases on a national scale in order to generate sufficient numbers for study.  The BPSU may also consider inclusion of short-term studies of comparatively more common conditions.

· the condition studied should have an expected incidence in the UK of no more than 300 cases per year (for more common conditions regional studies work better)
· all or the majority of cases should be expected to be seen by a paediatrician
· cases can be easily identified and defined
· study data is easily accessible from the normal clinical notes

· ethics approval from an MREC and ECC is to be sought

· consideration of an alternative source of case ascertainment, e.g. microbiology laboratory reports, specialty groups should be given. This is especially important if one of the study aims is to establishing incidence

Applications considered not eligible are those which:

· do not intend to seek MREC approval 

· require direct patient/parent consent 

· intend to use the case cohort to establish a disease register

· require long term follow up (< 2 years)

· require the need to seek  controls  

· involve any additional clinical intervention for reported cases (other than additional diagnostic tests on samples collected during routine clinical management
· are really audit
· require retrospective reporting
· are interventional studies
Outcome following consideration by the Executive committee

Following consideration of the P1 application you will be contacted by either the medical adviser appointed to review the application or the scientific coordinator.  

The following outcomes are possible.

1) P1 may be accepted and a P2 sought without specific modification

2) You are asked to give a presentation to the committee before a decision is made

3) Further details may be sought before a decision is made on the P1 acceptability as a potential BPSU study.  

4) P1 accepted but several points still need to be addressed when preparing the P2 application

5) The application is rejected

NB: Acceptance of the P1 does not imply that the P2 will necessarily be approved only that it is a study that the BPSU could possibly undertake.

COMPLETING THE PHASE 1 APPLICATION FORM

Please read these details carefully before completing your Phase 1 application. Failure to do so could lead to a delay or even rejection of the application.

Submitting a Phase 1 (P1) application: Prospective applicants are advised to submit their application at least six months before the proposed starting date, although a proposal can be considered more speedily if there is a genuine public health medical urgency.  

The P1 application procedure allows potential investigators to submit an outline proposal for initial consideration and discussion.

1) Condition to be studied
Give the accepted name of the condition followed by the recognised abbreviation, if any.
2) Name of the investigators
Please list and indicate clearly the principal contact for correspondence on this application, giving full personal address, e-mail address and telephone number. 
3) Describe the study
This should explain a) need to study the condition, b) review of the background to the proposal, c) draw attention to the state of current knowledge, including incidence,  prevalence and indicating public health and scientific importance. 

4) Research questions/surveillance objectives
Give a clear statement of the specific research questions that will be answered by this study e.g. 1) estimate incidence, 2) review clinical features, 3) presentation and outcome. 

These questions must be addressable through the surveillance system 

a) With no direct contact with patients

b) Without seeking investigations that would normally not have been undertaken by the paediatrician

c) Without a comparison group. 

5) Case definition
Give a clear case definition for the condition of interest, preferably one that is internationally accepted.   A number of studies now include a surveillance case definition with a narrower case definition subject to analysis. 

6) Expected numbers  

Please supply an estimate of the number of cases expected each year, i.e. yearly incidence rate.  More than 30 reports a month would normally be considered too high a number for the BPSU.  Indicate source of denominator data for calculating incidence. Are there other groups besides paediatricians who are likely to see cases? If so it is essential that there are plans are in place to seek cases through them as this improves ascertainment and reduces bias.

7) Alternative sources of data

8) Proposed level and nature of public involvement
9) Funding arrangements
If known, outline the funding arrangement for the project, naming the bodies to which a grant application has been submitted. State whether funding is from a commercial source; whether you personally in receipt of funds to under take the research.

10) References  

A list of any applicable reference should be included. Attach the most relevant references if these are not available online.

Phase 1 Application Form








1)          Title of study








2) 	Investigators (Indicate Principal Investigator) 





3) 	Describe the Study





4) 	Research questions/surveillance objectives





5) 	Case definition





6) 	Expected numbers





7) 	Alternative sources of data





8) 	Proposed level and nature of public involvement





9) 	Proposed Territorial Coverage





10) 	Funding, Personnel and Resource Arrangements





11) 	References
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