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RESEARCH & DEVELOPMENT

Additional Information Form (V3.1 May 2010)
	1.
REGISTRATION INFORMATION

	PROJECT REGISTRATION NUMBER:

(This will be allocated by the R&D Office upon receipt of application, unless you have pre-registered your project and been given a reference number)
	     

	FOR PROJECTS INVOLVING NEWCASTLE UNIVERSITY: 
(Any external funds due to Newcastle University MUST have a blue form which is submitted to Grants and Contracts in the Joint Research Office.  For projects involving Newcastle University please enter the BH number in all cases as we require this number to jointly process the application).
	     

	NIHR Portfolio Project:
Has this project been submitted for adoption to the NIHR Portfolio?
(See http://www.ukcrn.org.uk/index/clinical/portfolio_new/P_eligibility.html for eligibility criteria)

IF YES

Please provide the NIHR Portfolio registration number if the study has already been confirmed as an adopted study.
NOTE:  Any project that is applying for adoption to the NIHR Portfolio must be processed through the Co-ordinated System for gaining NHS Permission (CSP) – please call Trust R&D for details about submission.
	YES

 FORMCHECKBOX 
 
NO

 FORMCHECKBOX 

(DOUBLE CLICK BOX TO TICK)
     


	2.
STUDY DETAILS

	Study title (as entered in IRAS):
	     

	Local Principal Investigator (PI) Name:

(Person responsible for this study at this site) 
	     
Email:       
Tel:      

	Trial or study co-ordinator at this site :

(The person who is co-ordinating the study at this site and should also receive copies of correspondence)
	     
Email:       
Tel:      


	3.
GCP TRAINING

	Has the main investigator at this site received Good Clinical Practice (GCP) training?

(We must have confirmation of GCP training for those working on clinical trials of Investigational Medicinal Products) 
	YES
 FORMCHECKBOX 
  
NO
 FORMCHECKBOX 

Date of training:       
Who provided the training? 
     


	4.
RESPONSIBLE CLINICIAN

	A responsible clinician is required if the Principal Investigator at this site is not the Consultant or Senior Clinician responsible for the NHS patients involved in this study 

	Name (including title):
	     

	Post Held:
	     

	Contact address:
	     

	Contact email:
	     

	Telephone:

	     


	5.
STUDY SITE INFORMATION

	At which Trust sites will the study be carried out (RVI, FRH, NGH - list all) 
	     

	What is the total number of participants to be enrolled in the study from Newcastle Hospitals Trust? 

(Please be as precise as possible as this is required for capacity planning for the support departments.  R&D Approval will be given for the number stated and additional approval will need to be sought prior to the recruitment of any additional participants).
	     

	If applicable which pharmacy site will be used:


	RVI




 FORMCHECKBOX 

FRH




 FORMCHECKBOX 
 
SBRU




 FORMCHECKBOX 

NGH




 FORMCHECKBOX 


	Is the study to be carried out with involvement from any the following: 
	Clinical Research Facility (CRF)

 FORMCHECKBOX 

Sir Bobby Robson Unit (SBRU)

 FORMCHECKBOX 

Clinical Ageing Research Unit(CARU)
 FORMCHECKBOX 

MR Centre



 FORMCHECKBOX 





	In which Trust Clinical Directorate (s) within the Trust will this study take place?
	     



	6.
CLINICAL TRIALS OF INVESTIGATIONAL MEDICINAL PRODUCTS (ctIMP)

	If this is a clinical trial of an Investigational Medicinal Product please provide details of arrangements for trial monitoring at this site.
	     


	7.
END OF TRIAL TREATMENT INFORMATION FOR ctIMP Studies

	Please supply the following information if your study is an Investigational Medicinal Product (IMP) or device trial.

	What treatment will patients receive at the end of the trial (e.g. exit strategy)?
	     

	How will this be provided?
	     


	8. EMERGENCY ARRANGEMENTS for ctIMP studies
Information required for all clinical trials of Investigational Medicinal Products (ctIMPs)

	What emergency arrangements will be made for out-of-hours help and advice for patients taking part in this study? 

(Eg, For a commercial project a 24 hour emergency number is usually provided and a contact person at the sponsor company.  Where the emergency contact is the local investigator at this site, a back-up contact must also be given in case the main investigator cannot be contacted)
	     

	Is this a blinded study?

If YES

Please provide details of the arrangements made for unblinding in the case of an emergency.

(As above – for commercial companies an emergency 24 hour number for unblinding is required or a main investigator and back-up contact who can make a decision about unblinding if necessary.  If it has been agreed that the Trust Pharmacy department will hold the unblinding information then please also provide these details here) 
	YES
 FORMCHECKBOX 
  
NO
 FORMCHECKBOX 

     


	9.
HUMAN TISSUE SAMPLES
Please answer the following questions if any human tissue is being used  - for the definition of ‘relevant material’ under the Human Tissue Act see:
http://www.hta.gov.uk/search.cfm?FaArea1=CustomWidgets.content_view_1&cit_id=335&useCache=false


	Will any of these samples be obtained from children?
	YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 


	TISSUE BANK SAMPLES

Will the samples be obtained from a Research Tissue Bank?
If YES please provide name and location of the bank(s) involved:
Please provide the name of the person responsible for this tissue bank

Please provide the HTA licence number:


	YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 

     
     
     


	NEW SAMPLES

Will new samples be collected from patients of Newcastle Hospitals Trust? 

For new samples, will these be collected and then transferred to a Research Tissue Bank (eg, collected from patients and transferred to one of the Newcastle University tissue banks)? 

If so please provide name and location of the bank(s) involved:
Please provide the name of the person responsible for this tissue bank

Please provide the HTA licence number:

(You can use free text in this section to describe arrangements if necessary)
	YES
 FORMCHECKBOX 
 
NO
 FORMCHECKBOX 


YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 


     
     
     



	For tissue being transferred (including between Newcastle Hospitals Trust and Newcastle University) please state where the tissue is being transferred from and transferred to: 
(You can use free text in this section to describe arrangements if necessary)
	Transferred from:      

Transferred to:      

	What type of consent is being obtained for the use of the samples:


generic





study specific
	
 FORMCHECKBOX 

 FORMCHECKBOX 


	If samples are to be stored after the study finishes please give the name of the tissue bank
(Note: It is required by law that any samples stored beyond the period of a study-specific REC approval must be stored in a HTA Licensed Tissue Bank)
	     



	10.
LABORATORY TESTING

	If the study involves laboratory testing please confirm the following:


Is the laboratory testing additional to routine care?
IF YES


Where will the tests be performed?

If Trust laboratories are used, please specify which tests and number of tests to be performed.
	YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 


TICK ALL THAT APPLY

Trust Labs


 FORMCHECKBOX 

University labs

 FORMCHECKBOX 

Central Labs


 FORMCHECKBOX 

     



	11.
RADIOLOGY REQUIREMENTS

	At which site would the imaging be conducted?

For ultrasound examinations, what type of imaging is required? (this is for resource and capacity planning purposes)
If known at this stage, will the study require imaging to be conducted outside of normal working hours (i.e. 9am – 5pm)? (again, this is required for resource and capacity planning)


	TICK ALL THAT APPLY

FRH


 FORMCHECKBOX 

RVI



 FORMCHECKBOX 

NGH



 FORMCHECKBOX 
 

Other (please specify)
 FORMCHECKBOX 

     
STATIC    FORMCHECKBOX 

DYNAMIC
 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 




	12.
DATA PROTECTION / CALDICOTT ISSUES (please note ALL uses of information relating to patients of the Trust for the purposes of research require review by the Trust Caldicott Guardian )

	Is patient information being used in this study?


	YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 


	If Yes:

	Has Caldicott Guardian approval been given for use and/or transfer of patient data? 

If you have applied for approval and awaiting a response from the Caldicott Guardian please provide the date you submitted your application.
For those with access to Trust intranet, the Caldicott on-line application can be made:

http://intranet/dataprotection/Approval/DPC%20form.asp
For others, please use the form provided with this application
	YES
 FORMCHECKBOX 

NO
 FORMCHECKBOX 

Date of Caldicott application:

     



	13. FUNDER AND FINANCIAL INFORMATION
Please see the guidance notes at the end of form
NOTE:  R&D cannot consider a project for R&D approval unless funding has been secured – a breakdown of costs at this site is required

	ADMINISTRATION:

	Who will administer the research funds:


	Newcastle Hospitals Trust
 FORMCHECKBOX 

Newcastle University

 FORMCHECKBOX 

Other (please provide details)
 FORMCHECKBOX 
 
     


	FUNDING :

	Confirmation of funding awarded:
Funder:

Evidence of funding provided:
	Award Letter


 FORMCHECKBOX 



Clinical Trial Agreement
 FORMCHECKBOX 

Industry Costing Template
 FORMCHECKBOX 

Other (please provide details)
 FORMCHECKBOX 
 
     


	COSTS:

	Breakdown of costs provided:


	Local Costing Template

 FORMCHECKBOX 

Grant Application

 FORMCHECKBOX 

Other (please provide details)
 FORMCHECKBOX 
 
     


	SUMMARY OF FINANCIAL INFORMATION:

	Funding available
Costs
Net (funding available must equal/exceed costs)
	Per patient

£
	Project

£

	Additional Notes:



	14.
PRINCIPAL INVESTIGATOR SIGNATURE

	I confirm that this information is, to be best of my knowledge, correct.  I also confirm that I am aware of the Research Governance Framework for Health and Social Care (available at http://www.dh.gov.uk/PolicyAndGuidance/ResearchAndDevelopment/ResearchAndDevelopmentAZ/ResearchGovernance/ResearchGovernanceArticle/fs/en?CONTENT_ID=4002112&chk=PjlaGg ) and the responsibilities I have as Principal Investigator.  By checking this box I agree to accept these responsibilities for this research project.
I am aware that any deliberate misleading statements will lead to the immediate removal of Trust Approval.

	PI Name      
I agree to accept responsibility for this research project

 FORMCHECKBOX 

	Date:


	Submission checklist (all submitted electronically to:  Trust.R&D@nuth.nhs.uk – if this link does not work automatically type the address into your email) 
PLEASE DO NOT COPY IN MEMBERS OF THE R&D TEAM TO YOUR EMAIL
 YOU WILL RECEIVE A CONFIRMATION EMAIL TO LOG YOUR APPLICATION

IMPORTANT NOTE: IF YOUR STUDY IS BEING PROCESSED THROUGH NIHR CSP MANY OF THESE DOCUMENTS WILL BE AVIALABLE IN THE CSP REPOSITORY AND DO NOT HAVE TO BE SUBMITTED AGAIN.  PLEASE PUT ‘CSP’ IN THE BOX TO INDICATE THIS - THANK YOU

	NOTE: If the documents and volume of documents is too great to email then please submit on a disk or memory stick – we will return this to you after the documents have been downloaded
	Tick if submitting with this application – note shaded documents are essential for a valid application

	R&D Additional Information Form (V3.1 May 2010) 
	 FORMCHECKBOX 
 

	Evidence of funding and a breakdown of costs at this site as well as any costings spreadsheet you may have (eg, from the Research Platforms, Industry Costing Template etc.)
	 FORMCHECKBOX 


	Latest study protocol which clearly shows the version number and date.
	 FORMCHECKBOX 


	Latest Participant Information Sheet and Informed Consent Form which clearly shows the version number and date.
	 FORMCHECKBOX 


	NHS R&D Form (generated via IRAS) this can be sent as a PDF created through IRAS – please then scan or send copies of the Declaration sections ONLY with signatures or electronic authorisations of CI and Sponsor etc.  For ctIMPs this MUST be an ink signature for CI ONLY.
	 FORMCHECKBOX 


	SSI Form (generated via IRAS and submitted as a PDF file)
	 FORMCHECKBOX 


	CVs of the main investigator at this site and any other key staff at this site (eg, any co-investigator, lead research nurse—we do not require CVs of staff that do not have patient contact)
	 FORMCHECKBOX 


	For ALL commercial projects – study agreement/contract (at least in draft).  This should be the nationally recognised model agreement between the NHS and industry (see:  http://www.ukcrc.org/regulationgovernance/modelagreements.aspx)
	 FORMCHECKBOX 


	ALL ctIMP studies where the Trust is NOT Sponsor (for both commercial and non-commercial studies) – we need a study agreement/contract with the sponsor (at least in draft)
	 FORMCHECKBOX 


	Favourable opinion from NHS REC   
	Attached: 
 FORMCHECKBOX 

To follow: 
 FORMCHECKBOX 


	Approval letter from MHRA (if already granted)
	Attached: 
 FORMCHECKBOX 

To follow: 
 FORMCHECKBOX 


	Caldicott approval (if already granted)
	Attached: 
 FORMCHECKBOX 

To follow: 
 FORMCHECKBOX 


	Other (Describe):
	

  FORMCHECKBOX 



Guidance Notes for finance section:
A project cannot be considered by R&D unless funding has been secured.  The information required to gain financial approval must demonstrate and provide documentary evidence of the financial viability of the project.

1. Funding - documentation is required to demonstrate that funding has been awarded, for example:-

· clinical trial agreement

· industry costing template

· award letter

· existing research accounts – evidence of available balances

2. Costs - the cost of participating in the project must have been calculated and a breakdown of these costs provided eg on a costing template / a grant application / a Newcastle University approved Blue Form.  Where an Industry Costing Template has been provided by the funder, an independent assessment of the input required must be carried out to ensure that the funding being offered is sufficient.

3.  Summary of financial information – this section is to show that the funding available covers the costs which can be shown as per patient or for the entire project, whichever is relevant.  
4. Notes – if there is any additional information that will help explain the funding situation
The Trust R&D Finance team can provide support and we would encourage early contact to facilitate the approval process.
Please contact:  

Christine Hughes on 0191 2231539 (christine.hughes@nuth.nhs.uk) 

Wendy Mitson on 0191 2231538 (wendy.mitson@nuth.nhs.uk) 

Margaret Finn for NIHR portfolio project on 0191 2137338 (Margaret.finn@nuth.nhs.uk)
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